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ROMÂNĂ
1- Lumen central (lumen fir de ghidaj)

2- Lumen balon
3- Balon (lungime nominală)
4- Inele marker
5- Vârf 
6- Ax, lungime de lucru

SLOVENSKY
1- Osrednji lumen (lumen vodilne žice)
2- Balonski lumen
3- Balon (nominalna dolžina)
4- Označevalni obroči
5- Konica
6- Kanal, delovna dolžina

БЪЛГАРСКИ
1- Централен лумен (лумен на водача)
2- Лумен на балона
3- Балон (номинален лумен)
4- Маркерни рингове
5- Връх
6- Работна дължина на шафта

ENGLISH
1- Central lumen (guide wire lumen)
2- Balloon lumen
3- Balloon (nominal length)
4- Marker rings
5- Tip
6- Shaft, working length

FRANÇAIS
1- Lumière centrale pour fil guide
2- Port latéral
3- Longueur nominale du ballonnet
4- Anneaux de marquage
5- Extrémité distale 
6- Longueur utile du système

TÜRKÇE
1- Orta lumen (kılavuz tel lumeni)
2- Balon lumeni
3- Balon (nominal uzunluk)
4- İşaretleyici halka
5- Uç
6- Şaft, çalışma uzunluğu

DEUTSCH
1- Zentrallumen (Führungsdraht-Lumen)
2- Ballonlumen
3- Ballon (Nennlänge)
4- Markierungsringe
5- Spitzen 
6- Schaft, Arbeitslänge

NEDERLANDS
1- Centrale lumen (voerdraadlumen)
2- Ballonlumen
3- Ballon (nominale lengte)
4- Markeringsringen
5- Tip
6- Schacht, werklengte

ITALIANO
1- Lume centale (lume del filo guida)
2- Lume del palloncino
3- Palloncino (lunghezza nominale)
4- Anelli marcatori
5- Punta
6- Shaft, lunghezza di lavoro

ESPAÑOL
1- Lumen central (lumen pra aguja guía)
2- Lumen del balón
3- Balón (longitud nominal)
4- Anillos de marcado
5- Punta
6- Vástago, longitud oeprativa

PORTUGUÊS
1- Lúmen central (lúmen do fio-guia)
2- Lúmen do balão
3- Balão (comprimento nominal)
4- Anéis marcadores
5- Ponta
6- Eixo, comprimento de trabalho

HRVATSKI
1- Središnji lumen (lumen žičane vodilice)
2- Lumen balona
3- Balon (nominalna duljina)
4- Prstenovi za označavanje
5- Vrh
6- Osovina, radna duljina

BOSANSKI
1- Centralni lumen (lumen za vodič-žicu)
2- Lumen za balon
3- Balon (nominalna dužina)
4- Prstenasti markeri
5- Vrh
6- Osovina, radna dužina

LIETUVIŲ K.

1- Centrinis spindis (vielinio kreipiklio 
spindis)

2- Balionėlio spindis
3- Balionėlis (vardinis ilgis)
4- Žymenų žiedai
5- Antgalis
6- Vamzdinė dalis, darbinis ilgis

हिदंी
1- कें द्रीय लययूमेन (गाइड वायर लययूमेन)
2- बलैयून लययूमेन
3- बलैयून (मामयूली लंबाई)
4- माक्क र ररंग्ज़
5- सिरा
6- शाफ्ट, पया्कप्त लंबाई

ไทย 
1- ชอ่งกลาง (ชอ่งลวดน�า)
2- ชอ่งบอลลนู
3- บอลลนู (ความยาวระบ)ุ
4- วงแหวนมารก์เกอร ์
5- ปลาย
6- กา้น ความยาวการท�างาน

RУССКИЙ 

1- Центральный просвет (просвет 
для проволочного проводника)

2- Просвет баллона
3- Баллон (номинальная длина)
4- Маркерные кольца
5- Наконечник
6- Катетер, рабочая длина

MAGYAR
1- Központi lumen (vezetődrót lumen)
2- Ballon lumen
3- Ballon (névleges hossz)
4- Jelzőgyűrűk
5- Hegy
6- Tengely működési hossz

العربية
التجويف المركزي )تجويف سلك التوجيه(1 -
تجويف البالون2 -
البالون )الطول االسمي(3 -
حلقات المؤشر الشفافة4 -
نصيحة5 -
العمود، طول العمل6 -

العربية
مرکزی سوراخ )گائيڈ وائر کا سوراخ(1 -
غبارے کا سوراخ2 -
غبارہ )فرض کردہ لمبائی(3 -
نشان دار رنگز4 -
سرا5 -
دھرا، کارآمد لمبائی6 -

ČEŠTINA
1- Centrální lumen (lumen vodicího drátu)
2- Lumen balónku
3- Balónek (jmenovitá délka)
4- Značkovací kroužky
5- Hrot 
6- Tubus, pracovní délka

ΕΛΛΗΝΙΚΑ 

1- Κεντρικός αυλός (αυλός σύρματος 
οδηγού)

2- Αυλός μπαλονιού
3- Μπαλόνι (ονομαστικό μήκος)
4- Δακτύλιοι δεικτών
5- Άκρο
6- Άξονας, μήκος εργασίας

LATVISKI 
1- Centrālais lūmens (vadstīgas lūmens)
2- Balona lūmens
3- Balons (nominālais garums)
4- Marķieru gredzeni
5- Gals
6- Ass, darba garums

МАКЕДОНСКИ 

1- Централен лумен (лумен за жица 
водилка)

2- Лумен за балон
3- Балон (номинална должина)
4- Прстени за маркирање
5- Врв
6- Тело на катетерот, работна должина

MALTI 

1- Lumen ċentrali (lumen tal-wajer 
ta’ gwida)

2- Lumen tal-bużżieqa
3- Bużżieqa (tul nominali)
4- Ċrieki markaturi
5- Tarf
6- Xaft, tul operattiv

BAHASA INDONESIA 
1- Lumen sentral (lumen kawat pemandu)
2- Lumen Balon
3- Balon (panjang nominal)
4- Cincin penanda
5- Ujung/pucuk kateter
6- Poros, panjang kerja

ҚАЗАҚША 
1- Орталық өзек )сымды өткізгіш өзегі(
2- Баллон өзегі
3- Баллон )номиналды ұзындығы(
4- Таңбалау сақиналары
5- Дистальды ұшы
6- Сұққыш, жұмыс ұзындығы

SRPSKI
1- Centralni lumen (lumen žice vodilje)
2- Lumen balona
3- Balon (nominalna dužina)
4- Markerski prstenovi
5- Vrh
6- Osovina, radna dužina

SVENSKA
1- Central lumen (ledarlumen)
2- Ballonglumen
3- Ballonglumen (nominell längd)
4- Markeringar
5- Ände
6- Skaft, arbetslängd

POLSKI
1- kanał centralny (kanał prowadnika)
2- światło balonu
3- balon (długość nominalna)
4- opaski znacznikowe
5- końcówka
6- trzon, długość robocza
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0.018” / 0.035”

418 BDK BALLOON COMPLIANCE TABLE

Pressure 
(bar)

Diameter (mm)

2.0 2.5 3.0 3.5 4.0 5.0 6.0 7.0

5.0 1.9 2.4 2.9 3.4 3.9 4.9 5.9 6.9

6.0 2.0 2.5 3.0 3.5 4.0 5.0 6.0 7.0

7.0 2.0 2.5 3.0 3.5 4.0 5.0 6.1 7.1

8.0 2.1 2.6 3.1 3.6 4.1 5.1 6.2 7.1

9.0 2.1 2.6 3.1 3.6 4.1 5.1 6.2 7.2

10.0 2.1 2.6 3.2 3.7 4.2 5.2 6.3 7.3

11.0 2.1 2.7 3.2 3.7 4.2 5.2 6.3 7.3

12.0 2.2 2.7 3.2 3.7 4.3 5.3 6.4

13.0 2.2 2.7 3.3 3.8 4.3 5.3

14.0 2.2 2.7 3.3 3.8 4.4 5.4

15.0 2.2 2.8 3.4 3.9 4.4

16.0 2.2 2.8 3.4 3.9 4.5

17.0 2.3 2.8

18.0 2.3 2.9

Rated Burst Pressure 
Nominal Pressure

ENGLISH

NP > Nominal Pressure

RBP > Rated Bursting Pressure

TÜRKÇE

NP > Nominal Basınç

RBP > Nominal Patlama Basıncı

العربية
NP>الضغط األسمي

RBP>تصنيف ضغط االنفجار

LIETUVIŲ K.

NP > Vardinis slėgis

RBP > Nustatytas trūkimo slėgis

POLSKI

NP > ciśnienie nominalne

RBP > znamionowe ciśnienie rozerwania

BAHASA INDONESIA

NP > Tekanan Nominal

RBP > Tekanan Letup Nominal (RBP)

हिदंी
NP > मामयूली दबाव
RBP > सनयत अिहनीय दबाव 

SVENSKA

NP > Nominellt  tryck

RBP > Nominellt  spräng tryck

LATVISKI

NP > Nominālais spiediens

RBP > Nominālais pārraušanas spiediens

ROMÂNĂ

NP > Presiune nominală

RBP > Presiune nominală de rupere

ҚАЗАҚША
NP > Номиналды қысым

RBP > Номиналды жарылу қысымы

ไทย

NP > ความดนัระบุ

RBP > ความดนัแตกระเบดิ

NEDERLANDS

NP > Nominale druk

RBP > Nominale barstdruk

ESPAÑOL

NP > Presión nominal

RBP > Presión de rotura nominal

БЪЛГАРСКИ

NP > Номинално налягане

RBP > Номиналното налягане на 
разрушаване

MAGYAR 

NP > Névleges nyomás

RBP > Névleges szakadási nyomás

MALTI

NP > Pressjoni Nominali

RBP > Pressjoni tal-Fqigħ Gradata

BOSANSKI

NP > Nominalni pritisak

RBP > Nominalni pritisak pucanja

RУССКИЙ

NP > Номинальное давление

RBP > Расчетное давление разрыва

МАКЕДОНСКИ

NP > Номинален притисок

RBP > Номинален притисок на 
распрскување

SRPSKI

NP > Nominalni pritisak

RBP > Nazivni pritisak pucanja

العربية
NP>فرضی دباؤ

RBP>درجہ بن دھماکہ خيز دباؤ

FRANÇAIS

NP > Pression nominale

RBP > Pression d’éclatement

DEUTSCH

NP > Nenndruck

RBP > Nennberstdruck

ČEŠTINA 

NP > Jmenovitý tlak

RBP > Jmenovitý tlak prasknutí balónku

ΕΛΛΗΝΙΚΑ

NP > Ονομαστική πίεση

RBP > Ονομαστική πίεση ρήξης

HRVATSKI 

NP > Nazivni tlak

RBP > Nazivni tlak pucanja

ITALIANO

NP > Pressione nominale

RBP > Pressione di scoppio

PORTUGUÊS

NP > Pressão normal

RBP > Pressão de ruptura nominal

SLOVENŠČINA

NP > Nominalni tlak

RBP > Nazivni porušitveni tlak

535 BDK BALLOON COMPLIANCE TABLE

Pressure 
(bar)

Diamaeter (mm)

3 4 5 6 7 8 9 10

5.0 2.90 3.90 4.90 5.90 6.90 7.90 8.90 9.80

6.0 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00

7.0 3.00 4.10 5.10 6.10 7.10 8.10 9.10 10.10

8.0 3.10 4.10 5.10 6.20 7.20 8.20 9.20 10.20

9.0 3.10 4.20 5.20 6.20 7.20 8.30 9.30 10.40

10.0 3.20 4.20 5.30 6.30 7.30 8.30

11.0 3.20 4.20 5.30 6.40 7.30 8.40

12.0 3.20 4.30 5.40 6.40 7.40

14.0 3.30 4.40 5.50

16.0 3.30 4.50

Rated Burst Pressure 
Nominal Pressure
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

5

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTHBALLOON LENGTH

EUROPEAN AUTHORIZED REPRESENTATIVE

Bitte beachten!
Das Produkt ist steril verpackt (EO-Sterilisation), ist für den Einmalgebrauch 
bestimmt und darf nicht resterilisiert werden. Das Produkt muss kühl und 
trocken und vor Sonneneinstrahlung geschützt aufbewahrt werden. Dieses 
Produkt darf nicht verwendet werden, wenn das Produkt oder seine Ver- 
packung beschädigt sind. Dieses Produkt darf nur von einem Arzt mit 
entsprechender praktischer Erfahrung verwendet werden. Dieses Medi- 
zinprodukt ist nur für den Einmalgebrauch bestimmt. Es darf nicht 
aufbereitet, gereinigt, desinfiziert oder sterilisiert werden! Das Produkt 
ist nach einer Aufbereitung nicht mehr gebrauchstauglich und kann 
für den Patienten und den Anwender ein Infektionsrisiko darstellen: 
Aufgrund der Oberflächenzusammensetzung und der Konstruktion 
des Produktes kann keine umfassende Wirksamkeit einer Reinigung 
nach dem Gebrauch garantiert werden. Bei einer Wiederverwendung 
des Produktes ist eine Kontamination daher nicht auszuschließen. Eine 
er- neute Sterilisation kann die Oberflächenzusammensetzung und die 
Materialeigenschaften der verwendeten Kunststoffe beeinträchtigen. 
In diesem Fall ist die Originalfunktion des Produktes nicht garantiert.

Beschreibung/Zusammensetzung
Bei dem PTA-Ballonkatheter von Qmedics, 418 BDK / 535 BDK, handelt es sich 
um einen zweilumigen Katheter mit Semi-Compliant-Ballon. Ballondilata- 
tionskatheter werden zur Aufweitung von Gefäßverengungen verwendet.

Katheterschaft
Das proximale Ende des Katheters weist zwei Luer-Lock-Adapter auf.
1.  Der mit 0.018“ / 0.035“ beschriftete Adapter kennzeichnet das 

Zentrallumen (1), das als Führung für den Führungsdraht dient. Der 
zulässige Durch- messer des Führungsdrahts ist auf dem Adapter selbst 
vermerkt.

2.  Der„Ballonadapter“ dient dem Füllen und Entleeren des Ballons und 
wird im Folgenden als Ballonlumen (2) bezeichnet. Auf dem Adapter 
selbst ist die Ballongröße vermerkt.

Nennlänge des Ballons  = Relevante Länge fürAufweitung
- Das distale Ende des Katheterschafts enthält den Ballon.
-  Zwei röntgendichte Markierungsringe (4) geben die Nennlänge des 

Ballons an (3).
-  Das Nylonmaterial des Semi-Compliant-Ballons ermöglicht den 

Gebrauch des Katheters unter hohem Arbeitsdruck (siehe Details auf 
dem Etikett).

-  Der Ballon erreicht unter Nenndruck seinen spezifizierten Durchmesser.
Hinweis: Indikationen, Kontraindikationen und die Anwendung des vorste-
hend beschriebenen Produktes müssen stets dem aktuellen medizinischen 
Standard entsprechen. Es sind die Leitlinien und Empfehlungen der maßgeb-
lichen medizinischen Fachgesellschaften zu befolgen.

Indikationen
Der PTA-Ballonkatheter von Qmedics, 418 BDK / 535 BDK, ist zur Dilatation 
vaskulärer Stenosen bestimmt (transluminale Angioplastie). 

Kontraindikationen
Stenosen, die der Führungsdraht nicht passieren kann.

Mögliche Komplikationen
Dieses Produkt darf nur von einem Arzt verwendet werden, der mit den 
möglichen Komplikationen vertraut ist. Komplikationen können jederzeit 
während des Verfahrens oder nach dem Verfahren auftreten. Zu den 
möglichen Komplikationen zählen:
- Dissektion
- Arteriovenöse Fisteln
- Hämatom/Blutung
-  Spasmen
-  Embolien/Thrombosen
-  Kontrastmittelallergie
-  Infektionen/Sepsis
-  Tod
-  Aneurysma

Vorsicht
-  Das gesamte Verfahren ist unter Röntgenkontrolle durchzuführen.
-  Die PTA-Ballonkathetersindnichtfürdie Anwendungimzentralen 

Blutkreislauf bestimmt(gemäß EG-Richtlinie 93/42/EWG, Anhang IX, 
Abschnitt 1.7. und 1.8.).

-  Eine Überdehnung des betroffenen Gefäßbereiches ist zu verhindern. 
Der Durchmesser des gefüllten Ballons darf den Innendurchmesser des 
präs- tenotischen Gefäßsegments nicht überschreiten.

Vorbereitung
- Verpackung beschädigt, darf das Produkt nicht verwendet werden.
- Das Produkt unter aseptischen Kautelen aus der Verpackung nehmen 

und auch im weiteren Verlauf aseptisch handhaben.
- Das Produkt auf Beschädigungen überprüfen. Ein beschädigtes 

Produkt darf nicht weiter verwendet werden.
-  Es ist darauf zu achten, dass Produkte, die nicht aus demselben 

Set stammen, kompatibel sind. Darüber hinaus ist ihre jeweilige 
Gebrauchsanleitung aufmerksam durchzulesen.

-  Die Schutzabdeckung des Ballons distal entfernen.

Registrierung
Hinsichtlich der Details zu den vorstehend beschriebenen Produkten sind 
die Broschüren von Qmedics bzw. die Produktetiketten zu beachten. Zur 
Registrierung der Produktdaten kann das Abreißetikett der Verpackung 
(Krankenblatt) verwendet werden.

Vorbereitung  
Entlüften des Ballons
1.  An den Luer-Lock-Adapter des Ballonlumens (2) einen Zwei- oder Drei-

Wege-Hahn (nicht im Kit enthalten) anschließen.
2.  Eine Spritze anbringen und den Zwei- bzw. Drei-Wege-Hahn öffnen. 

Darauf achten, dass das Spritzenvolumen ausreichend ist.
3.  Mit Hilfe der Spritze einen Unterdruck anlegen. Das distale 

Katheterende muss tiefer als das proximale Katheterende mit der 
angeschlossenen Spritze gehalten werden.

4.  Den Zwei- bzw. Drei-Wege-Hahn seitlich an der Spritze schließen. Die 
Spritze kann anschließend entfernt werden, da der Unterdruck nun 
stabil bleibt. Den Entlüftungsvorgang wiederholen, wenn sichergestellt 
werden soll, dass die Luft vollständig aus dem Ballon entfernt wird.

Positionieren des Ballons
5.   Das Zentrallumen (1) mit steriler heparinisierter physiologischer 

Kochsalzlösung spülen.
6. Den vorbereiteten PTA-Ballonkatheter über eine Einführschleuse unter 

Verwendung eines bereits eingesetzten Führungsdrahtes vorsichtig 
einfüh- ren. Der Führungsdraht bleibt während des gesamten 
Vorgangs im Zentrallumen (1).

7. Die Positionierung des Ballons in dem aufzuweitenden Gefäßsegment 
per Röntgenkontrolle überprüfen. Die Markierungsringe (4) auf 
dem Kathe- terschaft geben die Länge des Ballons an (3) und 
vereinfachen dadurch die korrekte Positionierung in dem stenotischen 
Gefäßsegment.

8. Die Spitze des Führungsdrahtes muss am distalen Ende des Katheters 
zum Vorschein kommen (5).

Füllen des Ballons
9.   Zum Füllen des Ballons sollte eine Spritze oder idealerweise ein Druck-

messgerät verwendet werden. Normalerweise wird dem Kontrastmittel 
phy- siologische Kochsalzlösung im Verhältnis 1:1 zugegeben.

10. Die Spritze (bzw. das Druckmessgerät) an den Zwei- bzw. Drei-Wege-
Hahn anschließen. Darauf achten, dass die Luft komplett aus dem 
Spritzenvo- lumen entfernt worden ist.

11. Den Ballon durch Injektion des Kontrastmittels füllen. Den Druck meh-
rere Sekunden lang aufrechterhalten. Der Nennberstdruck darf jedoch 
nicht überschritten werden, da zu hoher Druck das Ballonmaterial 
beschädigen könnte (Angaben zum Nennberstdruck und die Tabelle 
mit Kenngrößen zum Druckverhalten des Ballons sind der Produkt-
kennzeichnung zu entnehmen).

Entleeren des Ballons
12. Den Ballon durch Anlegen eines Vakuums entleeren.
Langsam den Spritzenkolben entfernen. Den Unterdruck kurz halten, sodass 
das Kontrastmittel vollständig herausfließen kann. Bei größeren Ballonen 
dauert es länger, bis der Entleerungsvorgang beendet ist. Je größer die 
verwendete Spritze ist, desto schneller geht das Entleeren des Ballons 
vonstatten.

Entfernen des PTA-Ballonkatheters
13.  Den Ballonkatheter langsam zurückziehen. Leichtes Drehen des 

Katheterschaftes vereinfacht das Zurückziehen des Ballonkatheters 
durch die Ein- führschleuse. Falls sich der Ballonkatheter nicht 
durch die Einführschleuse bewegen lässt, den Katheter und die 
Einführschleuse als Einheit entfernen.

Hinsichtlich der weiteren Vorgehensweise sind die aktuellen 
medizinischen Standards zu befolgen. 

Hinweise zur korrekten Handhabung
- Je kleiner der Durchmesser der verwendeten Spritze ist, desto höher ist 

der Druck zum Füllen des Ballons.
-  Wir empfehlen die Verwendung eines Druckmessgeräts zur 

Aufrechterhaltung eines exakten Arbeitsdrucks.
-  Kann der deflatierte Ballon nicht durch die Schleuse zurückgezogen 

werden, sollte der Ballon durch die Einführschleuse 1 cm weit in das 
Gefäß vorgeschoben werden. Anschließend erneut versuchen, den 
Katheter zurückzuziehen. Leichtes Drehen des Katheterschaftes kann 
das Zurückglei- ten des Ballonkatheters durch die Einführschleuse 
erleichtern.

- Falls beim Zurückziehen des Ballonkatheters durch die Schleuse 
oder über einen Führungsdraht ein Widerstand auftritt, sollten alle 
Vorrichtungen gemeinsam als Einheit entfernt werden, um eine 
Schädigung des Gefäßes zu vermeiden.

- Falls der Ballon während des Füllvorgangs reißt und der Druck abfällt, 
muss der Ballon vorsichtig über den Führungsdraht entfernt werden, 
während dieser leicht gegen den Uhrzeigersinn gedreht wird.

Empfohlene Medikation
Bei der Anwendung von Medikamenten vor, während und nach dem Eingriff 
sind die jeweiligen Herstellerangaben und die aktuellen medizinischen 
Standards zu befolgen.

Medizinprodukte stellen nach dem Gebrauch ein Infektionsrisiko dar. 
Ihre Anwendung und Entsorgung muss daher stets im Einklang mit den 
gesetzlichen Bestimmungen und der anerkannten Praxis erfolgen.

GARANTIEBEDINGUNGEN
Qmedics garantiert, dass jeder Bestandteil dieses Produktes ohne Ferti-
gungs- oder Materialfehler hergestellt, verpackt, geprüft und sterilisiert wor-
den ist. Jedes Produkt wurde vor dem Verpacken geprüft. Qmedics tauscht 
jedes Produkt mit Fertigungs- oder Verpackungsfehler(n) nach verbindlicher 
Entscheidung einer zuständigen rechtsprechenden Behörde durch ein neues 
Produkt aus. Aufgrund biologischer Variationen zwischen einzelnen Pati- 
enten ist kein Produkt in jedem Fall zu 100 % wirksam. Daher, und weil die 
Bedingungen, unter denen das Produkt nach dem Verkauf angewendet wird, 
die Auswahl der Patienten und die Anwendungsverfahren außerhalb der 
Kontrolle von Qmedics liegen, lehnt Qmedics alle Garantien in Bezug auf das 
Produkt, ob ausdrücklich oder stillschweigend erteilt, ab, einschließlich und 
ohne Einschränkung solche in Bezug auf die Marktgängigkeit und Eignung 
für einen bestimmten Zweck. Qmedics übernimmt weder direkte noch in-
direkte Verantwortung für Verletzungen oder Schädigungen oder den Verlust 
von Personen jeglicher Art infolge der Anwendung des Produktes, noch ist 
Qmedics direkt oder indirekt verantwortlich oder haftbar für Verletzungen, 
Schädigungen oder Verluste jeglicher Art infolge einer Wiederverwendung 
oder erneuten Sterilisation.

HAFTUNGSBESCHRÄNKUNGEN
In keinem Fall ist Qmedics haftbar für besondere, resultierende, indirekte, be-
gleitend auftretende, beiläufige Schäden, Strafschadenersatz oder ent- gan-
gene Gewinne oder das Unvermögen, erwartete Einsparungen zu realisieren, 
oder für andere kommerzielle oder wirtschaftliche Verluste jeglicher Art, die 
aus Nichtbeachtung dieser Gebrauchsanweisung entstehen, einschließlich 
durch Nichtbeachtung von hierin genannten Vorsichtsmaßnahmen, Warn-
hinweisen und/ oder Empfehlungen.

SCHUTZ DES GEISTIGEN EIGENTUMS
Jegliche Marken, Logos, Interventionen, Fachwissen, Technologien, 
geschützten Informationen und andere geistigen Eigentumsrechte an 
diesem Pro- dukt sind alleiniges Eigentum von Qmedics. Qmedics behält 
sich alle Rechte vor, bei einem Verstoß in Form einer unbefugten Nutzung 
oder eines Missbrauchs geistige Eigentums oder bei Reverse Engineering des 
Produktes eine Gerichtsklage auf Entschädigung einzureichen.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Attention !
Le produit se trouve dans un emballage stérile (stérilisation à l’OE), il est à 
usage unique et il ne faut pas le restériliser. Le produit doit être conservé 
dans un endroit frais et sec, à l’abri de la lumière. Il ne faut pas utiliser ce 
produit si le produit lui-même ou l’emballage est endommagé. Seul un 
médecin connaissant bien l’utilisation de ce produit est habilité à 
employer celui-ci. Ce produit médical est exclusivement à usage unique. 
Il ne doit pas être retraité, nettoyé, désinfecté ou stérilisé. Un produit 
soumis à un retraitement n’est plus apte à l’utilisation et peut constituer 
un risque biologique tant pour le patient que pour l’utilisateur : en 
raison de la composition de la surface et de la conception du produit, 
il est impossible de garantir une efficacité totale du nettoyage après 
l’utilisation, et le risque de contamination ne peut être exclu si le 
produit est réutilisé. La restérilisation peut altérer la composition de 
surface et les propriétés des matières plastiques utilisées. 
La fonction originale du produit ne peut alors pas être garantie.

Description/composition
Le cathéter à ballonnet PTA de Qmedics, 418 BDK / 535 BDK, est un cathéter 
à double lumière pourvu d’un ballonnet semi-compliant. Les cathéters de 
dilatation à ballonnet sont utilisés pour dilater les constrictions vasculaires.

Tige du cathéter
L’extrémité proximale du cathéter est équipée de deux raccords Luer Lock.
1. Le raccord marqué 0.018” / 0.035” est la lumière centrale (1), qui sert à 

guider le fil guide. Le diamètre autorisé pour le fil guide est indiqué sur 
le raccord lui-même.

2.  Le raccord « ballonnet » sert à gonfler et à dégonfler le ballonnet, et il 
est désigné ci-après par le terme « lumière du ballonnet » (2). La taille 
du ballonnet est indiquée sur le raccord lui-même.

Longueur nominale du ballonnet = longueur qui peut être utilisée pour 
la dilatation
- L’extrémité distale de la tige du cathéter porte le ballonnet.
- Deux marqueurs annulaires radiotransparents (4) indiquent la longueur 

nominale du ballonnet (3).
- Le nylon dont se compose le ballonnet semi-compliant est conçu pour 

une utilisation à une pression de travail élevée (voir les informations 
figurant sur l’étiquette).

- Le ballonnet atteint son diamètre spécifié à la pression nominale.
Note : Les indications, les contre-indications et l’utilisation du produit 
ci-dessus doivent toujours être conformes aux normes médicales en vigueur. 
Il convient d’observer les lignes directrices et les recommandations des 
associations médicales spécialisées dans ce domaine.

Indications
Le cathéter à ballonnet PTA de Qmedics, 418 BDK / 535 BDK, est conçu pour 
une mise en œuvre dans la dilatation de sténoses vasculaires (angioplastie 
transluminale).

Contre-indications
Sténoses ne permettant pas le passage du fil guide.

Complications possibles
Seuls les médecins connaissant bien les complications possibles sont 
habilités à utiliser ce produit. Les complications peuvent survenir à tout 
moment pendant ou après l’intervention. Les complications possibles 
comprennent :
- Dissection
- Fistules artérioveineuses 
- Hématome/hémorragie
- Spasmes
- Embolies/thromboses
- Allergie au produit de contraste
- Infections/sepsis
- Décès
- Anévrisme

Prudence
-  Toute intervention doit avoir lieu sous surveillance radiographique.
- Les cathéters à ballonnet PTA ne doivent pas être utilisés dans le 

système circulatoire central (en vertu de la Directive CE 93/42/CEE, 
Annexe IX Sections 1.7. et 1.8.).

- Il faut prévenir un étirage excessif de la zone de vaisseau concernée. Le 
diamètre du ballonnet gonflé ne doit pas dépasser le diamètre interne 
du segment de vaisseau présténotique.

Préparation
- Vérifiez que l’emballage n’est pas endommagé. Il ne faut pas utiliser le 

produit si l’emballage est endommagé.
- Retirez le produit de l’emballage en suivant une procédure d’asepsie et 

continuez de suivre cette procédure durant la manipulation du produit.
- Vérifiez que le produit n’est pas endommagé. Si le produit est 

endommagé, il ne faut plus l’utiliser.
-  Assurez-vous que les produits qui ne font pas partie de la trousse sont 

compatibles et lisez attentivement leur mode d’emploi.
- Retirez l’enveloppe de protection du ballonnet par l’extrémité distale.

Enregistrement
Vous trouverez des informations précises sur les produits ci-dessus 
dans les brochures de Qmedics ou sur les étiquettes des produits. Pour 

l’enregistrement des données du produit, utilisez l’étiquette amovible qui se 
trouve sur l’emballage (Charte du Patient).

Préparation 
Évacuation de l’air présent dans le ballonnet
1. Branchez un robinet à deux ou trois voies (non inclus dans la trousse) 

sur le raccord Luer Lock de la lumière du ballonnet (2).
2. Appliquez une seringue et ouvrez le robinet à deux ou trois voies. 

Assurez-vous que le volume de la seringue est suffisant.
3. Utilisez la seringue pour appliquer une pression négative (hypobare). 

L’extrémité distale du cathéter doit être maintenue plus basse que 
l’extrémité proximale du cathéter quand la seringue est en place.

4. Fermez le robinet à deux ou trois voies sur le côté de la seringue. Vous 
pouvez maintenant retirer la seringue, car la pression hypobare sera 
maintenue. Répétez le processus d’évacuation de l’air si vous voulez 
vous assurer que tout l’air a bien été éliminé du ballonnet.

Positionnement du ballonnet
5. Rincez la lumière centrale (1) avec du sérum physiologique hépariné 

stérile.
6. Introduisez avec précaution le cathéter à ballonnet PTA qui a été 

préparé, par l’intermédiaire d’une gaine d’insertion, en utilisant un 
fil guide implanté au préalable. Un fil guide restera en place dans la 
lumière centrale (1) pendant toute l’intervention.

7. Le positionnement du ballonnet dans le segment de vaisseau à dilater 
est contrôlé par surveillance radiographique. Les marqueurs annulaires 
(4) présents sur la tige du cathéter indiquent la longueur du ballonnet 
(3), et servent donc à obtenir un positionnement correct dans le 
segment de vaisseau sténotique.

8. La pointe du fil guide doit dépasser de l’extrémité distale du 
cathéter (5).

Gonflement du ballonnet
9.   Pour le gonflement, il faut utiliser une seringue ou, dans l’idéal, un 

manomètre. Normalement, le sérum physiologique est ajouté au 
produit de contraste dans une proportion de 1:1.

10. Branchez la seringue (le manomètre) sur le robinet à deux ou trois 
voies. Assurez-vous que tout l’air a été évacué de l’intérieur de la 
seringue.

11  Gonflez le ballonnet en injectant le produit de contraste. Maintenez 
la pression pendant quelques secondes ; il ne faut cependant pas 
dépasser la pression de rupture nominale, car une pression excessive 
risquerait d’endommager le matériau dont se compose le ballonnet 
(voir l’étiquette du produit pour la pression de rupture nominale et le 
tableau de conformité).

Dégonflement du ballonnet
12. Pour dégonfler le ballonnet, il faut créer un vide.
Sortez lentement le piston de la seringue. Maintenez la pression hypobare 
pendant un petit moment, pour laisser au produit de contraste le temps 
de sortir complètement du dispositif. Les ballonnets de plus grande taille 
mettent plus longtemps à se dégonfler complètement. Plus le volume 
de la seringue utilisée est important, moins il faut de temps pour vider le 
ballonnet.

Retrait du cathéter à ballonnet PTA
13.  Sortez lentement le cathéter à ballonnet en le tirant. Une légère 

rotation de la tige du cathéter facilitera le retrait du cathéter à 
ballonnet par la gaine d’insertion. S’il vous est impossible de déplacer 
le cathéter à ballonnet dans la gaine d’insertion, retirez ensemble le 
cathéter et la gaine d’insertion.

Pour le reste de l’intervention, procédez conformément aux normes 
médicales en vigueur. 

Notes concernant une manipulation correcte du dispositif
- Plus le diamètre de la seringue utilisée est petit, plus la pression de 

gonflement du ballonnet est élevée.
- Nous recommandons d’utiliser un manomètre pour maintenir une 

pression de travail exacte.
- S’il s’avère impossible de faire sortir le ballonnet dégonflé par la gaine, 

repoussez le ballonnet de façon à l’introduire de nouveau dans le 
vaisseau sur 1 cm par la gaine d’insertion, puis répétez le processus de 
retrait du cathéter. Une légère rotation de la tige du cathéter pourra 
faciliter le passage du cathéter dans la gaine d’insertion.

- Si vous sentez une résistance quand vous tirez sur le cathéter à 
ballonnet pour le retirer par la gaine ou en utilisant le fil guide, 
vous devez retirer ensemble tous les éléments utilisés, pour éviter 
d’endommager le vaisseau.

- Si une rupture du ballonnet entraîne une chute de pression durant le 
gonflement du ballonnet, il faut retirer le ballonnet avec précaution, 
en utilisant le fil guide que vous tournerez légèrement dans le sens 
anti-horaire.

Médication recommandée
Une médication pré-opératoire, peropératoire et post-opératoire doit 
être instituée conformément aux informations fournies par le fabricant en 
question et aux normes médicales en vigueur.

Les produits médicaux peuvent constituer un risque biologique après 

leur utilisation. Lors de leur utilisation et de leur élimination, il faut  
toujours respecter les règlements statutaires et les pratiques reconnues.

MODALITÉS DE GARANTIE
Qmedics garantit que chaque élément de ce produit, sans exception, 
tel qu’il a été fabriqué, emballé, testé et stérilisé, est exempt de vice de 
fabrication ou de matériau. Chaque produit a été testé avant d’être emballé. 
Qmedics échangera tout produit présentant un/des vice(s) de fabrication 
ou incorrectement emballé par un nouveau produit, sur décision d’une 
autorité juridictionnelle compétente ayant force obligatoire. En raison des 
variations biologiques d’une personne à l’autre, aucun produit n’est efficace 
à 100 % dans chaque cas. En conséquence, et comme les conditions sous 
lesquelles le produit est utilisé après la vente, la sélection des patients et les 
méthodes de mise en œuvre échappent au contrôle de Qmedics, Qmedics 
n’offre aucune garantie, explicite ou implicite, relativement au produit, y 
compris, sans limitation, des garanties de qualité marchande ou d’aptitude à 
un usage particulier. Qmedics ne sera en aucun cas responsable, directement 
ou indirectement, d’une blessure, d’un préjudice ou d’une perte quelconque 
subi(e) par quelque personne que ce soit suite à l’utilisation du produit, et 
Qmedics ne sera pas non plus responsable, directement ou indirectement, 
d’une blessure, d’un préjudice ou d’une perte quelconque pouvant résulter 
d’une réutilisation ou d’une restérilisation.

LIMITATIONS DE RESPONSABILITÉ
Qmedics ne sera en aucun cas responsable de dommages particuliers, 
conséquents, indirects, collatéraux, accessoires ou de caractère punitif ou de 
manques à gagner ou de non-réalisations d’économies planifiées ou d’autres 
pertes commerciales ou économiques de quelque type que ce soit, décou-
lant d’un non-respect quelconque du présent mode d’emploi y compris un 
non-respect de précautions, d’avertissements et/ou de recommandations 
quelconques énoncés dans le présent mode d’emploi.

PROTECTION DE LA PROPRIÉTÉ INTELLECTUELLE
Les marques commerciales, les logos, les inventions, l’expertise, la 
technologie, les informations confidentielles et autres droits de propriété 
intellectuelle concernant ce produit appartiennent tous exclusivement 
à Qmedics. Qmedics se réserve tous droits de présenter des injonctions, 
d’intenter des poursuites en justice, ou de demander un redressement 
devant des autorités judiciaires, pour toute violation liée à tout usage non 
autorisé ou abusif de propriété intellectuelle ou à toute rétroconception 
relativement au produit.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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REPRÉSENTANT AUTORISÉ EUROPÉEN

Attenzione!
Il prodotto è confezionato sterile (sterilizzazione con ossido di etilene), è pro-
gettato per essere monouso e non deve essere risterilizzato. Il prodotto deve 
essere conservato in un luogo fresco e asciutto e al riparo dalla luce. Questo 
prodotto non deve essere utilizzato qualora esso stesso o la confezione 
risultino danneggiati. Il prodotto può essere utilizzato solo da un medico 
a conoscenza della sua applicazione. Questo dispositivo medico è pro-
gettato per essere monouso. Non deve essere lavato, pulito, disinfettato 
o sterilizzato! Dopo il lavaggio, il prodotto non è più idoneo all’uso e 
può costituire un rischio biologico sia per il paziente che per l’utente: 
a causa della composizione superficiale e del design del prodotto, non 
è possibile garantire la completa efficacia della pulizia dopo l’uso e 
non è possibile escludere la contaminazione qualora il prodotto venga 
riutilizzato. La risterilizzazione può condizionare la composizione della 
superficie e le proprietà dei materiali delle plastiche utilizzate.
In tal caso, non è possibile garantire la funzione originale del prodotto.

Descrizione/composizione
Il catetere con palloncino per PTA Qmedics, 418 BDK / 535 BDK è un catetere 
a doppio lume con palloncino semicompliante. I cateteri di dilatazione con 
palloncino vengono utilizzati per dilatare le aree di costrizione vascolare.

Asta del catetere
L’estremità prossimale del catetere è munita di due connessioni Luer Lock.
1.  La connessione identificata con 0.018” / 0.035” è il lume centrale (1) che 

serve come guida per il filo guida. Il diametro consentito del filo guida 
è indicato sulla connessione stessa.

2.  La connessione del “palloncino” serve a gonfiare e sgonfiare il 
palloncino; qui viene chiamata lume del palloncino (2). La dimensione 
del palloncino è indicata sulla connessione stessa.

Lunghezza nominale del palloncino = lunghezza utile per la dilatazione
- Il palloncino si trova all’estremità distale dell’asta del catetere.
-  Due anelli marker radiotrasparenti (4) indicano la lunghezza nominale 

del palloncino (3).
-  Il materiale in nylon del palloncino semicompliante è progettato per 

l’uso ad elevate pressioni di lavoro (vedere dettagli sulle istruzioni per 
l’uso).

-  Il palloncino raggiunge il diametro specifico alla pressione nominale.
Nota: Le indicazioni, le controindicazioni e l’applicazione del prodotto sopra 
menzionato devono essere sempre conformi agli standard medici attuali. 
Osservare le linee guida e le raccomandazioni delle associazioni mediche 
specialistiche pertinenti.

Indicazioni
Il catetere a palloncino per PTA Qmedics, 418 BDK / 535 BDK è progettato 
come metodo di dilatazione per le stenosi vascolari (angioplastica 
transluminale). 

Controindicazioni
Stenosi non attraversabili dal filo guida.

Possibili complicanze
Il prodotto può essere applicato solo da medici a conoscenza delle possibili 
complicanze. Le complicanze possono comparire in qualsiasi momento 
durante o dopo la procedura. Le possibili complicanze comprendono:
- Dissezione
- Fistole arterovenose
- Ematomi/emorragie
- Spasmi
- Embolie/trombosi
- Allergia al mezzo di contrasto
- Infezioni/sepsi
- Morte
- Aneurisma

Attenzione
-  Eseguire il monitoraggio radiografico durante l’intera procedura.
- I cateteri a palloncino per PTA non sono idonei all’applicazione nel 

sistema circolatorio centrale (secondo la direttiva CE 93/42/CEE, 
Allegato IX, Sezioni 1.7. e 1.8.).

- L’area vascolare interessata non deve essere allungata eccessivamente. 
Il diametro del palloncino gonfio non deve superare il diametro interno 
del segmento vascolare prestenotico.

Preparazione
- Controllare che la confezione non sia danneggiata. Se la confezione 

risulta danneggiata, non utilizzare il prodotto.
-  Rimuovere il prodotto dalla confezione utilizzando metodi asettici e 

proseguire la manipolazione asetticamente.
-  Controllare che il prodotto non sia danneggiato. Non utilizzare un 

prodotto danneggiato.
-  Verificare che i prodotti non appartenenti al set siano compatibili e 

leggere attentamente le istruzioni per l’uso.
-  Rimuovere distalmente la protezione che ricopre il palloncino.

Registrazione
Per informazioni dettagliate sui prodotti sopra menzionati, fare riferimento 
alle brochure Qmedics o alle istruzioni per l’uso. La registrazione dei dati del 
prodotto è riportata sull’etichetta adesiva della confezione (scheda paziente).

Preparazione 
Deareazione del palloncino
1.  Collegare un connettore a due o tre vie (non incluso nel kit) alla 

connessione Luer Lock del lume del palloncino (2).
2. Applicare una siringa e aprire il connettore a due o tre vie. Utilizzare 

una siringa di volume sufficiente.
3. Usare la siringa per creare una pressione negativa (ipobarica). L’estremità 

distale del catetere deve essere mantenuta in posizione inferiore rispetto 
all’estremità prossimale con la siringa collegata.

4. Chiudere il connettore a due o tre vie dal lato della siringa. Ora è 
possibile rimuovere la siringa, perché la pressione ipobarica verrà 
mantenuta. Ripetere il processo di deareazione per assicurarsi di aver 
rimosso tutta l’aria dal palloncino.

Posizionamento del palloncino
5.   Lavare la parte centrale del lume (1) con soluzione fisiologica sterile 

eparinizzata.
6. Inserire attentamente il catetere con palloncino per PTA attraverso 

una guaina di inserimento utilizzando un filo guida precedentemente 
impiantato. Il filo guida deve rimanere nel lume centrale (1) per l’intera 
durata della procedura.

7. Controllare radiograficamente la posizione del palloncino nel 
segmento vascolare da dilatare. Gli anelli marker (4) sull’asta del 
catetere indicano la lunghezza del palloncino (3) e pertanto servono al 
posizionamento corretto nel segmento vascolare stenotico.

8. La punta del filo guida deve protrudere dall’estremità distale del 
catetere (5).

Gonfiaggio del palloncino
9.   Il gonfiaggio deve essere eseguito utilizzando una siringa o, preferi-

bilmente, un manometro. Normalmente, al mezzo di contrasto viene 
aggiunta soluzione fisiologica in rapporto di 1:1.

10. Collegare la siringa (manometro) al connettore a due o tre vie. 
Assicurarsi di aver rimosso tutta l’aria dalla siringa.

11. Gonfiare il palloncino iniettando il mezzo di contrasto. Mantenere la 
pressione per diversi secondi, senza superare la pressione nominale 
di scoppio, poiché una pressione eccessiva potrebbe danneggiare il 
materiale del palloncino (vedere le istruzioni per l’uso del prodotto per 
la pressione nominale di scoppio e la tabella sulla compliance).

Sgonfiaggio del palloncino
12. Sgonfiare il palloncino creando un vuoto.
Allentare gradualmente lo stantuffo della siringa. Mantenere per breve 
tempo la pressione ipobarica, in modo da consentire al mezzo di contrasto 
di fuoriuscire completamente. I palloncini di dimensioni maggiori possono 
richiedere più tempo per sgonfiarsi completamente. Ad una siringa di 
dimensioni maggiori corrisponde un tempo di svuotamento del palloncino 
più breve.

Rimozione del catetere con palloncino per PTA
13.  Estrarre lentamente il catetere con palloncino. Una lieve rotazione 

dell’asta del catetere ne facilita l’estrazione attraverso la guaina di 
inserimento. Qualora non fosse possibile spostare il catetere attraverso 
la guaina di inserimento, rimuovere contemporaneamente il catetere 
insieme alla guaina.

Ulteriore procedura secondo gli attuali standard clinici. 

Note sulla manipolazione corretta
- Una siringa di diametro inferiore richiede una pressione maggiore per 

gonfiare il palloncino.
- Raccomandiamo di utilizzare un manometro per mantenere una 

pressione di lavoro precisa.
- Se non si riesce ad estrarre il palloncino sgonfio attraverso la guaina, 

sospingere il palloncino indietro nel vaso per 1 cm attraverso la guaina 
di inserimento e quindi ripetere la procedura di estrazione. Una lieve 
rotazione dell’asta del catetere ne facilita il passaggio attraverso la 
guaina di inserimento.

- In caso di resistenza durante l’estrazione del catetere attraverso la 
guaina o il filo guida, tutti i materiali utilizzati devono essere rimossi 
contemporaneamente per evitare danni ai vasi.

- Nel caso della rottura del palloncino con conseguente riduzione 
brusca della pressione durante il gonfiaggio del palloncino, rimuovere 
quest’ultimo attraverso il filo guida, che deve essere ruotato 
leggermente in senso antiorario.

Terapia consigliata
Avviare la terapia preoperatoria, intraoperatoria e post-operatoria in 
conformità con le informazioni fornite dal produttore e con gli attuali 
standard clinici.

Dopo il loro uso, i prodotti medici possono costituire un rischio 
biologico. Tali prodotti devono essere usati e smaltiti in conformità con 
le normative vigenti e le pratiche riconosciute.

CONDIZIONI DI GARANZIA
Qmedics garantisce che ognuno e tutti i componenti di questo prodotto 
sono stati prodotti, confezionati, testati e sterilizzati e sono privi di qual-
unque difetto di lavorazione e dei materiali. Ogni prodotto è stato testato 
prima di essere confezionato. Qmedics si impegna a sostituire ogni prodotto 
che presenta difetti di fabbricazione o confezionamento su decisione 
di un’autorità giudiziaria competente a parere vincolante. A causa delle 
variazioni biologiche tra gli individui, nessun prodotto è efficace al 100 % 
in ogni caso. Pertanto, considerando che Qmedics non ha il controllo delle 
condizioni in cui il prodotto viene utilizzato dopo la vendita, della selezione 
dei pazienti e dei metodi di applicazione, Qmedics non fornisce alcuna 
garanzia rispetto al prodotto, esplicita o implicita, comprese, ma senza limi-
tazione alcuna, garanzie di commerciabilità o di idoneità per un particolare 
scopo. Qmedics non è direttamente o indirettamente responsabile in caso di 
lesione o danno a carico di oppure perdita di una persona dovuta all’uso del 
prodotto, e non è responsabile o punibile, direttamente o indirettamente, 
per qualunque lesione, danno o perdita che può derivare dal riutilizzo o dalla 
risterilizzazione del dispositivo.

LIMITAZIONE DELLA RESPONSABILITÀ
In nessun caso Qmedics sarà ritenuta responsabile per danni particolari, 
consequenziali, indiretti, collaterali, incidentali o punitivi o perdita di profitto 
oppure per la mancata realizzazione di risparmi attesi o di altre perdite com-
merciali o economiche di qualunque tipo, derivanti da qualunque violazione 
del presente IFU, comprese le violazioni delle precauzioni, avvertenze e/o 
raccomandazioni qui indicate.

PROTEZIONE DELLA PROPRIETÀ INTELLETTUALE
Tutti i marchi commerciali, i loghi, le invenzioni, il know-how, la tecnologia, 
le informazioni riservate e altri i diritti di proprietà intellettuale relativi a 
questo prodotto appartengono unicamente ad Qmedics. Qmedics si riserva 
tutti i diritti di richiedere, citare, fare ricorso dinnanzi alle autorità giudiziarie 
in caso di violazioni relative all’uso non autorizzato o all’uso improprio della 
proprietà intellettuale o alla reingegnerizzazione del prodotto.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTHLUNGHEZZA PALLONCINO

MANDATARIO EUROPEO
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Consideraciones
Este producto se suministra estéril (esterilización por óxido de etileno) y 
está indicado para un solo uso así que no debe volver a esterilizarse. Debe 
almacenarse en un lugar fresco, seco y protegido de la luz. Este producto 
no debe utilizarse si el producto o el embalaje están deteriorados. Solo un 
médico familiarizado con su aplicación está capacitado para utilizarlo. 
Este producto médico se ha diseñado para un solo uso. No debe volver 
a prepararse, limpiarse, desinfectarse o esterilizarse. En el caso de que 
volviera a prepararse para su aplicación, perdería sus propiedades 
y constituiría un riesgo biológico potencial tanto para el paciente 
como para el usuario: debido a la composición de la superficie y al 
diseño del producto, no se puede garantizar una limpieza totalmente 
efectiva después de su uso. Por tanto, no puede descartarse el riesgo 
de contaminación si el producto se reutiliza. Si se vuelve a esterilizar, la 
composición de la superficie y las propiedades físicas de los plásticos 
usados pueden verse afectadas. 
Por este motivo, no podría seguir garantizándose la funcionalidad 
original del producto.

Descripción / Composición
El catéter con globo para ATP (angioplastia transluminal percutánea) 
de Qmedics, 418 BDK / 535 BDK, es un catéter con dos luces y un globo 
semidistensible. Los catéteres de dilatación con globo se utilizan para 
ensanchar segmentos estrechos de los vasos sanguíneos.

Mango del catéter
El extremo proximal del catéter incorpora dos conexiones Luer Lock.
1. La conexión etiquetada como 0.018” / 0.035” es la luz central (1) y sirve 

para guiar el alambre guía. El diámetro de alambre guía permitido 
aparece indicado en la misma conexión.

2.  La conexión “balloon” sirve para inflar y desinflar el globo, denominada 
en lo sucesivo ”luz del globo” (2). El tamaño del globo aparece indicado 
en la conexión correspondiente.

Longitud nominal del globo = longitud adecuada para la dilatación
- El extremo distal del mango del catéter alberga el globo.
-  Dos anillos indicadores radiotransparentes (4) delimitan la longitud 

nominal del globo (3).
-  El nailon del globo semidistensible se ha diseñado para su uso a una 

presión de trabajo elevada (consulte los detalles en la etiqueta).
-  El globo alcanza el diámetro especificado a la presión nominal.
Nota: Las indicaciones, contraindicaciones y la aplicación del producto 
mencionado arriba deben cumplir siempre la normativa médica vigente. 
Deben respetarse las directrices y recomendaciones de las asociaciones 
médicas especializadas pertinentes.

Indicaciones
El catéter con globo para ATP de Qmedics, 418 BDK / 535 BDK, se ha 
concebido como un método de dilatación de estenosis vasculares 
(angioplastia transluminal).

Contraindicaciones
Estenosis que no pueden atravesarse con el alambre guía.

Posibles complicaciones
Solo los médicos familiarizados con las posibles complicaciones deben 
utilizar este producto. Las complicaciones pueden originarse en cualquier 
momento durante y después del procedimiento. Entre las posibles 
complicaciones se incluyen:
- Fístulas arteriovenosas
-  Hematomas o hemorragias
-  Espasmos
-  Embolias o trombosis
-  Alergia al medio de contraste
-  Infecciones o septicemia
-  Fallecimiento
- Aneurisma

Precauciones
-  Todo el procedimiento debe realizarse bajo control radiológico.
- Los catéteres con globo para ATP no deben utilizarse en el sistema 

circulatorio central (según la directiva de la CE: 93/42/CEE, Anexo IX, 
secciones 1.7 y 1.8).

- Debe evitarse que la sección afectada del vaso sanguíneo se dilate 
en exceso. El diámetro del globo inflado no debe superar el diámetro 
interior del segmento vascular preestenótico.

Preparación
- Compruebe si el embalaje presenta daños. De ser así, el producto no 

debe utilizarse.
-  Extraiga el producto del embalaje utilizando un método aséptico y siga 

manipulándolo de forma aséptica.
-  Compruebe que el producto no presenta daños. Un producto dañado 

no se puede utilizar.
-  Asegúrese de que los productos que no pertenecen al conjunto del 

catéter sean compatibles con este y lea sus instrucciones atentamente.
- Retire la cubierta protectora del globo en dirección distal.

Registro
Consulte los folletos y las etiquetas de los productos de Qmedics para 
obtener información más precisa acerca de los productos mencionados 
anteriormente. Los datos de registro del producto están impresos en la 
etiqueta desprendible (Patient Chart) del envase.

Preparación  
Deaireación del globo!
1. Conecte una llave de dos o tres vías (no incluida en el kit) a la conexión 

Luer Lock de la luz del globo (2).
2. Conecte una jeringa y abra la llave de dos o tres vías. Asegúrese de que 

el volumen de la jeringa sea suficiente.
3. Aplique una presión negativa (hipobárica) mediante la jeringa. 

Mantenga el extremo distal del catéter más bajo que el extremo 
proximal con la jeringa conectada.

4. Cierre la llave de dos o tres vías en el lado de la jeringa. A continuación, 
ya podrá retirar la jeringa puesto que se mantendrá la presión 
hipobárica. Repita el proceso de desaireación si quiere cerciorarse de 
que se ha extraído todo el aire del globo.

Colocación del globo
5.  Enjuague la luz central (1) con solución salina fisiológica heparinizada 

estéril.
6. Introduzca con cuidado el catéter con globo para ATP preparado 

a través de una vaina de inserción utilizando un alambre guía 
implantado previamente. El alambre guía permanecerá en la luz central 
(1) durante todo el procedimiento.

7. Controle radiográficamente la colocación del globo en el segmento 
vascular que precisa dilatarse. Los anillos indicadores (4) del mango 
del catéter delimitan la longitud nominal del globo (3) y, por lo tanto, 
permiten colocarlo correctamente en el segmento vascular estenótico.

8. La punta del alambre guía debe sobresalir del extremo distal del 
catéter (5).

Inflado del globo
9. El inflado debe realizarse utilizando una jeringa, o mejor un 

manómetro. Por regla general, se suele añadir solución salina 
fisiológica al medio de contraste en una proporción de 1:1.

10. Conecte la jeringa (o el manómetro) a la llave de dos o tres vías. 
Asegúrese de que ha eliminado todo el aire de la jeringa.

11. Infle el globo inyectando el medio de contraste. Mantenga la presión 
durante varios segundos; no obstante, no exceda la presión máxima de 
inflado ya que podría dañar el material del globo (consulte la etiqueta 
del producto para conocer el valor de la presión máxima de inflado 
[RBP] y el cuadro de distensibilidad).

Desinflado del globo
12. Desinfle el globo creando un vacío.
Extraiga lentamente el émbolo de la jeringa. Mantenga brevemente la 
presión hipobárica para que dé tiempo a que el medio de contraste salga 
totalmente. Los globos más grandes precisan de más tiempo para desinflarse 
por completo. Cuanto mayor sea la jeringa utilizada, menos tiempo se 
empleará en vaciar el globo.

Extracción del catéter con globo para ATP
13.  Extraiga lentamente el catéter con globo. Si gira ligeramente el mango 

del catéter, le resultará más fácil pasar el catéter por la vaina de 
inserción. En el caso de que no consiga extraer el catéter con globo 
a través de la vaina de inserción, extraiga el catéter y la vaina como si 
fueran una unidad.

Continúe el procedimiento de acuerdo con la normativa médica vigente. 

Notas para la manipulación correcta
- Cuanto menor sea el diámetro de la jeringa utilizada, mayor será la 

presión de inflado del globo.
-  Se recomienda utilizar un manómetro para poder mantener una 

presión de trabajo exacta.
-  Si no logra extraer el globo desinflado a través de vaina, introdúzcalo 

de nuevo en el vaso sanguíneo 1 cm a través de la vaina de inserción y, 
a continuación, intente extraer el catéter de nuevo. Si gira ligeramente 
el mango del catéter, le resultará más fácil pasar el catéter por la vaina 
de inserción.

- Si nota cierta resistencia al extraer el catéter con globo a través de la 
vaina de inserción o debido al alambre guía, deberá retirar todo el 
material utilizado como una sola unidad para evitar daños en el vaso 
sanguíneo.

- En el caso de que la rotura del globo provoque una pérdida de presión 
al inflarlo, este deberá extraerse con cuidado usando el alambre guía, 
que se habrá girado ligeramente en sentido contrario a las agujas del 
reloj.

Medicación recomendada
La administración de medicamentos antes, durante y después de la 
operación debe llevarse a cabo según la información facilitada por el 
fabricante en cuestión y la normativa médica vigente.

Los productos médicos usados pueden constituir un riesgo biológico. 
El empleo y la eliminación de productos médicos deben llevarse a cabo 
según las directrices legales y los métodos autorizados.

CONDICIONES DE LA GARANTÍA
Qmedics garantiza que todos y cada uno de los componentes de este 
producto se han fabricado, empaquetado, probado y esterilizado sin 
ningún defecto en su acabado o materiales. Todos los productos se han 
probado antes de su empaquetado. Qmedics cambiará cualquier producto 
que presente defectos de fabricación o empaquetado por uno nuevo si 
así lo determina una autoridad judicial vinculante competente. Debido a 
las diversidades biológicas entre los individuos, ningún producto es 100% 
eficaz en todos los casos. Por lo tanto, y puesto que Qmedics no tiene ningún 
control sobre las circunstancias en las que se utiliza el producto tras su venta, 
la selección de pacientes y los métodos de aplicación, Qmedics renuncia a 
todas las garantías en relación al producto, explícitas o implícitas, incluyendo, 
aunque sin limitación, aquellas de comercialización e idoneidad para un 
fin particular. Qmedics no es directa ni indirectamente responsable de 
ninguna lesión, daño o pérdida de una persona como resultado del uso del 
producto, ni tampoco es responsable, directa o indirectamente, de ninguna 
lesión, daño o pérdida que pueda resultar de una segunda utilización o 
esterilización.

LIMITACIONES DE RESPONSABILIDAD
Qmedics no se responsabilizará, bajo ninguna circunstancia, de daños 
especiales, derivados, indirectos, colaterales, incidentales o punitivos, 
pérdidas de beneficios, falta de generación de los ahorros previstos u otra 
pérdida comercial o económica de cualquier tipo que se produzca por el 
incumplimiento de estas instrucciones de uso, incluido el incumplimiento 
de las precauciones, advertencias o recomendaciones mencionadas en este 
documento.

PROTECCIÓN DE LA PROPIEDAD INTELECTUAL
Todas las marcas comerciales, logotipos, invenciones, métodos, tecnologías, 
información de propiedad exclusiva y otros derechos de propiedad inte- 
lectual de este producto pertenecen exclusivamente a Qmedics. Qmedics 
se reserva el derecho a reclamar, demandar y ampararse en las autoridades 
judiciales en caso de cualquier infracción relativa al uso no autorizado o 
indebido de la propiedad intelectual o a la aplicación de ingeniería inversa 
con relación al producto.

ESPAÑOL 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Let op!
Het product is steriel verpakt (EO-sterilisatie), ontworpen voor eenmalig 
gebruik en mag niet opnieuw gesteriliseerd worden. Het product moet 
bewaard worden op een koele en droge plek, en beschermd worden tegen 
licht. Dit product mag niet gebruikt worden als het product of de verpakking 
beschadigd is. Dit product mag alleen gebruikt worden door een arts 
die vertrouwd is met de toepassing ervan. Dit medische product is 
uitsluitend ontworpen voor eenmalig gebruik. Het mag niet opnieuw 
worden verwerkt, gereinigd, gedesinfecteerd of opnieuw gesteriliseerd! 
Na herverwerking is het product niet langer geschikt voor gebruik 
en kan het een biologisch risico voor zowel patiënt als gebruiker 
vormen: vanwege de oppervlaktesamenstelling en het ontwerp van 
het product kan volledige reiniging na gebruik van het product niet 
gegarandeerd worden. Besmetting kan daarom niet worden uitgesloten 
als het product hergebruikt wordt. Opnieuw steriliseren kan de 
oppervlaktesamenstelling en de materiaaleigenschappen van het 
gebruikte plastic aantasten. 
In dat geval kan de oorspronkelijke werking van het product niet 
worden gegarandeerd.

Beschrijving / Samenstelling
De Qmedics PTA-ballonkatheter, 418 BDK / 535 BDK is een katheter met 
dubbel lumen en semi-conforme ballon. Ballondilatatiekatheters worden 
gebruikt voor de dilatatie van vaatvernauwingen.

Katheterschacht
Het proximale uiteinde van de katheter is voorzien van twee luer-
lockaansluitingen.
1. De aansluiting waarop 0.018” / 0.035” staat, is het centrale lumen (1) dat 

dienst doet als geleide voor de voerdraad. De toegestane diameter van 
de voerdraad staat aangegeven op de aansluiting.

2. De aansluiting waarop “balloon” staat, is bedoeld voor het vullen en 
legen van de ballon en wordt hierna het ‘ballonlumen’ (2) genoemd. De 
ballonmaat staat aangegeven op de aansluiting.

Nominale ballonlengte = relevante lengte voor dilatatie
- Aan het distale uiteinde van de katheterschacht bevindt zich de ballon.
-  Twee radiolucente markeringsstreepjes (4) geven de nominale lengte 

(3) van de ballon aan.
-  Het nylon materiaal van de semi-conforme ballon is ontworpen voor 

gebruik bij een hoge werkdruk (zie het etiket voor details).
- De ballon bereikt de gespecificeerde diameter bij nominale druk.
Opmerking: bij de indicatie, contra-indicatie en toepassing van het 
bovengenoemde product moeten altijd de huidige medische standaarden 
gevolgd worden. De richtlijnen en aanbevelingen van de relevante medisch-
specialistische verenigingen moeten in acht genomen worden.

Indicaties
De Qmedics PTA-ballonkatheter, 418 BDK / 535 BDK is ontworpen als 
dilatatiemethode bij vaatstenosen (transluminale angioplastiek). 

Contra-indicaties
Stenosen waar de voerdraad niet doorheen geleid kan worden.

Mogelijke complicaties
Dit product mag alleen gebruik worden door artsen die bekend zijn met de 
mogelijke complicaties. Complicaties kunnen op elk moment tijdens of na de 
ingreep optreden. Mogelijke complicaties zijn onder andere:
- Dissectie
- Arterioveneuze fistels
-  Hematoom/Bloeding
-  Spasmen
-  Embolieën/Trombose
-  Contrastmiddelallergie
-  Infecties/Sepsis
-  Overlijden
-  Aneurysma

Waarschuwing
-  Voer de gehele procedure uit onder radiologische controle.
-  PTA-ballonkatheters zijn niet geschikt voor toepassing in de centrale 

bloedsomloop (volgens EG Richtlijn 93/42/EEG, Bijlage IX, paragrafen 1. 
7. en 1.8.).

- Voorkomen moet worden dat het aangetaste vaatsegment te 
ver opgerekt wordt. De diameter van de gevulde ballon mag 
de binnendiameter van het pre-stenotische vaatsegment niet 
overschrijden.

Voorbereiding
- Controleer de verpakking op beschadiging. Als de verpakking 

beschadigd is, mag het product niet worden gebruikt.
- Gebruik aseptische technieken tijdens het uitnemen van het product 

uit de verpakking en tijdens het gebruik daarna.
-  Controleer het product op beschadiging. Een beschadigd product mag 

niet meer worden gebruikt.
-  Zorg ervoor dat producten die niet tot dezelfde set behoren 

compatibel zijn en lees de gebruiksaanwijzingen van die producten 
zorgvuldig.

-  Verwijder de bescherming die om de ballon zit distaal.

Registratie
Raadpleeg de brochures of productetiketten van Qmedics voor de precieze 
details van de bovengenoemde producten. De productgegevens kunnen 
genoteerd worden op het afscheurlabel van de verpakking (patiëntkaart).

Voorbereiding 
De ballon ontluchten
1. Sluit een twee- of driewegkraan (niet bijgeleverd in de kit) aan op de 

luer-lockaansluiting van het ballonlumen (2).
2. Plaats een spuit en open de twee- of driewegkraan. Zorg ervoor dat het 

volume van de spuit groot genoeg is.
3. Gebruik de spuit om negatieve (hypobare) druk tot stand te brengen. Het 

distale uiteinde van de katheter moet lager gehouden worden dan het 
proximale uiteinde van de katheter met de spuit.

4. Sluit de twee- of driewegkraan aan de kant van de spuit. U kunt de 
spuit daarna verwijderen, omdat de onderdruk in stand zal blijven. 
Herhaal het ontluchtingsproces als u er zeker van wilt zijn dat alle lucht 
uit de ballon is verwijderd.

De ballon plaatsen
5.  Breng de voorbereide PTA-ballonkatheter via een inbrenghuls 

voorzichtig in met behulp van een eerder geplaatste voerdraad. 
Gedurende de gehele procedure dient er een voerdraad in het centrale 
lumen (1) te blijven zitten.

7. Maak gebruik van radiografische controle om de plaatsing 
van de ballon in het te dilateren vaatsegment te bepalen. De 
markeringsstreepjes (4) op de katheterschacht geven de lengte van 
de ballon (3) aan, en wijzen dus de juiste plaatsing in het stenotische 
vaatsegment aan.

8. De punt van de voerdraad moet uit het distale uiteinde van de katheter 
(5) steken.

De ballon vullen
9. Het vullen dient tot stand gebracht te worden met behulp van een 

spuit, of in het ideale geval een manometer. Normaal gesproken wordt 
aan het contrastmiddel fysiologische zoutoplossing toegevoegd in een 
verhouding van 1:1.

10. Sluit de spuit (of drukmeter) aan op de twee- of driewegkraan. Zorg 
ervoor dat alle lucht uit het reservoir van de spuit is verwijderd.

11. Vul de ballon door het contrastmiddel te injecteren. Behoud de druk 
gedurende enkele seconden. Overschrijd de nominale barstdruk 
(RBP, rated burst pressure) echter niet, omdat overmatige druk het 
ballonmateriaal kan beschadigen (raadpleeg het etiket op het product 
voor de RBP en de compliantietabel).

De ballon legen
12. Leeg de ballon door een vacuüm tot stand te brengen.
Trek de zuiger van de spuit langzaam op. Houd de onderdruk kort vast, 
zodat het contrastmiddel de tijd heeft om helemaal weg te vloeien. Grotere 
ballonnen hebben meer tijd nodig om volledig leeg te lopen. Hoe groter de 
spuit die gebruikt wordt, hoe sneller het legen van de ballon gaat.

De PTA-ballonkatheter verwijderen
13.  Trek de ballonkatheter langzaam terug. Door de katheterschacht 

enigszins te draaien zal het terugtrekken van de ballonkatheter door 
de inbrenghuls gemakkelijker gaan. Als u de ballonkatheter niet 
door de inbrenghuls kunt verplaatsen, verwijder de katheter en de 
inbrenghuls dan samen.

Voer de rest van de procedure uit overeenkomstig de huidige medische 
standaarden. 

Opmerkingen over juiste hantering
- Hoe kleiner de diameter van de gebruikte spuit, hoe hoger de druk 

tijdens het vullen van de ballon.
- We raden aan om een manometer te gebruiken, om de werkdruk exact 

te kunnen bepalen.
-  Als u merkt dat u de geleegde ballon niet door de huls kunt 

terugtrekken, duw de ballon dan 1 cm terug in het bloedvat door 
de inbrenghuls en herhaal vervolgens het terugtrekproces met de 
katheter. Door de katheterschacht enigszins te draaien, kan het 
verplaatsen van de ballonkatheter door de inbrenghuls gemakkelijker 
gaan.

-  Als u weerstand voelt tijdens het terugtrekken van de ballonkatheter 
door de huls of over de voerdraad, moeten alle materialen gezamenlijk 
verwijderd worden om beschadiging van het bloedvat te voorkomen.

- Als een ballonruptuur een drukdaling veroorzaakt tijdens het vullen 
van de ballon moet de ballon voorzichtig verwijderd worden over de 
voerdraad, die enigszins tegen de klok in is gedraaid.

Aanbevolen medicatie
Bij het toedienen van pre-, intra- en postoperatieve medicatie dienen de 
door de betreffende fabrikant geleverde informatie en de huidige medische 
standaarden gevolgd te worden.

Medische producten kunnen na gebruik een biologisch risico vormen. 
Ze mogen alleen gebruikt en verwijderd worden in overeenstemming 
met de wettelijke bepalingen en volgens erkende methoden.

GARANTIEBEPALINGEN
Qmedics garandeert dat elke component van dit product is vervaardigd, 
verpakt, getest en gesteriliseerd zonder fabricage- of materiaalfouten. Elk 
product is getest voordat het is verpakt. Op basis van een bindende uitspraak 
van een bevoegde juridische autoriteit zal Qmedics elk product met een 
fabricage- of verpakkingsfout door een nieuw exemplaar vervangen. Op 
grond van de biologische verschillen tussen mensen onderling, kan geen 
enkel product in alle gevallen 100% effectief zijn. Om die reden, en omdat 
Qmedics geen controle heeft over de omstandigheden waaronder het 
product wordt gebruikt na verkoop, noch over de selectie van patiënten bij 
wie het product wordt gebruikt en hoe het wordt toegepast, wijst Qmedics 
alle uitdrukkelijke en geïmpliceerde garanties met betrekking tot het 
product af, met inbegrip van, maar niet beperkt tot, die van verkoopbaarheid 
en geschiktheid voor een bepaald doel. Qmedics is noch direct noch indirect 
verantwoordelijk voor enig letsel of schade aan personen of het overlijden 
van personen, voorkomend uit het gebruik van dit product, noch is Qmedics 
verantwoordelijk of aansprakelijk, direct of indirect, voor enig letsel, schade 
of verlies die/dat het gevolg kan zijn van hergebruik of hersterilisatie.

AANSPRAKELIJKHEIDSBEPERKINGEN
Qmedics is in geen enkel geval aansprakelijk voor speciale, indirecte, 
bijkomende, incidentele schade of gevolgschade (waaronder winstderving 
en gemiste besparingen, of enige andere economische of commerciële 
verliezen), die voortkomt uit het niet opvolgen van deze gebruiksaanwijzing 
en de waarschuwingen, voorzorgsmaatregelen, en/of aanbevelingen die hierin 
worden genoemd.

BESCHERMING EIGENDOMSRECHT
Alle handelsmerken, logo’s, uitvindingen, kennis, technologie, 
bedrijfsgeheimen en eigendomsrechten van dit product zijn het exclusieve 
eigendom van Qmedics. Qmedics behoudt zich uitdrukkelijk het recht voor 
bij schending van haar rechten, in gevallen van ongeoorloofd gebruik of 
misbruik van haar intellectueel eigendom of reverse engineering wat betreft 
het product, over te gaan tot aangifte en rechtsvordering bij de bevoegde 
juridische autoriteiten.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Opomba!
Izdelek je sterilno zapakiran (sterilizacija EO) in je namenjen za enkratno 
uporabo. Ponovna sterilizacija ni dovoljena. Ta izdelek hranite v hladnem, 
suhem in temnem prostoru. Uporaba tega izdelka ni dovoljena, če 
sta izdelek ali embalaža poškodovana. Ta izdelek lahko uporablja le 
zdravnik, ki je seznanjen z njegovo uporabo. Ta medicinski izdelek 
je oblikovan za enkratno uporabo. Ponovna obdelava, čiščenje, 
razkuževanje ali sterili- zacija ni dovoljena! Po ponovni obdelavi izdelek 
ni več primeren za uporabo in lahko pomeni biološko tveganje za 
pacienta in uporabnika: po uporabi izdelka, zaradi njegove sestave 
površine in oblike, ne moremo zagotoviti popolne učinkovitosti 
čiščenja. Prav tako pa lahko pride pri ponovi uporabi izdelka do 
kontaminacije. Ponovna sterilizacija lahko poškoduje sestavo površine 
in lastnosti materiala uporabljene plastike. 
V tem primeru ne moremo zagotavljati originalne funkcije izdelka.

Opis/sestava
Balonski kateter PTA Qmedics, 418 BDK / 535 BDK je kateter z dvojnim 
lumnom in delno skladnim balonom. Balonski katetri za dilatacijo se 
uporabljajo za razširitev žilnih zožitev.

Kanal katetra
Proksimalni konec katetra je opremljen z dvema priključkoma luer.
1. Priključek, označen z 0.018” / 0.035”, je osrednji lumen (1) in pomaga 

voditi vodilno žico. Dovoljeni premer vodilne žice je označen na 
samem priključku.

2. Cilj »balonskega« priključka je napihniti in sprazniti balon, v 
nadaljevanju ga bomo imenovali balonski lumen (2). Velikost balona je 
označena na samem priključku.

Nominalna dolžina balona = dolžina primerna za dilatacijo
- Distalni konec kanala katetra drži balon.
- Dva radiotransparentna označevalna obroča (4) označujeta nominalno 

dolžino balona (3).
- Najlonski material delno skladnega balona je zasnovan za uporabo pri 

visokem delovnem tlaku (glejte podrobnosti na nalepki):
- Balon doseže svoj določen premer pri nominalnem tlaku.
Opomba: Indikacije, kontraindikacije in uporaba omenjenega izdelka mora 
biti vedno v skladu z veljavnimi zdravstvenimi standardi. Upoštevati je treba 
smernice in priporočila ustreznih strokovnih zdravniških združenj.

Indikacije
Balonski kateter PTA Qmedics , 418 BDK / 535 BDK je oblikovan kot metoda 
dilatacije za žilno stenozo (transluminalna angioplastika).

Kontraindikacije
Stenoze, ki jih vodila žica ne more preiti.

Možni zapleti
Ta izdelek lahko namestijo le zdravniki, ki so seznanjeni z možnimi zapleti. 
Zapleti se lahko pojavijo kadar koli med ali po postopku. Možni zapleti 
vključujejo:
- disekcija
- arterijsko-venske fistule
- hematom/krvavitve
- krči
- embolija/tromboza
-  alergija na kontrastno sredstvo
-  infekcija/sepsa
-  smrt
- anevrizma

Previdno
-  Ves čas postopka uporabljajte rentgenski nadzor.
-  Balonski katetri PTA niso primerni za namestitev v sistem osrednjega 

krvnega obtoka (glede na direktivo ES 93/42/EGS, aneks IX., razdelka 
1.7. in 1.8.).

- Zadevno območje žil je treba zaščititi pred pretiranim raztegovanjem. 
Premer napihnjenega balona ne sme preseči notranjega premera 
prestenoič- nega segmenta žile.

Priprava
- Preverite embalažo, ali je poškodovana. Izdelka ne uporabljajte, če je 

embalaža poškodovana.
- Odstranite izdelek iz embalaže s pomočjo aseptičnih metod in 

nadaljujte z aseptičnim ravnanjem.
- Preverite izdelek, ali je poškodovan. Ne uporabljajte izdelka, če je 

poškodovan.
- Preverite, ali so izdelki, ki ne pripadajo kompletu, združljivi in pozorno 

preberite navodila za uporabo.
- Distalno odstranite zaščitni ovoj balona.

Registracija
Glejte brošure ali deklaracije Qmedics glede podrobnih podatkov o 
omenjenih izdelkih. Registracija podatkov izdelka se opravi na odstranljivi 
nalepki embalaže (zdravstveni karton pacienta).

Priprava  
Odstranjevanje balona
1. Povežite dvo- ali trismerni ventil (ni vključeno v kompletu) na priključek 

luer lumna balona (2).

2. Namestite brizgo in odprite dvosmerni ali trismerni ventil. Zagotovite, 
da ima brizga zadostni volumen.

3. Z brizgo dovedite negativni (hipobarični) tlak. Distalni konec katetra 
držite nižje od proksimalnega konca katetra s pritrjeno brizgo.

4. Zaprite dvosmerni ali trismerni ventil na strani brizge. Zdaj lahko 
odstranite brizgo, saj se bo hipobarični tlak ohranil. Če se želite 
prepričati, ali je bil ves zrak odstranjen iz balona, ponovite postopek 
odstranjevanja.

Nameščanje balona
5.  Sperite osrednji lumen (1) s sterilno fiziološko raztopino.
6. Previdno vnesite pripravljen balonski kateter PTA prek uvajalnega tulca 

s pomočjo predhodno vstavljene vodilne žice. Vodilna žica ostane v 
osre- dnjem lumnu (1) ves čas postopka.

7. Radiografsko nadzorujte položaj balona v segmentu žile, ki je 
namenjena za dilatacijo. Označevalna obroča (4) na kanalu katetra 
označujeta dolžino balona (3) in sta tako usmerjena v ustrezen položaj 
v stenoičnem segmentu žile.

8. Konica vodilne žice mora moleti iz distalnega konca katetra (5).

Napihovanje balona
9. Napihovanje je treba izvesti s pomočjo brizge ali idealno z 

manometrom. Običajno se kontrastnemu sredstvu doda fiziološka 
raztopina v razmerju 1:1.

10. Povežite brizgo (manometer) z dvosmernim ali trismernim ventilom. 
Preverite, ali je bil iz brizge odstranjen ves zrak.

11. Vbrizgajte kontrastno sredstvo in tako napihnite balon. Nekaj 
sekund ohranjajte tlak; vendar pazite, da ne presežete nazivnega 
porušitvenega tlaka, saj lahko previsok tlak poškoduje material balona 
(glejte etiketo za RBP in tabelo skladnosti).

Praznjenje balona
12. Balon izpraznite tako, da ustvarite vakuum.
Počasi odstranite bat brizge. Kratek čas ohranjajte hipobarični tlak, da lahko 
kontrastno sredstvo popolnoma izteče. Večji baloni potrebujejo več časa, 
da se popolnoma izpraznijo. Večjo brizgo boste uporabili, manj časa boste 
praznili balon.

Odstranjevanje balonskega katetra PTA
13.  Počasi izvlecite balonski kateter. Z rahlim obračanjem kanala katetra 

boste izvlekli balonski kateter skozi uvajalni tulec. Če ne more 
premakniti balonskega katetra skozi uvajalni tulec, skupaj odstranite 
kateter in uvajalni tulec.

Nadaljnji postopek glede na trenutne zdravstvene standarde. 

Opombe o ustreznem ravnanju
- Manjši kot je premer uporabljene brizge, večji bo tlak za napihovanje 

balona.
-  Priporočamo, da uporabite manometer ter z njim ohranjate natančen 

delovni tlak.
- Če spuščenega balona ne morete izvleči skozi tulec, potisnite balon 

nazaj v žilo 1 cm skozi uvajalni tulec in nato ponovno izvlecite kateter. 
Z rahlim obračanjem kanala katetra boste morda omogočili lažji 
prehod katetra skozi uvajalni tulec.

-  V primeru upora med vlečenjem balonskega katetra skoti tulec ali 
prek vodilne žice, skupaj odstranite vse uporabljene materiale in tako 
preprečite poškodbo žil.

- V primeru, da se balon strga in povzroči padec tlaka med 
napihovanjem balona, ta balon previdno odstranite prek vodilne žice, 
ki je rahlo obrnjena v smeri urinega kazalca.

Priporočeno zdravljenje
Zdravljenje pred, med in po operaciji mora biti izvedeno v skladu s podatki 
dotičnega proizvajalca in trenutnimi zdravstvenimi standardi.

Medicinski izdelki lahko po uporabi povzročijo biološko tveganje. 
Uporabljajte in odlagajte jih le v skladu z zakonskimi ureditvami in 
prizna- nimi praksami.

GARANCIJSKI POGOJI
Qmedics zagotavlja, da je bil vsak sestavni del tega izdelka izdelan, pakiran, 
preizkušen in steriliziran, brez kakršnih koli napak pri izdelavi ali materialu. 
Vsak izdelek je bil pred pakiranjem predhodno preizkušen. Qmedics mora 
zamenjati vsak izdelek, ki je pokvarjen zaradi izdelave ali pakiranja, z novim 
na podlagi odločitve pristojnega zavezujočega pravosodnega organa. Zaradi 
bioloških razlik med posamezniki noben izdelek ni 100 % učinkovit v vsakem 
primeru. Zatorej, ker Qmedics nima nadzora nad pogoji, pod katerimi se 
izdelek uporablja po prodaji, izborom bolnikov in načini uporabe, Qmedics 
zavrača vsa jamstva v zvezi z izdelkom, eksplicitna ali implicitna, vključno 
s, brez omejitve, prodajo in primernostjo za določen namen. Qmedics ni 
neposredno ali posredno odgovorna za kakršno koli škodo ali poškodbe ali 
izgubo osebe, ki izhaja iz uporabe proizvoda, niti ni Qmedics pristojna ali 
odgovorna, neposredno ali posredno, za poškodbe, škodo ali izgubo, ki bi 
lahko nastala zaradi ponovne uporabe ali ponovne sterilizacije.

OMEJITEV ODGOVORNOSTI
Qmedics ni v nobenem primeru odgovorna za posebne, posledične, 
posredne, nenamerne, naključne ali kazenske odškodnine ali izgubo 
dobična ali ne- uresničene pričakovane prihranke ali druge komercialne ali 
gospodarske izgube katere koli vrste, ki izhajajo iz katere koli kršitve teh 
navodil za uporabo, vključno s kršitvijo vseh previdnostnih ukrepov, opozoril 

in/ali vseh tukaj omenjenih priporočil.

ZAŠČITA INTELEKTUALNE LASTNINE
Vse blagovne znamke, logotipi, izumi, strokovno znanje in izkušnje, 
tehnologija, lastniške informacije in druge pravice intelektualne lastnine 
tega izdelka pripadajo izključno Qmedicsi. Qmedics si pridržuje vse pravice, 
da zahteva, toži in išče olajšavo pred pravosodnimi organi v primeru kršitve 
v zvezi z vsako nepooblaščeno uporabo ali zlorabo intelektualne lastnine ali 
obratnim inženiringom v zvezi z izdelkom.

SLOVENŠČINA  

 PAŽNJA! POGLEDAJTE UPUTSTVO ZA UPOTREBU

NE SADRŽI LATEKS

 STERILIZOVANO ETILEN OKSIDOM
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Aviso!
O produto é embalado estéril (esterilização por OE), concebido para 
utilização única, não pode ser reesterilizado. O produto terá de ser 
conservado num local fresco, seco e protegido da luz. Este produto não 
pode ser utilizado se o produto ou a embalagem estiverem danificados. 
Apenas um médico familiarizado com a respectiva aplicação pode 
utilizar este produto. Este produto médico foi concebido apenas para 
utilização única. Não pode ser reprocessado, limpo, desinfectado nem 
esterilizado! Após o reprocessamento, o produto deixa de ser adequado 
para utilização e pode constituir um risco biológico para o doente e 
para o utilizador: devido à composição da superfície e ao design do 
produto, não pode garantir-se uma eficácia completa da limpeza após 
a utilização e não pode excluir-se a possibilidade de contaminação 
caso o produto seja reutilizado. A reesterilização pode comprometer 
a composição da superfície e as propriedades materiais dos plásticos 
utilizados.
Neste caso não pode garantir-se a função original do produto.

Descrição / Composição
O cateter com balão para PTA da Qmedics, 418 BDK / 535 BDK, é um cateter 
de lúmen duplo com um balão semi-conformável. Os cateteres de dilatação 
com balão são utilizados para dilatar constrições vasculares.

Eixo do cateter
A extremidade proximal do cateter está equipada com duas ligações Luer 
Lock.
1. A ligação identificada como 0.018” / 0.035” é o lúmen central (1) que 

serve de orientação para o fio-guia. O diâmetro permitido do fio-guia 
encontra- se indicado na própria ligação.

2. A ligação do“balão” destina-se ao enchimento e esvaziamento do 
balão, sendo doravante referida como lúmen do balão (2). O tamanho 
do balão está indicado na própria ligação.

Comprimento nominal do balão = comprimento relevante para a dilatação
- A extremidade distal do eixo do cateter contém o balão.
-  Dois anéis marcadores radiolucentes (4) indicam o comprimento 

nominal do balão (3).
-  O material de nylon do balão semi-conformável foi concebido para 

utilização na pressão de trabalho elevada (ver os detalhes no rótulo).
-  O balão atinge o seu diâmetro especificado na pressão nominal.
Nota: As indicações, contra-indicações e aplicação do produto acima referido 
terão de cumprir sempre as normas médicas atuais. Terão de observar-
se as normas orientadoras e recomendações das associações médicas 
especialistas relevantes.

Indicações
O cateter com balão para PTA da Qmedics, 418 BDK / 535 BDK, foi 
concebido como sendo um método de dilatação para estenoses vasculares 
(angioplastia transluminal).

Contra-indicações
Estenoses que não conseguem ser ultrapassadas pelo fio-guia.

Possíveis complicações
Apenas os médicos familiarizados com as possíveis complicações podem 
aplicar este produto. As complicações podem ocorrer a qualquer altura 
durante ou após o procedimento. As possíveis complicações incluem:
- Dissecção
-  Fístulas arteriovenosas
-  Hematoma/Hemorragia
-  Espasmos
-  Embolias/Tromboses
-  Alergia ao meio de contraste
-  Infecções/Sépsis
-  Morte
-  Aneurisma

Atenção
-  Empregar monitorização com raios X ao longo de todo o 

procedimento.
-  Os cateteres com balão para PTA não são adequados para aplicação 

no sistema circulatório central (de acordo com a Diretiva 93/42/CEE, 
Anexo IX, Secções 1.7. e 1.8.).

- Deve prevenir-se o esticamento excessivo da área do vaso em questão. 
O diâmetro do balão cheio não pode ultrapassar o diâmetro interno 
pré-estenótico do segmento de vaso.

Preparação
- Verifique a embalagem quanto à presença de danos. Se a embalagem 

estiver danificada, o produto não pode ser utilizado.
- Retire o produto da embalagem, utilizando uma técnica asséptica, e 

continue a manusear de forma asséptica.
-  Verifique o produto quanto à presença de danos. Um produto 

danificado já não pode ser utilizado.
-  Certifique-se de que os produtos que não pertencem ao conjunto são 

compatíveis e leia atentamente as respetivas instruções de utilização.
-  Remova o revestimento protetor do balão na extremidade distal.

Registo
Consulte as brochuras ou os folhetos informativos da Qmedics para ver 
detalhes precisos sobre os produtos acima referidos. O registo dos dados do 
produto é efectuado no rótulo destacável da embalagem (Ficha do Doente).

Preparação 
Retirada de ar do balão
1. Ligue uma torneira de duas ou de três vias (não incluída no conjunto) à 

ligação Luer Lock do lúmen do balão (2).
2. Aplique uma seringa e abra a torneira de duas vias ou de três vias. 

Certifique-se de que a seringa tem um volume suficiente.
3. Utilize a seringa para introduzir uma pressão negativa (hipobárica). A 

extremidade distal do cateter deve segurar-se mais abaixo do que a 
extremidade do cateter proximal quando a seringa está aplicada.

4. Feche a torneira de duas vias ou de três vias do lado da seringa. 
Pode agora remover a seringa, uma vez que se irá manter a pressão 
hipobárica. Repita o processo de retirada do ar se quiser ter a certeza 
de que todo o ar foi removido do balão.

Posicionar o balão
5.  Enxagúe o lúmen central (1) com soro fisiológico heparinizado estéril.
6. Introduza cuidadosamente o cateter com balão para PTA através 

de uma bainha de inserção, utilizando um fio-guia previamente 
implantado. Deve permanecer um fio-guia no lúmen central (1) 
durante todo o procedimento.

7. Controle radiograficamente o posicionamento do balão no segmento 
de vaso destinado à dilatação. Os anéis marcadores (4) no eixo do 
cateter indicam o comprimento do balão (3) e destinam-se assim ao 
posicionamento correto no segmento estenótico do vaso.

8. A ponta do fio-guia terá de sobressair da extremidade distal do cateter 
(5).

Enchimento do balão
9. O enchimento deve ser efectuado utilizando uma seringa ou, 

idealmente, um medidor de pressão. Normalmente, a solução de soro 
fisiológico é adicionada ao meio de contraste numa proporção de 1:1.

10. Ligue a seringa (medidor de pressão) à torneira de duas vias ou de três 
vias. Certifique-se de que todo o ar foi removido do volume da seringa.

11. Encha o balao injetando meio de contraste. Mantenha a pressão 
durante alguns segundos; no entanto, nao ultrapasse a pressao 
de rebentamento nominal, uma vez que a pressão excessiva pode 
danificar o material do balão (ver o folheto informativo para a pressão 
de ruptura nominal e o gráfico de conformabilidade).

Esvaziamento do balão
12. Esvazie o balão criando um vácuo.
Retire lentamente o pistão da seringa. Mantenha brevemente a pressão 
hipobárica para que o meio de contraste possa fluir, de forma lenta, 
completamente para fora. Os balões maiores precisam de mais tempo para 
esvaziar completamente. Quanto maior a seringa utilizada, menos tempo 
demora o esvaziamento do balão.

Remover o cateter com balão para PTA
13.  Puxe lentamente o cateter com balão para trás. Girar ligeiramente 

o eixo do cateter irá facilitar o puxar do cateter com balão para trás 
através da bainha de inserção. Caso não consiga deslocar o cateter com 
balão através da bainha de inserção, remova o cateter e a bainha de 
inserção conjuntamente.

Procedimento adicional segundo as normas médicas actuais. 

Notas sobre o manuseamento correcto
- Quanto menor o diâmetro da seringa utilizada, mais elevada a pressão 

para o enchimento do balão.
-  Recomendamos a utilização de um medidor de pressão para manter 

uma pressão de trabalho exacta.
-  Se vir que não consegue puxar para trás o balão esvaziado através da 

bainha, empurre o balão novamente para o vaso ao longo de 1 cm 
através da bainha de inserção, e repita em seguida o processo de puxar 
o cateter. Girar ligeiramente o eixo do cateter pode facilitar a passagem 
do cateter através da bainha de inserção.

- Caso sinta resistência ao puxar para trás o cateter com balão através 
da bainha ou pelo fio-guia, todos os materiais empregues devem ser 
removidos conjuntamente para proteger de danos nos vasos.

- Caso uma ruptura do balão cause uma queda de pressão ao encher o 
balão, o balão deve ser cuidadosamente removido pelo fio-guia, que se 
encontra ligeiramente girado no sentido dos ponteiros do relógio.

Medicação recomendada
Deve iniciar-se a medicação pré-intervenção, durante a intervenção e 
após a intervenção em conformidade com as informações fornecidas pelo 
fabricante em questão e com as normas médicas atuais.

Os produtos médicos podem constituir um risco biológico apos a 
utilização. Apenas devem ser utilizados e eliminados de acordo com a 
regulamentação estatutária e com a prática reconhecida.

TERMOS DA GARANTIA
A Qmedics garante que cada componente deste produto foi fabricado, 
embalado, testado e esterilizado sem quaisquer defeitos de mão-de-obra 
ou de material. Cada produto foi testado antes de ser embalado. A Qmedics 
irá trocar qualquer produto com defeito(s) de fabrico ou de embalagem 
por um novo, segundo a decisão de uma autoridade judicial competente 
com poder de decisão. Devido a variações biológicas entre os indivíduos, 
nenhum produto é 100% eficaz em todos os casos. Por conseguinte, e uma 
vez que a Qmedics não tem controlo sobre as condições sob as quais é 
utilizado após a venda, a seleção de doente e os métodos de aplicação; a 
Qmedics rejeita todas as garantias respeitantes ao produto, expressas ou 
implícitas, incluindo, entre outras, as de comerciabilidade, adequação a um 
determinado fim em particular. A Qmedics não é direta ou indiretamente 
responsável por quaisquer lesões ou danos, ou pela perda de qualquer 
pessoa, resultantes da utilização do produto, tal como não é responsável ou 
responsabilizável, direta ou indiretamente, por quaisquer lesões, danos ou 
perdas que possam resultar da reutilização ou reesterilização.

LIMITAÇÕES DA RESPONSABILIDADE
Em nenhuma eventualidade a Qmedics será responsável por quaisquer 
danos especiais, consequenciais, indiretos, colaterais, incidentais ou 
punitivos, ou por perda de lucros ou falha em realizar poupanças esperadas 
ou outras perda comercial ou económica de qualquer tipo, resultante de 
qualquer infração destas Instruções de Utilização, incluindo a infracção de 
quaisquer precauções, advertências e/ou qualquer recomendação aqui 
mencionada.

PROTECÇÃO DA PROPRIEDADE INTELECTUAL
Todas as marcas comerciais, logótipos, invenções, know-how, tecnologia, 
informação exclusiva e outros direitos de propriedade intelectual deste 
produto pertencem exclusivamente à Qmedics. A Qmedics reserva-se todos 
os direitos de exigir, processar, procurar assistência junto das autoridades 
judiciais em caso de uma transgressão relativa a qualquer utilização não 
autorizada ou utilização inadequada da propriedade intelectual ou de 
engenharia reversa relacionada com o produto.

PORTUGUÊS 

 ATENÇÃO! VEJA AS INSTRUÇÕES DE UTILIZAÇÃO

SEM LÁTEX

 ESTERILIZAÇÃO COM ÓXIDO DE ETILENO
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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 ATTENTION! SEE INSTRUCTIONS FOR USE
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BALLOON DIAMETER

BALLOON LENGTH

DIÂMETRO DO BALÃO

4

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

5

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Lütfen Dikkat!
Bu ürün steril ambalajlanmıştır (EO sterilizasyon), tek kullanım için 
tasarlanmıştır ve yeniden sterilize edilmemelidir. Bu ürün, serin ve kuru bir 
yerde saklanmalı ve güneş ışığına karşı korunmalıdır. Bu ürün, ürün veya 
ambalaj hasar görürse kullanılmamalıdır. Sadece bu uygulamayı tanıyan 
bir doktor bu ürünü kullanabilir. Bu tıbbi ürün, sadece tek kullanım 
için tasarlanmıştır. Yeniden işlenmemeli, temizlenmemeli, dezenfekte 
edilmemeli veya sterilize edilmemelidir! Yeniden işlemenin ardından 
bu ürün artık kullanıma uygun olmaz ve hem hasta hem kullanıcı için 
biyolojik risk taşıyabilir: Yüzey bileşiminden ve ürün tasarımından 
dolayı, kullanım sonrasında temizlemenin tam etkinliği garanti 
edilemez ve ürünün yeniden kullanılması halinde kontaminasyon 
riski ortadan kaldırılamaz. Yeniden sterilizasyon, yüzey bileşimine ve 
kullanılan plastiklerin malzeme özelliklerine zarar verebilir.
Bu durumda, ürünün orijinal fonksiyonu garanti edilemez.

Açıklama/Bileşim
Qmedics PTA balon kateter, 418 BDK / 535 BDK yarı uyumlu balona sahip 
bir çift lümenli kateterdir. Balonla genişleyen kateterler, daralmış damarların 
genişletilmesi için kullanılır.

Kateter Şaftı
Kateterin proksimal ucunda, iki Luer Kilitli bağlantı bulunmaktadır.
1. 0.018” / 0.035” etiketli bağlantı, kılavuz tel için kılavuzluk sağlayan orta 

lümendir (1). Kılavuz telin izin verilen çapı, bağlantıda belirtilmiştir.
2. “Balon” bağlantısı, balonun şişirilmesi ve indirilmesini amaçlar ve 

bu metinde balon lümeni (2) olarak adlandırılacaktır. Balon boyutu, 
bağlantıda belirtilmiştir.

Balon Nominal uzunluk = genişletme için ilgili uzunluk
- Kateter şaftının distal ucu, balonu tutar
- İki adet radyolüsen işaret halkası (4) balonun nominal uzunluğunu (3) 

belirtir.
- Yarı uyumlu balonun naylon malzemesi, yüksek çalışma basıncında 

kullanım için tasarlanmıştır (etiketteki bilgilere bakın).
- Balon, belirtilen çapa nominal basınçta ulaşır.
Not: Endikasyonlar, kontraendikasyonlar ve yukarıdaki ürünün uygulanması 
her zaman mevcut tıbbi standartlara uygun olmalıdır. İlgili uzman tıp 
derneklerinin kılavuzlarına ve tavsiyelerine uyulmalıdır.

Endikasyonlar
Qmedics PTA balon kateter, 418 BDK / 535 BDK vasküler stenozlar için bir 
genişletme yöntemi olarak tasarlanmıştır (translüminal anjiyoplasti).

Kontraendikasyonlar
Kılavuz telle geçilemeyen stenozlar

Olası
Sadece olası komplikasyonları bilen doktorlar bu ürünü uygulayabilir. 
Prosedür sırasında veya ardından herhangi bir zamanda komplikasyonlar 
ortaya çıkabilir. Olası komplikasyonlar arasında aşağıdakiler bulunur:
- Diseksiyon
- Arteriyovenöz fistüller
- Hematom/Kanama
- Spazmlar
- Emboliler/Trombozlar
- Kontrast madde alerjisi
- Enfeksiyonlar/Sepsiz
- Ölüm
- Anevrizma

Dikkat
-  Tüm prosedür boyunca röntgenle görüntüleme kullanın.
- PTA balon kateterler, merkezi kan dolaşım sisteminde uygulama için 

uygun değildir (93 / 42 / EEC sayılı AB yönergesi, Ek IX Bölüm 1.7 ve 
1.8’e göre).

- İlgili damar alanının, aşırı gerilmesi önlenmelidir. Şişen balonun çapı, 
prestenotik damar segmentinin iç çapından büyük olmamalıdır.

Hazırlama
- Ambalajda hasar olup olmadığını kontrol edin. Ambalaj hasar 

görmüşse, ürün kullanılmamalıdır.
- Aseptik yöntemleri kullanarak ürünü ambalajından çıkartın ve aseptik 

olarak tutmaya devam edin.
- Üründe hasar olup olmadığını kontrol edin. Hasarlı bir ürün artık 

kullanılmamalıdır.
-  Sete ait olmayan ürünlerin, uyumlu olduğundan emin olun ve kullanım 

talimatlarını dikkatlice okuyun.
- Balonun koruyucu kılıfını distal kısımdan çıkartın.

Kayıt
Yukarıdaki ürünlerin tam ayrıntıları için Qmedics broşürlerine veya ürün 
etiketlerine bakın. Ürün verilerinin kaydı, ambalajın yırtılabilir etiketinden 
gerçekleştirilir (Hasta Çizelgesi).

Hazırlama 
Balonun Havasını Boşaltma
1. Bir adet iki veya üç yollu vanayı (sete dahil değildir) balon lümenin (2) 

Luer Kilit bağlantısına takın.
2. Bir enjektör uygulayın ve iki yollu veya üç yollu vanayı açın. Enjektörün 

yeterli hacimde olduğundan emin olun.

3. Negatif (hipobarik) basınç oluşturmak için enjektörü kullanın. Enjektör 
uygulanmış halde distal kateter ucu, proksimal kateter ucundan daha 
aşağıda tutulacaktır.

4. Enjektörün yan kısmındaki iki yollu veya üç yollu vanayı kapatın. 
Hipobarik basınç korunacağı için isterseniz enjektörü çıkartabilirsiniz. 
Balondan tüm havanın alındığından emin olmak isterseniz, hava 
boşaltma işlemini tekrarlayın.

Balonu Yerleştirme
5.  Orta lümeni (1) steril heparinize fizyolojik salin solüsyonuyla yıkayın.
6. Hazırlanan PTA balon kateterini, önceden yerleştirilmiş bir kılavuz tel 

kullanarak yerleştirme kılıfı vasıtasıyla dikkatlice sokun. Tüm prosedür 
boyunca kılavuz tel, orta lümende (1) kalacaktır.

7. Genişletilmesi amaçlanan damar segmentinde balon konumunu 
radyografik olarak kontrol edin. Kateter şaftındaki işaret halkaları 
(4), balonun uzunluğunu (3) belirtir ve bu nedenle stenotik damar 
segmentinin doğru yerleştirilmesini amaçlar.

8. Kılavuz telin ucu, kateterin distal ucundan (5) çıkmalıdır.

Balonu Şişirme
9. Bir enjektör veya ideal olarak bir manometre kullanarak şişirilmelidir. 

Normalde fizyolojik salin solüsyonu kontrast maddeye 1:1 oranında 
eklenir.

10. Enjektörü (manometre) iki yönlü veya üç yönlü vanaya takın. Şırınga 
hacminden tüm havanın boşaltıldığından emin olun.

11. Kontrast madde enjekte ederek balonu şişirin. Birkaç saniye basıncı 
koruyun ancak aşırı basınç, balon malzemesine hasar verebileceği için 
nominal patlama basıncını aşmayın (nominal patlama basıncı ve uyum 
çizelgesi için ürün etiketine bakın).

Balonu Yerleştirme
12. Vakum oluşturarak balonu indirin.
Enjektör pistonunu yavaşça çıkartın. Kontrast maddenin akışı 
tamamlayabilmesi için hipobarik basıncı kısa süre koruyun. Büyük balonların 
tamamen inmesi daha uzun sürebilir. Ne kadar büyük enjektör kullanılırsa, 
balonu boşaltmak için daha az zaman harcanır.

PTA Balon Kateteri Çıkartma
13.  Balon kateteri yavaşça geri çekin. Kateter şaftının yavaşça çevrilmesi, 

balon kateterin yerleştirme kılıfından geri çekilmesini kolaylaştıracaktır. 
Balon kateterini yerleştirme kılıfından geçirememeniz durumunda, 
kateteri ve yerleştirme kılıfını birlikte çıkartın.

Mevcut medikal standartlara göre diğer prosedür. 

Doğru Taşımayla İlgili Notlar
- Kullanılan enjektör çapı ne kadar küçük olursa, balonu şişirmek için o 

kadar yüksek basınç gerekir.
- Tam çalıma basıncını korumak için bir manometre kullanmanızı 

öneririz.
- İndirilen balonu kılıftan kendiniz geri çekemiyorsanız, yerleştirme 

kılıfından balonu damara 1 cm geri itin ve ardından kateter geri 
çekme işlemini tekrarlayın. Kateter şaftının hafif çevrilmesi, kateterin 
yerleştirme kılıfından geçmesini kolaylaştırabilir.

- Balon kateterini kılıftan veya kılavuz tel vasıtasıyla geri çekerken 
dirençle karşılaşırsanız, damarın hasar görmesini önlemek için tüm 
malzemeler birlikte çıkartılmalıdır.

- Balondaki bir yırtığın balonu şişirirken basınç düşmesine neden olması 
halinde, saat yönü tersine hafif çevrilen kılavuz tel vasıtasıyla balon 
dikkatlice çıkartılır.

Önerilen İlaçlar
Operasyon öncesinde, operasyon sırasında ve operasyon sonrasında 
verilecek ilaçlar, söz konusu üretici tarafından sağlanan bilgilere ve mevcut 
tıbbi standartlara uygun olarak verilmelidir.

Tıbbi ürünler, kullanım sonrasında biyolojik risk oluşturabilir. 
Yasal düzenlemelere ve kabul görmüş uygulamalara uygun olarak 
kullanılmalı ve imha edilmelidir.

GARANTİ ŞARTLARI
Qmedics, söz konusu ürünün bütün bileşenlerinin işçiliğe ya da malzemeye 
herhangi bir hasar vermeden üretildiğini, paketlendiğini, test edildiğini 
ve sterilize edildiğini garanti etmektedir. Her ürün, paketlenmeden 
önce test edilmiştir. Qmedics, yetkili yargı makamının bağlayıcı kararı 
doğrultusunda üretim ya da paketleme hatası olan herhangi bir ürünü yenisi 
ile değiştirecektir. Kişiler arasındaki biyolojik farklılıklardan dolayı, bütün 
ürünler her durumda %100 etkili değildir. Bundan dolayı ve Qmedics’nın 
ürün satışından sonra hangi koşullarda kullanıldığı, hasta seçimi ve uygulama 
yöntemleri hakkında herhangi bir kontrol gücü olmadığından, Qmedics, 
satılabilirlik ve belirli bir amaca uygunluk dahil olmak ve bunlarla sınırlı 
olmamak üzere ürünle ilgili, açıkça ifade edilen veya zımni hiçbir garantiyi 
onaylamamaktadır. Qmedics, doğrudan ya da dolaylı olarak, ürünün 
kullanımından kaynaklanan zararlardan ya da hasarlardan ya da kayıplardan 
sorumlu değildir; ek olarak, Qmedics, doğrudan ya da dolaylı olarak, 
tekrar kullanımdan ya da tekrar sterilizasyondan kaynaklanan zararlardan, 
hasarlardan ya da kayıplardan sorumlu ya da yükümlü değildir.

SORUMLULUĞUN SINIRLANDIRILMASI
Hiçbir durumda, Qmedics belirtilen önlemlerin, uyarıların ve/veya önerilerin 
ihlali de dahil olmak üzere işbu Kullanım Kılavuzu’nun ihlalinden kaynaklanan 
özel, bağlı, dolaylı, tamamlayıcı, arızi, ya da cezai zararlarından ya da kar 

kaybından ya da beklenilen birikimleri yerine getirememe ya da diğer ticari 
ya da ekonomik kayıplardan yükümlü değildir.

FİKRİ MÜLKİYET HAKLARININ KORUNMASI
Söz konusu ürünün tüm ticari markaları, logoları, icatları, know-how’ı, 
teknolojisi, özel bilgisi ve diğer fikri mülkiyet hakları sadece Qmedics’ya 
aittir. Qmedics’nın, fikri mülkiyet haklarının yetkisiz kullanımı ya da yanlış 
kullanımıyla ilgili ihlal ya da ürünle ilgili tersine mühendislik durumunda tüm 
talep, dava ya da yargı mercilerine başvurma hakkı saklıdır.

TÜRKÇE  

 DİKKAT! KULLANIM KILAVUZUNA BAKIN

LATEKS İÇERMEZ

 ETİLEN OKSİTLE STERİLİZASYON
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH
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belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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يرجى مالحظة اآلتي!
يُعبأ ھذا المنتج معقًما )تعقيم بواسطة أكسيد اإليثيلين(، وھو مصمم لالستخدام الفردي وينبغي عدم 

إعادة تعقيمه. ينبغي تخزين ھذا المنتج في مكان بارد وجاف، بعيًدا عن الضوء. ينبغي عدم استخدام 
ھذا المنتج في حالة تلفه أو تلف عبوته. ينبغي أن يُستخدم هذا المنتج بواسطة طبيب ملم بطريقة 
استخدامه. هذا المنتج الطبي مصمم لالستخدام الفردي فقط. ينبغي عدم إعادة معالجة أو تنظيف 

أو تطهير أو تعقيم المنتج! إذا خضع هذا المنتج إلعادة معالجة، فهو يصبح غير مالئم لالستخدام 
ويمكن أن يمثل خطًرا بيولوجيًا على كٍل من المريض والمستخدم: ويعزى ذلك لمكونات سطحه 

وتصميمه، وال يمكن ضمان الفاعلية الكاملة لتنظيف المنتج بعد االستخدام ويمكن أن يبقى ملوثًا في 
حال استخدامه مرة أخرى. قد تضعف عملية إعادة تعقيم المنتج مكونات سطحه وخصائص المواد 

البالستيكية المستخدمة في صناعته.
وفي تلك الحالة ال يمكن ضمان احتفاظ المنتج بوظيفته األصلية.

الوصف/ التكوين
418iBDK / 535 BDK ،PTA تعتبر قسطرة التوسيع البالونية

 لرأب األوعية الدموية عبر الجلد من شركة Qmedics قسطرة ذات تجويف ثنائي مع بالون شبه 
لين. تستخدم قسطرات التوسيع البالونية لتوسيع انقباضات األوعية الدموية.

عمود القسطرة
الطرف األقرب للقسطرة مزود باثنين من وصالت قفل لور.

الوصلة التي تُسمى 0.018” / 0.035” ھي التجويف المركزي )1( والتي تعتبر مرشًدا لسلك   .1
التوجيه. يُشار إلى القطر المسموح به لسلك التوجيه على الوصلة نفسها.

2.  تهدف وصلة ”البالون” إلى نفخ وانكماش البالون، وھو ما يُشار إليه فيما يلي بتجويف البالون 
)2(. يُشار إلى حجم البالون على الوصلة نفسها.

الطول االسمي للبالون = الطول المناسب للتوسيع
يحمل الطرف البعيد من عمود القسطرة البالون.  -

تُشير اثنان من حلقات المؤشر الشفافة لألشعة )4( إلى الطول االسمي للبالون )3(.  -
ُصممت مادة النايلون الخاصة بالبالون شبه اللين لالستخدام تحت ضغط العمل العالي )يرجى   -

االطالع على التفاصيل على الملصق(.
يصل البالون إلى قطرہ المحدد عند الضغط االسمي.  -

مالحظة: ينبغي أن تمتثل دواعي استخدام المنتج وموانع استخدامه وطرق استخدامه أعالہ دائًما إلى 
المعايير الطبية الحالية. ينبغي اتباع المبادئ التوجيهية والتوصيات الصادرة من الجمعيات الطبية 

المختصة.

دواعي االستخدام
ُصممت القسطرة البالونية 418iBDK / 535 BDK ،PTA لرأب األوعية الدموية عبر الجلد من 

شركة Qmedics، لالستخدام في توسيع تضيُّق األوعية الدموية )الشرايين التاجية عبر اللمعة(.

موانع االستخدام
التضيُّق الذي ال يمكن تنفيذہ بواسطة سلك التوجيه.

التعقيدات المحتملة
يجوز لألطباء الملمين بالتعقيدات المحتملة لهذا المنتج فقط استخدامه. قد تحدث المضاعفات في أي 

وقت خالل أو بعد االنتهاء من اإلجراء. تشمل المضاعفات المحتملة اآلتي:
تسلّخ  -

نواسير شريانية وريدية  -
ورم دموي/ نزيف  -

تشنجات  -
انسدادات/ جلطات  -

حساسية وسط تبايني  -
عدوى/ تعفن الدم  -

وفاة  -
أم الدم )التضخم الوعائي(  -

تحذير
استخدم مراقبة األشعة السينية طوال اإلجراء بأكمله.   -

القسطرات البالونية لرأب األوعية الدموية عبر الجلد ليست مناسبة لالستخدام في نظام الدورة   -
الدموية المركزي )وفقًا لتوجيه االتحاد األوروبي EEC ا/ 42 / 93، ملحق رقم IX، البنود 

رقم 1.7 و1.8(.
يجب منع منطقة األوعية الدموية المعنية من التمدد الزائد. ينبغي أال يزيد قطر البالون المنفوخ   -

عن القطر الداخلي لجزء الوعاء الدموي قبل التضيق.

التجهيز
تحقق من العبوة للتأكد من عدم وجود تلف. إذا كانت العبوة تالفة، ينبغي عدم استخدام المنتج.  -

أخرج المنتج من العبوة باستخدام أدوات التعقيم واستمر في استخدامه مع مراعاة تعقيمه.  -
تحقق من المنتج للتأكد من عدم وجود ضرر. ينبغي عدم االستمرار في استخدام منتج تالف.  -

تأكد من أن المنتجات التي ال تنتمي إلى المجموعة متوافقة مع المنتج، واقرأ تعليماتها لالستخدام   -
بعناية.

أزل الغطاء الواقي للبالون مع االبتعاد عنه بأقصى قدر ممكن.  -

التسجيل
يرجى الرجوع إلى كتيبات شركة Qmedics أو ملصقات المنتج لمعرفة التفاصيل الدقيقة للمنتجات 

أعالہ. يمكن االطالع على بيانات تسجيل المنتج على الملصق الذي يُمزق من العبوة )سجل المرضى(.

 اإلعداد
لتفريغ البالون من الهواء

قم بتوصيل صمام ثنائي أو ثالثي االتجاھات واحد )ليس مشموالً في المجموعة( بوصلة قفل   .1
لور من تجويف البالون )2(.

استخدم حقنة وافتح الصمام الثنائي أو الثالثي االتجاھات. تأكد من أن الحقنة حجمها مناسب.  .2
استخدم الحقنة لتلقيم ضغط سلبي )ناقص الضغطية(. يثبَّت طرف القسطرة البعيدة في مستوى   .3

منخفض عن طرف القسطرة القريبة بواسطة الحقنة المستخدمة.
أغلق الصمام الثنائي أو الثالثي االتجاھات على جانب الحقنة. ستتمكن بعد ذلك بسهولة من   .4

إزالة الحقنة، حيث سيتم االحتفاظ بناقص الضغطية. كرر عملية تفريغ البالون من الهواء إذا 
كنت تريد التأكد من خروج كل الهواء من البالون بشكل كامل.

تركيب البالون
5.  اشطف التجويف المركزي )1( بواسطة محلول ملحي فسيولوجي معالج بالهيبارين ومعقم.
أدخل بعناية القسطرة البالونية لرأب األوعية الدموية عبر الجلد، المجهزة من خالل غالف   .6

إدخال باستخدام سلك توجيه مثبت سابقًا. يبقى سلك التوجيه داخل التجويف المركزي )1( طوال 
مدة اإلجراء.

تحكم إشعاعيًا في تثبيت البالون في جزء الوعاء الدموي المراد توسيعه. تُشير حلقات المؤشر   .7
)4( على عمود القسطرة إلى طول البالون )3( ولذلك تستهدف التثبيت الصحيح في جزء 

الوعاء الدموي التضيقي.
ينبغي أن يبرز طرف سلك التوجيه من الطرف البعيد للقسطرة )5(.  .8

نفخ البالون بالهواء
يجب إحداث النفخ باستخدام حقنة أو األمثل ھو استخدام مقياس ضغط. في الحالة العادية،   .9

يُضاف محلول ملحي فسيولوجي للوسط التبايني بنسبة 1:1.
وصل الحقنة )معيار الضغط( بالصمام الثنائي أو الثالثي االتجاھات. تأكد من خروج كل الهواء   .10

من الحقنة.
انفخ البالون بواسطة حقن الوسط التبايني. استمر في الضغط لعدة ثوان، ولكن ال تتجاوز ضغط   .11
االنفجار الُمقدر، حيث إن الضغط الزائد عن الحد يمكن أن يدمر مادة البالون )يرجى االطالع 

على ملصق المنتج لمعرفة ضغط االنفجار الُمقدر ومخطط االمتثال(.

تفريغ البالون من الهواء
غ البالون بواسطة إحداث خواء. فّرِ  .12

انزع ببطء مكبس الحقنة. استمر في الضغط المنخفض لمدة قصيرة حتى يمكن للوسط التبايني استغراق 
وقته في التفريغ بالكامل. تحتاج البالونات الكبيرة إلى وقت أطول لتفريغ الهواء بالكامل. كلما استخدمت 

حقنة أكبر، استغرق األمر وقتًا أقل لتفريغ البالون.

إزالة القسطرة البالونية لرأب األوعية الدموية عبر الجلد
13.  اسحب القسطرة البالونية ببطء. سيسهل تدوير عمود القسطرة بشكل طفيف سحب القسطرة 
البالونية من خالل غالف اإلدخال. إذا كنت ال تستطيع تحريك القسطرة البالونية من خالل 

غالف اإلدخال، أزل القسطرة وغالف اإلدخال معًا.

إجراء إضافي وفقًا للمعايير الطبية الحالية. 
مالحظات عن االستخدام الصحيح

كلما كان قطر الحقنة المستخدمة أصغر، كان ضغط نفخ البالون أعلى.  -
نحن نوصي باستخدام مقياس ضغط للحفاظ على ضغط العمل المضبوط.  -

إذا وجدت نفسك ال تستطيع سحب البالون الفارغ من الهواء من خالل الغالف، اسحب البالون   -
داخل الوعاء الدموي بمساحة 1 سم من خالل غالف اإلدخال، ثم كرر عملية سحب القسطرة. 
قد يؤدي التدوير الطفيف لعمود القسطرة إلى تسهيل مرور القسطرة من خالل غالف اإلدخال.

إذا شعرت بوجود مقاومة عند سحب القسطرة البالونية من خالل الغالف أو من خالل سلك   -
التوجيه، ينبغي إزالة جميع المواد المستخدمة معًا للحماية من تضرر الوعاء الدموي.

إذا أحدث انفجار البالون انخفاًضا في الضغط عند نفخ البالون، ينبغي إزالة البالون بحرص من   -
خالل سلك التوجيه الذي يدور بشكل طفيف عكس اتجاہ عقارب الساعة.

األدوية الموصى بها
يجب البدء في تناول األدوية قبل العملية وأثناءھا وبعدھا وفقًا للمعلومات المقدمة من الشركة المصنعة 

المعنية والمعايير الطبية الحالية.

قد تمثل المنتجات الطبية مخاطر بيولوجية بعد االستخدام. وينبغي استخدامها والتخلص منها وفقًا 
للوائح القانونية والممارسة المنطبقة المعترف بها فقط.

شروط الضمان
تضمن شركة Qmedics أن كل مكونات ھذا المنتج قد صنِّعت وُعبِّئت واختُبرت وُعقِّمت دون أي 

 Qmedics عيب في الصنعة أو مواد التصنيع. خضع كل منتج لالختبار قبل تعبئته. ينبغي على شركة
استبدال أي منتج به عيب في الصناعة أو التعبئة بمنتج جديد بناًء على قرار صادر من سلطة قضائية 

مختصة ملزمة. نظًرا لالختالفات الحيوية بين األفراد، ال يمكن أن يكون أي منتج فعاالً بنسبة 100% 
في كل حالة. ولذلك، وبما أن شركة Qmedics ليس لها أي تحكم في الظروف التي يُستخدم في ظلها 
ھذا المنتج بعد البيع، واختبار المرضى وطرق االستخدام، فإن الشركة تتنصل من جميع الضمانات فيما 
يتعلق بالمنتج، سواء صريحة أو ضمنية، بما في ذلك على سبيل المثال ال الحصر، الضمانات المتعلقة 
بالقابلية للتسويق والمالءمة لغرض معين. ال تتحمل شركة Qmedics أي مسؤولية مباشرة أو غير 

مباشرة عن أي إصابة أو ضرر أو خسارة يتعرض لها أي شخص نتيجة استخدام المنتج، كما ال تتحمل 
شركة Qmedics أي مسؤولية عن أي إصابة أو ضرر أو خسارة يمكن أن تنتج عن إعادة استخدام 

أو إعادة تعقيم المنتج.

حدود المسؤولية
لن تتحمل شركة Qmedics بأي حال من األحوال أي مسؤولية عن أي أضرار خاصة أو تبعية أو 

غير مباشرة أو جانبية أو عرضية أو تعويضات جزائية أو خسارة أرباح أو إخفاق في تحقيق المدخرات 
المتوقعة أو أي خسارة تجارية أو اقتصادية من أي نوع، مما ينتج عن أي انتهاك لتعليمات االستخدام 

الراھنة بما في ذلك أي انتهاك ألي احتياطات أو تحذيرات و/ أو توصيات مذكورة بموجب ذلك.

حماية حقوق الملكية الفكرية
تنتمي جميع العالمات التجارية والشعارات واالختراعات والمعرفة الفنية والتكنولوجيا ومعلومات 

الملكية المسجلة وحقوق الملكية الفكرية األخرى لهذا المنتج لشركة Qmedics وحدھا. تحتفظ شركة 
Qmedics بجميع الحقوق للمطالبة أو المقاضاة أو التماس سبل االنتصاف أمام السلطات القضائية 

في حالة حدوث انتهاك يتعلق بأي استخدام غير مصرح به أو سوء استخدام لحقوق الملكية الفكرية أو 
ھندسة عكسية متعلقة بهذا المنتج.

العربية

انتبه! اطلع على تعليمات االستخدام  

خالي من الالتكس

ُعقم بأكسيد اإليثيلين  

المعرف والتوافق مع السلك الدليلي
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY
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DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED
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USE BY
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

نمايندہ مجاز اروپا
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Моля, обърнете внимание!
Продуктът е опакован стерилен (стерилизация с етиленоксид), 
конструиран е за еднократна употреба и не трябва да се стерилизира 
повторно. Продуктът трябва да бъде съхраняван на хладно и сухо място, 
защитено от светлина. Този продукт не трябва да бъде използван, ако 
продук- тът или опаковката е повредена. Този продукт може да се 
използва само от лекар, запознат с неговото приложение. Това 
медицинско изделие е конструирано само за еднократна употреба. 
То не трябва да се преработва, почиства, дезинфекцира или 
стерилизира! След обработване, изделието вече е неподходящо 
за употреба и може да представлява биологичен риск както за 
пациента, така и за потре- бителя: поради състава на повърхността 
и конструкцията на изделието не може да се гарантира цялостна 
ефективност на почиства- нето след употреба и не може да бъде 
изключено заразяване в случай на повторна употреба на изделието. 
Повторната стерилизация може да увреди състава на повърхността и 
свойствата на използваните пластмасови материали.
В такъв случай оригиналната функция на изделието не може да бъде 
гарантирана.

Описание / Състав
Qmedics балонен катетър за PTA, 418 BDK / 535 BDK е катетър с двоен 
лумен с полуразтеглив балон. Балонните дилатационни катетри се използ- 
ват за разширяване на съдови стеснения.

Корпус на катетъра
Проксималният край на катетъра е оборудван с две съединения тип„Luer 
Lock“.
1. Съединението, обозначено с 0.018“ / 0.035“ е централният лумен (1), 

който служи за направляване на водача. Допустимият диаметър на 
водача е посочен на самото съединение.

2. „Балонното“ съединение служи за раздуване и изпускане на балона, 
наричан по нататък балонен лумен (2). Размерът на балона е посочен 
на самото съединение

Номинална дължина на балона = съответната дължина за дилатиране
- Дисталният край на корпуса на катетъра носи балона.
- Два рентген позитивни пръстена (4) показват номиналната дължина 

на балона (3).
- Найлоновият материал на полуразтегливия балон е конструиран за 

употреба при високо работно налягане (виж подробностите върху 
ети- кета).

- Балонът достига посочения диаметър при номинално налягане.
Забележка: Показанията, противопоказанията и приложението на по-
горе посоченото изделие трябва винаги да съответстват на действащите 
медицински стандарти. Указанията и препоръките на съответните 
специализирани медицински асоциации трябва да бъдат спазвани.

Показания
Qmedics балонен катетър за PTA, 418 BDK / 535 BDK е конструиран като 
дилатационен метод за съдови стенози (транслуминална ангиопластика).

Противопоказания
Стенози, които не могат да бъдат преминати с водача.

Възможни усложнения
Само лекар, запознат с възможните усложнения, може да работи с това 
изделие. Усложненията могат да настъпят във всеки момент в хода на 
процедурата или след нея. Възможните усложнения включват:
- Дисекация
-  Артерио-венозни фистули
-  Хематоми/Кръвоизливи
- Спазми
-  Емболизъм/Тромбози
- Алергия към контрастно вещество
- Инфекции/Сепсис
- Смърт
-  Аневризма

Предупреждение
-  Прилагайте рентгенов контрол в хода на цялата процедура.
- Балонните катетри за PTA не са подходящи за приложение в 

системата на централната кръвна циркулация (съгласно EО 
директива 93 / 42 / EИО, анекс IX Раздели 1.7. и 1.8.).

-  Засегнатата съдова зона трябва да бъде предпазена от преразтягане. 
Диаметърът на раздутия балон не трябва да превишава вътрешния 
диаметър на сегмента от съда преди стенозата.

Подготовка
- Проверете опаковката за повреда. Ако опаковката е повредена, то 

изделието не трябва да бъде използвано.
- Извадете изделието от опаковката като прилагате асептични методи 

и продължете да боравите асептично.
- Проверете изделието за повреда. Повредено изделие не трябва да 

бъде използвано.
- Проверете дали изделията, които не са от комплекта, са съвместими 

и прочетете внимателно техните инструкции за употреба.
- Дистално отстранете предпазното покритие на балона.

Регистриране
Моля да направите справка с брошури на Qmedics или етикетите на 
изделията за точни подробности относно по-горните изделия. Регистира- 
нето на данните за изделието се извършва с откъсващия се етикет 
(Таблица за пациента).

Подготовка  
Обезвъздушаване на балона
1. Свържете един дву- или трипътен кран (не е включен в комплекта) 

към съединението тип„Luer Lock“ на балонния лумен (2).
2. Поставете спринцовка и отворете дву- или трипътния кран. 

Осигурете спринцовка с достатъчен обем.
3. Използвайте спринцовката, за да се създаде негативно (хипобарно) 

налягане. Дисталният край на катетъра трябва да стои по-ниско от 
проксималния край на катетъра с прикачената спринцовка.

4. Затворете дву- или трипътния кран към страната на спринцовката. 
Вече можете да отстраните спринцовката, тъй като хипобарното 
наляга- не ще се запази. Повторете процеса на обезвъздушаване, ако 
желаете да сте сигурни, че целият въздух е бил отстранен от балона.

Позициониране на балона
5. Промийте централния лумен (1) със стерилен хепаринизиран 

физиологичен разтвор.
6. Въведете внимателно подготвения балонен катетър за PTA 

посредством система за въвеждане, като използвате предварително 
въведения водач. Водачът трябва да остане в централния лумен (1) в 
хода на цялата процедура.

7. Рентгенологично проследете позиционирането на балона в сегмента 
на съда предвиден за дилатиране. Пръстените маркери (4) върху 
кор- пуса на катетъра показват дължината на балона (3), като по 
този начин помагат за правилното поставяне в стенотичния съдов 
сегмент.

8. Върхът на водача трябва да се подава от дисталния край на 
катетъра (5).

Раздуване на балона
9. Раздуването трябва да се осъществи с помощта на спринцовка или в 

идеалния случай - с манометър. Нормално, физиологичният разтвор 
се смесва с контрастното вещество в съотношение 1:1

10. Поставете спринцовка (манометър) в дву- или трипътния кран. 
Уверете се, че целият въздух е бил отстранен от спринцовката.

11. Раздуйте балона, като инжектирате контрастно вещество. 
Поддържайте налягането в продължение на няколко секунди; 
въпреки това, не превишавайте номиналното налягане на пръсване, 
тъй като прекомерното налягане може да повреди материала на 
балона (виж етикета на изделието за номиналното налягане на 
пръсване и графиката на комплайънса).

Изпускане на балона
12. Изпуснете балона, като създадете вакуум.
Бавно изтеглете буталото на спринцовката. Задръжте за кратко 
време хипобарното налягане, така че контрастното вещество да има 
достатъчно време да изтече. По-големитебалониизискватповечевреме, 
задабъдатизпуснатинапълно. Акосеизползвапо-голямаспринцовка, по-
малковремеенеобходимо за изпразване на балона.

Отстраняване на PTA балонния катетър
13.  Изтеглете бавно назад балонния катетър. Леко завъртане на корпуса 

на катетъра ще улесни изтеглянето на балонния катетър през 
система за въвеждане. В случай че не сте в състояние да придвижите 
балонния катетър през системата за въвеждане, то извадете 
едновременно катетъра и систе- мата за въвеждане.

След това процедурата продължава според действащите 
медицински стандарти. 

Забележки за правилно боравене
- Колкото по-малък е диаметърът на спринцовката за раздуване, 

толкова по-високо е налягането за раздуване на балона.
- Ние препоръчваме употребата на манометър, за да се подържа 

точно работно налягане.
- Ако установите, че не сте в състояние да изтеглите обратно 

изпуснатия балон през системата за въвеждане, избутайте балона 
обратно в съда с 1 см през системата за въвеждане и след това 
повторете действието за изтегляне на катетъра. Леко завъртане 
на корпуса на катетъра може да улесни изтеглянето на балонния 
катетър през система за въвеждане.

- В случай че усетите съпротивление при изтегляне на балонния 
катетър през системата за въвеждане и при водача, всичките 
използвани материали трябва да бъдат извадени заедно като едно 
цяло, за да се предпази от увреждане съдът.

- В случай че разкъсване на балона предизвика спадане на налягането 
в процеса на раздуване, то балонът трябва внимателно да бъде 
изва- ден по водача, който се завърта леко в посока обратна на 
часовниковата стрелка.

Препоръчана медикация
Предоперативно, по време на операцията и след нея, медикацията трябва 
да започне в съответствие с предоставената информация от въпрос- ния 
производител и в съответствие с действащите медицински стандарти.

След употреба медицинските изделия могат да представляват 
биологичен риск. Те трябва да бъдат употребявани и изхвърляни 
само в съответствие с нормативните актове и позната практика.

ГАРАНЦИОННИ УСЛОВИЯ
Qmedics гарантира, че всички компоненти на този продукт са 
произведени, опаковани, тествани и стерилизирани без дефекти в 
изработката или материала. Всеки продукт е тестван преди опаковане. 
Qmedics ще подмени всички продукти с дефекти в направата или 
опаковката с нови, при решение на компетентна обвързваща съдебна 
инстанция. Поради биологичните особености на всеки индивид, никой 
продукт не е напълно ефективен във всички случаи. По тази причина 
и тъй като Qmedics не контролира условията, при които се използва 
продуктът след продажбата му, изборът на пациенти и начините на 
приложение, Qmedics се отказва от всички отговорности по отношение 
на продукта, явни или подразби- ращи се, включително, но без да се 
ограничават до тези за пригодност за продажба или друга цел. Qmedics 
не носи пряка или косвена отговор- ност за наранявания, увреждания 
или смърт на пациент поради използването на продукта, както и не 
носи пряка или косвена отговорност или задължения за наранявания, 
увреждания или смърт, които могат да възникнат от повторна употреба 
или стерилизиране.

ОГРАНИЧЕНИЯ НА ОТГОВОРНОСТИТЕ
Qmedics в никакъв случай не поема задължения за каквито и да е 
специални, произтичащи, косвени, допълнителни, случайни или 
наказателни щети, пропуснати ползи, невъзможност за реализиране на 
очаквани спестявания или други търговски или икономически загуби 
от какъвто и да било характер, произтичащи от неспазването на тези 
инструкции за употреба, включително неспазване на тук посочени 
предпазни мерки, предупреждения и/или препоръки.

OCHRANA DUŠEVNÍHO VLASTNICTVÍ
Всички търговски марки, лога, изобретения, ноу-хау, технологии, 
собствена информация и други права върху интелектуалната собственост 
за този продукт принадлежат единствено на Qmedics. Qmedics си 
запазва всички права да подава искове, да даде под съд и да търси 
обезщетения пред съдебните власти в случай на нарушения, свързани 
с неупълномощено или неправомерно използване на интелектуална 
собственост или обратен инженеринг по отношение на този продукт.

БЪЛГАРСКИ 

 ВНИМАНИЕ! ВИЖ ИНСТРУКЦИИТЕ ЗА УПОТРЕБА

БЕЗ ЛАТЕКС

 СТЕРИЛИЗАЦИЯ С ЕТИЛЕНОВ ОКСИД
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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ЕВРОПЕЙСКИ УПЪЛНОМОЩЕН ПРЕДСТАВИТЕЛ

Upozornění!
Tento výrobek je sterilně zabalen (je sterilizován ethylenoxidem), je určen pro 
jednorázové použití a nesmí být resterilizován. Výrobek musí být skladován 
na chladném a suchém místě a chráněn před světlem. Tento výrobek nesmí 
být používán, pokud je poškozen nebo pokud je poškozen jeho obal. Tento 
výrobek smí používat pouze lékař, který je obeznámen s jeho použitím. 
Tento zdravotnický prostředek je určen pouze k jednorázovému užití. 
Nesmí být znovu připravován k použití, čištěn, dezinfikován nebo 
sterilizován! Po opětovné přípravě k použití není výrobek nadále 
vhodný k použití a může znamenat biologické riziko pro pacienta i pro 
uživatele: vzhledem ke složení a konstrukci povrchu tohoto výrobku 
nelze zaručit plnou účinnost čištění po použití a vyloučit kontaminaci 
při opětovném použití výrobku. Resterilizace může poškodit složení 
povrchu a vlastnosti použitého plastu.
V takovém případě nelze zaručit původní funkci výrobku.

Popis / Složení
Balónkový katétr pro PTA Qmedics, 418 BDK / 535 BDK, je katétr s dvojitým 
lumen a částečně poddajným balónkem. Balónkové dilatační katétry se 
používají k dilataci zúžených cév.

Tělo katétru
Proximální konec katétru je opatřen dvěma konektory Luer Lock.
1. Konektor s označením 0.018“ / 0.035” vede do centrálního lumen (1), do 

kterého se zavádí vodicí drát. Vhodný průměr vodicího drátu je uveden 
na konektoru.

2. Konektor označený jako„balloon“ (balónek) slouží k plnění a 
vyprazdňování balónku; dále zde bude zmiňován jako konektor lumen 
balónku (2). Velikost balónku je uvedena na konektoru.

Jmenovitá délka balónku = délka relevantní pro dilataci
- Na distálním konci těla katétru je umístěn balónek.
-  Dvě prstencové značky (4), které jsou radiolucentní (průchodné pro 

rentgenové záření), označují jmenovitou délku balónku (3).
-  Částečně poddajný balónek je zhotoven z nylonu a je určen pro použití 

při vysokých pracovních tlacích (viz podrobnosti na štítku).
-  Balónek dosáhne specifikovaného průměru při jmenovitém tlaku.
Poznámka: Indikace, kontraindikace a použití výše zmíněného výrobku musí 
být vždy v souladu s aktuálními zdravotnickými standardy. Musí být dodr- 
žovány pokyny a doporučení příslušných profesních sdružení specialistů.

Indikace
Balónkový katétr pro PTA Qmedics, 418 BDK / 535 BDK, je určen k dilataci 
cévních stenóz metodou zvanou transluminální angioplastika.

Kontraindikace
Stenózy, kterými nelze protáhnout vodicí drát.

Možné komplikace
Tento výrobek smí používat pouze lékař, který je obeznámen s možnými 
komplikacemi. Komplikace se mohou objevit jak v průběhu zákroku, tak i po 
jeho skončení. Mezi možné komplikace patří:
- disekce,
-  arteriovenózní píštěle,
-  hematom/krvácení,
-  spazmy,
-  embolie/trombózy,
-  alergie na kontrastní látku,
-  infekce/sepse,
-  úmrtí,
-  aneurysma.

Upozornění
-  Celý postup provádějte pod rentgenovou kontrolou.
-  Balónkové katétry pro PTA nejsou vhodné k použití v centrálním 

oběhovém systému (podle směrnice ES 93/42/EHS, přílohy IX, bodů 
1.7. a 1.8.).

-  Příslušnou oblast cévy je nutné chránit před nadměrným napínáním. 
Průměr naplněného balónku nesmí být větší než vnitřní průměr 
segmentu cévy před stenózou.

Příprava
- Zkontrolujte, zda balení není poškozeno. Výrobek, jehož balení je 

poškozeno, nesmí být použit.
-  Vyjměte výrobek z obalu za použití aseptických metod a také nadále s 

ním manipulujte asepticky.
-  Zkontrolujte, zda výrobek není poškozen. Poškozený výrobek nesmí být 

dále používán.
-  Ověřte, že používané produkty, které nepatří k této soupravě, jsou 

s touto soupravou kompatibilní, a pečlivě si přečtěte návod k jejich 
použití.

-  Distálně sejměte z balónku ochranný obal.

Registrace
Podrobnosti o výše zmíněných výrobcích naleznete v brožurách firmy 
Qmedics nebo na štítcích výrobků. Registrace údajů o výrobku se provádí 
pomocí odtrhávacího štítku na obalu (graf pacienta).

Příprava  
Odvzdušnění balónku
1. Připojte jeden dvoucestný nebo trojcestný uzavírací kohout (není 

součástí soupravy) ke konektoru Luer Lock na vstupu do lumen 
balónku (2).

2. Pomocí stříkačky otevřete dvoucestný nebo trojcestný uzavírací 
kohout. Stříkačka musí mít dostatečný objem.

3. Pomocí stříkačky vytvořte negativní tlak (podtlak). Distální konec 
katétru je nutno držet níže než jeho proximální konec (se stříkačkou 
stále na svém místě).

4. Zavřete dvoucestný nebo trojcestný uzavírací kohout na straně 
stříkačky. Poté můžete stříkačku odstranit, protože podtlak bude 
zachován. Aby bylo jisté, že z balónku byl odstraněn všechen vzduch, 
opakujte odvzdušnění.

Zavedení balónku
5. Propláchněte centrální lumen (1) sterilním heparinizovaným 

fyziologickým roztokem.
6. Plášťovým zavaděčem opatrně zaveďte připravený balónkový katétr 

pro PTA s použitím dříve implantovaného vodicího drátu. Vodicí drát 
zůstane v centrálním lumen (1) během celého postupu.

7. Polohu balónku v cévním segmentu, který chcete dilatovat, kontrolujte 
pomocí rentgenu. Prstencové značky (4) na těle katétru ukazují délku 
balón- ku (3) a označují správnou polohu ve zúženém segmentu cévy.

8. Hrot vodicího drátu musí vyčnívat z distálního konce katétru (5).

Naplnění balónku
9. K plnění balónku použijte stříkačku; v ideálním případě použijte 

manometr. Za normálních okolností se ke kontrastní látce přidává 
fyziologický roztok v poměru 1 : 1.

10. Připojte stříkačku (manometr) ke dvoucestnému nebo trojcestnému 
uzavíracímu kohoutu. Ujistěte se, že byl ze stříkačky odstraněn všechen 
vzduch.

11. Naplňte balónek vstříknutím kontrastní látky. Udržujte tlak po dobu 
několika sekund, nepřekračujte však maximální spolehlivý plnicí tlak, 
protože nadměrný tlak by mohl poškodit materiál balónku (údaj 
o maximálním spolehlivém plnicím tlaku (RBP) a graf poddajnosti 
naleznete na štítku výrobku).

Vyprázdnění balónku
12. Vyprázdněte balónek vytvořením podtlaku.
Pomalu vytahujte píst stříkačky. Krátce udržujte podtlak, aby mohla 
kontrastní látka zcela vytéci. Větší balónky potřebují k úplnému vyprázdnění 
delší dobu. Čím větší stříkačku použijete, tím kratší doba je potřebná k 
vyprázdnění balónku.

Vytažení balónkového katétru pro PTA
13.  Pomalu vytahujte balónkový katétr. Mírné pootáčení tělem katétru 

usnadní vytažení balónkového katétru plášťovým zavaděčem. Jestliže 
není mož- né vytáhnout balónkový katétr plášťovým zavaděčem, 
vytáhněte katétr a plášťový zavaděč společně.

Další postup podle aktuálních zdravotnických standardů. 

Poznámky ke správné manipulaci
- Čím menší je průměr použité stříkačky, tím vyšší tlak je třeba použít k 

naplnění balónku.
-  Aby bylo možné udržet přesný pracovní tlak, doporučujeme použít 

manometr.
-  Jestliže zjistíte, že vyprázdněný balónek nelze protáhnout plášťovým 

zavaděčem, zatlačte balónek plášťovým zavaděčem o 1 cm zpět do 
cévy a pak opakujte vytahování katétru. Mírné pootáčení tělem katétru 
může usnadnit průchod katétru plášťovým zavaděčem.

- Jestliže se při vytahování balónkového katétru skrz plášťový zavaděč 
nebo po vodicím drátu setkáte s odporem, bude třeba vytáhnout 
všechny použité materiály společně, aby nedošlo k poškození cévy.

-  Jestliže v důsledku prasknutí balónku při plnění dojde k poklesu tlaku, 
je třeba balónek opatrně vytáhnout po vodicím drátu při mírném 
pootáčení proti směru hodinových ručiček.

Doporučená medikace
Medikaci před zákrokem, během zákroku a po zákroku je třeba zahájit v 
souladu s informacemi poskytnutými příslušným výrobcem a aktuálními 
lé- čebnými standardy.

Použité zdravotnické prostředky mohou znamenat biologické riziko. 
Musí být používány a zlikvidovány výhradně v souladu se zákonnými 
předpisy a uznávanými postupy.

ZÁRUČNÍ PODMÍNKY
Společnost Qmedics zaručuje, že každá součást tohoto výrobku byla 
vyrobena, zabalena, testována a sterilizována bez vad provedení či materiálu. 
Každý výrobek byl před zabalením testován. Na základě rozhodnutí 
kompetentního pravomocného soudu společnost Qmedics vymění jakýkoli 
výrobek s výrobní vadou nebo vadou obalu za nový. Vzhledem k biologickým 
odchylkám mezi různými jedinci není žádný výrobek v žádném případě 
100% účinný. Z tohoto důvodu a vzhledem k tomu, že společnost Qmedics 

nemá žádnou kontrolu nad podmínkami, za kterých bude výrobek po 
prodeji používán, na výběr pacientů ani na metody jeho použití, zříká se 
společnost Qmedics veškerých záruk za výrobek, ať již výslovných nebo 
předpokládaných, včetně záruk obchodovatelnosti nebo použitelnosti k 
určitému účelu, avšak bez omezení na výše uvedené. Společnost Qmedics 
nenese přímou ani nepřímou zodpovědnost za poranění či poškození nebo 
ztráty, způsobené kterékoli osobě v důsledku použití výrobku, ani společnost 
Qmedics nenese přímou či nepřímou zodpovědnost či povinnost poskytnout 
náhrady za poranění, poškození nebo ztráty, které mohou být způsobeny 
opětovnou sterilizací a opětovným použitím.

OMEZENÍ ODPOVĚDNOSTI
Společnost Qmedics nebude v žádném případě zodpovědná za žádné 
zvláštní, následné, nepřímé, vedlejší, náhodné nebo sankční škody či ušlé 
zisky nebo za neschopnost realizovat očekávané úspory či jiné obchodní 
nebo ekonomické ztráty jakéhokoli druhu, vzniklé v důsledku nedodržení 
tohoto návodu k použití, včetně nedodržení kteréhokoli bezpečnostního 
opatření, varování a/nebo doporučení zmíněného v tomto dokumentu.

OCHRANA DUŠEVNÍHO VLASTNICTVÍ
Všechny ochranné známky, loga, vynálezy, know-how, technologie, 
informace chráněné vlastnickými právy a jiná práva na duševní vlastnictví 
vztahující se k tomuto produktu náležejí výhradně společnosti Qmedics. 
Společnost Qmedics si vyhrazuje všechna práva požadovat, soudně 
vymáhat či vymáhat náhradu prostřednictvím soudních orgánů v případě 
jejich porušení, jako je neoprávněné užití nebo zneužití práv k duševnímu 
vlastnictví, nebo v případě reverzního inženýrství v souvislosti s výrobkem.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
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Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
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Only doctors familiar with the possible complications may apply this 
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- Contrast medium allergy
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- Death
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- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.
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details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).
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Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).
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9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
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so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
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Removing the PTA Balloon Catheter
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Further procedure according to current medical standards. 
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the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
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The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.
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1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY
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 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTHDÉLKA BALÓNKU

AUTORIZOVANÝ ZÁSTUPCE PRO EVROPSKOU UNII



16 17

Παρακαλώ σημειώστε!
Το προϊόν είναι αποστειρωμένα συσκευασμένο (αποστείρωση EO), 
σχεδιασμένο για μία χρήση και δεν πρέπει να αποστειρωθεί εκ νέου. Το 
προϊόν πρέπει να φυλάσσεται σε δροσερό, ξηρό μέρος και να προστατεύεται 
από το φως. Αυτό το προϊόν δεν πρέπει να χρησιμοποιείται σε περίπτωση 
που το προϊόν ή η συσκευασία είναι κατεστραμμένα. Μόνο ένας γιατρός 
εξοικειωμένος με την εφαρμογή του μπορεί να χρησιμοποιήσει αυτό 
το προϊόν. Αυτό το ιατρικό προϊόν έχει σχεδιαστεί μόνο για μία χρήση. 
Δεν πρέπει να επανεπεξεργαστεί, να καθαριστεί, να απολυμανθεί ή να 
αποστειρωθεί! Μετά την επανεπεξεργασία, το προϊόν δεν είναι πλέον 
κατάλληλο για χρήση και μπορεί να συνιστά βιολογικό κίνδυνο τόσο για 
τον ασθενή όσο και για τον χρήστη: λόγω της επιφανειακής σύνθεσης 
και του σχεδιασμού του προϊόντος, δεν είναι εγγυημένη η πλήρης 
αποτελεσματικότητα του καθαρισμού μετά τη χρήση και δεν μπορεί να 
αποκλειστεί η μόλυνση εάν το προϊόν επαναχρησιμοποιηθεί. Η εκ νέου 
αποστείρωση μπορεί να επηρεάσει την επιφανειακή σύνθεση και τις 
ιδιότητες του υλικού των πλαστικών που χρησιμοποιούνται.
Σε αυτή την περίπτωση δεν είναι εγγυημένη η αρχική λειτουργία του 
προϊόντος.

Περιγραφή/Σύνθεση
Ο καθετήρας μπαλονιού PTA Qmedics, 418 BDK/535 BDK είναι ένας καθετήρας 
διπλού αυλού με ημισυμμορφούμενο μπαλόνι. Οι καθετήρες διαστολής με 
μπαλόνι χρησιμοποιούνται για τη διαστολή των αγγειακών συστολών.

Άξονας καθετήρα
Το εγγύς άκρο του καθετήρα είναι εξοπλισμένο με δύο συνδέσεις Luer Lock.
1. Η σύνδεση με την ένδειξη 0,018”/0,035” είναι ο κεντρικός αυλός (1) 

που χρησιμεύει ως καθοδήγηση για το οδηγό σύρμα. Η επιτρεπόμενη 
διάμετρος του σύρματος οδηγού υποδεικνύεται επάνω στην ίδια τη 
σύνδεση.

2. Η σύνδεση ”μπαλόνι” στοχεύει στο φούσκωμα και το ξεφούσκωμα του 
μπαλονιού, εφεξής καλούμενο αυλός μπαλονιού (2). Το μέγεθος του 
μπαλονιού υποδεικνύεται επάνω στην ίδια τη σύνδεση.

Ονομαστικό μήκος μπαλονιού = σχετικό μήκος διαστολής
- Το άπω άκρο του άξονα του καθετήρα συγκρατεί το μπαλόνι.
- Δύο ακτινοδιαυγαστικοί δακτύλιοι δείκτη (4) δείχνουν το ονομαστικό 

μήκος του μπαλονιού (3).
- Το νάιλον υλικό του ημισυμμορφούμενου μπαλονιού έχει σχεδιαστεί για 

χρήση σε υψηλή πίεση εργασίας (δείτε λεπτομέρειες στην ετικέτα).
- Το μπαλόνι φτάνει την καθορισμένη διάμετρό του στην ονομαστική 

πίεση.
Σημείωση: Οι ενδείξεις, οι αντενδείξεις και η εφαρμογή του παραπάνω 
προϊόντος πρέπει πάντα να συμμορφώνονται με τα ισχύοντα ιατρικά πρότυπα. 
Πρέπει να τηρούνται οι κατευθυντήριες γραμμές και οι συστάσεις των 
σχετικών ειδικευμένων ιατρικών ενώσεων.

Ενδείξεις
Ο καθετήρας μπαλονιού PTA Qmedics, 418 BDK/535 BDK έχει σχεδιαστεί ως 
μέθοδος διαστολής για αγγειακές στενώσεις (διαυλική αγγειοπλαστική).

Αντενδείξεις
Στενώσεις που δεν μπορούν να περαστούν από το σύρμα οδηγό.

Πιθανές επιπλοκές
Μόνο γιατροί εξοικειωμένοι με τις πιθανές επιπλοκές θα πρέπει να εφαρμόζουν 
αυτό το προϊόν. Επιπλοκές μπορεί να προκύψουν οποιαδήποτε στιγμή κατά τη 
διάρκεια ή μετά τη διαδικασία. Οι πιθανές επιπλοκές περιλαμβάνουν:
- Ανατομή
- Αρτηριακά-φλεβικά συρίγγια
- Αιμάτωμα/Αιμορραγία
- Σπασμοί
- Εμβολισμοί/Θρομβώσεις
- Αλλεργία στο σκιαγραφικό μέσο
- Λοιμώξεις/σήψη
- Θάνατος
- Ανεύρυσμα

Προσοχή
-  Χρησιμοποιήστε παρακολούθηση ακτίνων Χ σε όλη τη διαδικασία.
- Οι καθετήρες μπαλονιού PTA δεν είναι κατάλληλοι για εφαρμογή στο 

κεντρικό σύστημα κυκλοφορίας του αίματος (σύμφωνα με την Οδηγία 
ΕΚ 93/42/ΕΟΚ, Παράρτημα IX, Ενότητες 1.7 και 1.8.).

- Πρέπει να αποφεύγεται η υπερβολική έκταση της σχετικής περιοχής 
του αγγείου. Η διάμετρος του φουσκωμένου μπαλονιού δεν πρέπει να 
υπερβαίνει την εσωτερική διάμετρο του προστενωτικού τμήματος του 
αγγείου.

Προετοιμασία
- Ελέγξτε τη συσκευασία για ζημιά. Εάν η συσκευασία είναι 

κατεστραμμένη, το προϊόν δεν πρέπει να χρησιμοποιείται.
- Αφαιρέστε το προϊόν από τη συσκευασία χρησιμοποιώντας ασηπτικές 

μεθόδους και συνεχίστε να το χειρίζεστε ασηπτικά.
- Ελέγξτε το προϊόν για ζημιά. Ένα κατεστραμμένο προϊόν δεν πρέπει 

πλέον να χρησιμοποιηθεί.
- Βεβαιωθείτε ότι τα προϊόντα που δεν ανήκουν στο σετ είναι συμβατά και 

διαβάστε προσεκτικά τις οδηγίες χρήσης τους.
- Αφαιρέστε απώτατα το προστατευτικό κάλυμμα του μπαλονιού.

Καταχώρηση
Ανατρέξτε στα φυλλάδια Qmedics ή στις ετικέτες των προϊόντων για τις 
ακριβείς λεπτομέρειες των παραπάνω προϊόντων. Η καταχώριση των 
δεδομένων του προϊόντος πραγματοποιείται στην αποκολλούμενη ετικέτα της 
συσκευασίας (Διάγραμμα ασθενούς).

Προετοιμασία 
Απαέρωση του μπαλονιού
1. Συνδέστε μία στρόφιγγα δύο ή τριών κατευθύνσεων (δεν περιλαμβάνεται 

στο κιτ) στη σύνδεση Luer Lock του αυλού του μπαλονιού (2).
2. Εφαρμόστε μια σύριγγα και ανοίξτε τη στρόφιγγα δύο ή τριών 

κατευθύνσεων. Εξασφαλίστε την επαρκή ποσότητα της σύριγγας.
3. Χρησιμοποιήστε τη σύριγγα για να τροφοδοτήσετε αρνητική 

(υποβαρική) πίεση. Το άπω άκρο του καθετήρα πρέπει να διατηρείται 
χαμηλότερα από το εγγύς άκρο του καθετήρα με τη σύριγγα σε 
εφαρμογή.

4. Κλείστε τη στρόφιγγα δύο ή τριών κατευθύνσεων στο πλάι της σύριγγας. 
Στη συνέχεια, μπορείτε να αφαιρέσετε τη σύριγγα, καθώς η υποβαρική 
πίεση θα διατηρηθεί. Επαναλάβετε τη διαδικασία απαέρωσης εάν θέλετε 
να βεβαιωθείτε ότι αφαιρέθηκε όλος ο αέρας από το μπαλόνι.

Τοποθέτηση του μπαλονιού
5. Ξεπλύνετε τον κεντρικό αυλό (1) με στείρο ηπαρινοποιημένο διάλυμα 

φυσιολογικού ορού.
6. Εισαγάγετε προσεκτικά τον προετοιμασμένο καθετήρα μπαλονιού 

PTA μέσω θηκαρίου εισαγωγής χρησιμοποιώντας προηγουμένως 
εμφυτευμένο σύρμα οδηγό. Ένα σύρμα οδηγός πρέπει να παραμείνει 
στον κεντρικό αυλό (1) για όλη τη διάρκεια της διαδικασίας.

7. Ακτινογραφικά ελέγξτε τη θέση του μπαλονιού στο τμήμα του αγγείου 
που προορίζεται για διαστολή. Οι δακτύλιοι δείκτη (4) στον άξονα του 
καθετήρα υποδεικνύουν το μήκος του μπαλονιού (3) και ως εκ τούτου 
στοχεύουν στη σωστή τοποθέτηση στο τμήμα των στενωτικών αγγείων.

8. Το άκρο του σύρματος οδηγού πρέπει να προεξέχει από το άπω άκρο 
του καθετήρα (5).

Φούσκωμα του μπαλονιού
9. Το φούσκωμα θα πρέπει να επιτευχθεί χρησιμοποιώντας μια σύριγγα 

ή ιδανικά ένα μανόμετρο. Κανονικά, διάλυμα φυσιολογικού ορού 
προστίθεται στο σκιαγραφικό μέσο σε αναλογία 1:1.

10. Συνδέστε τη σύριγγα (μετρητής πίεσης) στη στρόφιγγα δύο ή τριών 
κατευθύνσεων. Βεβαιωθείτε ότι αφαιρέθηκε όλος ο αέρας από τον όγκο 
της σύριγγας.

11. Φουσκώστε το μπαλόνι εγχύοντας σκιαγραφικό μέσο. Διατηρήστε 
την πίεση για αρκετά δευτερόλεπτα. Ωστόσο, μην υπερβαίνετε την 
ονομαστική πίεση ρήξης καθώς η υπερβολική πίεση μπορεί να 
προκαλέσει ζημιά στο υλικό του μπαλονιού (δείτε ετικέτα προϊόντος για 
RBP και διάγραμμα συμμόρφωσης).

Ξεφούσκωμα του μπαλονιού
12. Ξεφουσκώστε το μπαλόνι δημιουργώντας κενό.
Αφαιρέστε αργά το έμβολο της σύριγγας. Διατηρήστε για λίγο την υποβαρική 
πίεση έτσι ώστε το σκιαγραφικό μέσο να έχει χρόνο για να απομακρυνθεί 
εντελώς. Τα μεγαλύτερα μπαλόνια χρειάζονται περισσότερο χρόνο για να 
ξεφουσκωθούν πλήρως. Όσο μεγαλύτερη είναι η σύριγγα που χρησιμοποιείται, 
τόσο λιγότερος ο χρόνος που καταναλώνεται για την εκκένωση του μπαλονιού.

Αφαίρεση του καθετήρα μπαλονιού PTA
13.  Τραβήξτε αργά τον καθετήρα μπαλονιού. Η ελαφριά περιστροφή 

του άξονα του καθετήρα θα διευκολύνει το τράβηγμα του καθετήρα 
μπαλονιού μέσω του θηκαρίου εισαγωγής. Σε περίπτωση που δεν 
μπορείτε να μετακινήσετε τον καθετήρα μπαλονιού μέσω του θηκαρίου 
εισαγωγής, αφαιρέστε από κοινού τον καθετήρα και το περίβλημα 
εισαγωγής.

Περαιτέρω διαδικασία σύμφωνα με τα ισχύοντα ιατρικά πρότυπα.

Σημειώσεις για το σωστό χειρισμό
- Όσο μικρότερη είναι η διάμετρος της χρησιμοποιούμενης σύριγγας, 

τόσο υψηλότερη είναι η πίεση για φούσκωμα του μπαλονιού.
- Συνιστούμε να χρησιμοποιήσετε ένα μανόμετρο για να διατηρήσετε μια 

ακριβή πίεση λειτουργίας.
- Εάν δεν μπορείτε να τραβήξετε προς τα πίσω το ξεφουσκωμένο μπαλόνι 

μέσω του θηκαριού, σπρώξτε το μπαλόνι πίσω στο αγγείο για 1 cm μέσω 
του θηκαρίου εισαγωγής και, στη συνέχεια, επαναλάβετε τη διαδικασία 
επαναφοράς του καθετήρα. Η ελαφριά περιστροφή του άξονα του 
καθετήρα μπορεί να διευκολύνει τη διέλευση του καθετήρα μέσω του 
θηκαρίου εισαγωγής.

- Σε περίπτωση που αντιμετωπίσετε αντίσταση όταν τραβήξετε προς τα 
πίσω τον καθετήρα μπαλονιού μέσω του θηκαριού ή μέσω του σύρματος 
οδηγού, όλα τα χρησιμοποιούμενα υλικά πρέπει να αφαιρεθούν από 
κοινού για να προστατευθούν από τη φθορά του αγγείου.

- Σε περίπτωση που μια ρήξη του μπαλονιού προκαλέσει πτώση της 
πίεσης κατά το φούσκωμα του μπαλονιού, το μπαλόνι πρέπει να 
αφαιρεθεί προσεκτικά μέσω του σύρματος οδηγού που περιστρέφεται 
ελαφρώς αριστερόστροφα.

Προτεινόμενη φαρμακευτική αγωγή
Η προεγχειρητική, ενδοεγχειρητική και μετεγχειρητική φαρμακευτική αγωγή 
πρέπει να ξεκινά σύμφωνα με τις πληροφορίες που παρέχονται από τον εν 
λόγω κατασκευαστή και με τα ισχύοντα ιατρικά πρότυπα.

Τα ιατρικά προϊόντα μπορεί να αποτελούν βιολογικό κίνδυνο μετά τη 
χρήση. Πρέπει να χρησιμοποιούνται και να απορρίπτονται μόνο σύμφωνα 
με τους νόμους και την αναγνωρισμένη πρακτική.

ΟΡΟΙ ΕΓΓΥΗΣΗΣ
Η Qmedics εγγυάται ότι κάθε συστατικό αυτού του προϊόντος έχει 
κατασκευαστεί, συσκευαστεί, δοκιμαστεί και αποστειρωθεί χωρίς οποιοδήποτε 
ελάττωμα στην κατασκευή ή το υλικό του. Κάθε προϊόν έχει δοκιμαστεί 
πριν από τη συσκευασία. Η Qmedics ανταλλάσσει οποιοδήποτε προϊόν με 
ελαττώματα κατασκευής ή συσκευασίας με καινούργιο κατόπιν απόφασης 
αρμόδιας δεσμευτικής δικαστικής αρχής. Λόγω βιολογικών διαφορών 
μεταξύ ατόμων, κανένα προϊόν δεν είναι 100% αποτελεσματικό σε κάθε 
περίπτωση. Ως εκ τούτου, και δεδομένου ότι η Qmedics δεν έχει κανέναν 
έλεγχο επί των συνθηκών υπό τις οποίες το προϊόν χρησιμοποιείται μετά την 
πώληση, την επιλογή των ασθενών και τις μεθόδους εφαρμογής. Η Qmedics 
αρνείται όλες τις εγγυήσεις σχετικά με το προϊόν, εκφρασμένες ή σιωπηρές, 
συμπεριλαμβανομένων, χωρίς περιορισμό, αυτών της εμπορευσιμότητας, 
καταλληλότητας για συγκεκριμένο σκοπό. Η Qmedics δεν ευθύνεται άμεσα ή 
έμμεσα για τυχόν τραυματισμό ή ζημία ή απώλεια οποιουδήποτε ατόμου που 
προκύπτει από τη χρήση του προϊόντος, ούτε η Qmedics είναι υπεύθυνη ή 
ευθύνη, άμεσα ή έμμεσα, για τυχόν τραυματισμό, ζημιά ή απώλεια που μπορεί 
να προκύψει απόχρήση ή εκ νέου αποστείρωση.

ΠΕΡΙΟΡΙΣΜΟΙ ΕΥΘΥΝΗΣ
Σε καμία περίπτωση η Qmedics δεν θα φέρει ευθύνη για τυχόν ειδικές, 
επακόλουθες, έμμεσες, παράπλευρες, τυχαίες ή τιμωρητικές ζημίες ή απώλεια 
κερδών ή αποτυχία πραγματοποίησης αναμενόμενων αποταμιεύσεων ή άλλης 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE
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STERILISATION WITH ETHYLENE OXIDE
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employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Napomena!
Proizvod se nalazi u sterilnom pakiranju (sterilizacija etilen oksidom), 
osmišljen je za jednokratnu uporabu i ne smije se ponovo sterilizirati. 
Proizvod se mora čuvati na hladnom i suhom mjestu, zaštićen od svjetlosti. 
Ovaj se proizvod ne smije koristiti ako su proizvod ili pakiranje oštećeni. 
Samo liječnik upoznat s primjenom proizvoda smije koristiti ovaj 
proizvod. Ovaj medicinski proizvod osmišljen je samo za jednokratnu 
uporabu. Ne smije ga se reprocesirati, čistiti, dezinficirati ili sterilizirati! 
Nakon reprocesiranja, proizvod više nije prikladan za uporabu i može 
predstavljati biološki rizik za pacijenta i korisnika: zbog sastava 
površine i dizajna proizvoda ne može se jamčiti potpuna učinkovitost 
čišćenja nakon uporabe i ne može se isključiti kontaminacija ako se 
proizvod ponovo iskoristi. Ponovna sterilizacija može utjecati na sastav 
površine i materijalna svojstva korištene plastike.
U tom se slučaju originalna funkcija proizvoda ne može jamčiti.

Opis / Sastav
Qmedics PTA balonski kateter, 418 BDK / 535 BDK je kateter s dva lumena i 
polurastezljivim balonom. Balonskim kateterima se služi za širenje krvožilnih 
suženja.

Osovina katetera
Proksimalni kraj katetera opremljen je dvama Luer Lock priključcima.
1. Priključak označen s 0.018” / 0.035” je središnji lumen (1) koji služi za 

usmjeravanje žice vodilice. Dozvoljeni promjer žice vodilice naveden je 
na samom priključku.

2. Balonski priključak služi za napuhivanje i ispuhivanje balona, u 
daljnjem tekstu balonski lumen (2). Veličina balona navedena je na 
samom priključak.

Nominalna dužina balona = relevantna dužina za dilataciju
- Na distalnom kraju osovine katetera nalazi se balon.
-  Dva radiopropusna prstena markera (4) označavaju nominalnu dužinu 

balona (3).
-  Najlonski materijal polurastezljivog balona dizajniran je za rad pri 

visokom pritisku (detalje pronađite na etiketi).
- Balon doseže svoj navedeni promjer pri nominalnom pritisku.
Napomena: Indikacije, kontraindikacije i primjena prethodno opisanog 
proizvoda moraju uvijek udovoljavati trenutačnim medicinskim standardima. 
Moraju se poštivati upute i preporuke relevantnih specijalističkih medicinskih 
udruga.

Indikacije
Qmedics PTA balonski kateter, 418 BDK / 535 BDK osmišljen je kao metoda 
širenja vaskularnih stenoza (transluminalna angioplastika).

Kontraindikacije
Stenoze kroz koje ne može proći žica vodilica.

Moguće komplikacije
Samo liječnici upoznati s mogućim komplikacijama mogu koristiti ovaj 
proizvod. Komplikacije se mogu dogoditi u bilo koje vrijeme tijekom ili 
nakon postupka. Moguće komplikacije su:
- Disekcija
-  Arterijskovenske fistule
-  Hematom/krvarenje
-  Grčevi
-  Embolije/tromboze
-  Alergija na kontrastno sredstvo
- Infekcije/sepsa
- Smrt
-  Aneurizma

Oprez
-  Služite se rendgenskim nadgledanjem tijekom cijelog postupka.
- PTA balonski kateteri nisu prikladni za primjenu u središnjem 

krvožilnom sustavu (prema Direktivi Vijeća 93 / 42 / EEZ, Prilog IX, 
Odjeljci 1.7. i 1.8.).

- Područje žile na kojem se operira ne smije se previše rastegnuti. 
Promjer napuhanog balona ne smije prekoračiti unutarnji promjer 
segmenta žile prije stenoze.

Priprema
- Provjerite je li pakiranje oštećeno. Ako je pakiranje oštećeno, proizvod 

se ne smije koristiti.
-  Aseptično izvadite proizvod iz pakiranja i nastavite se koristiti njime 

aseptično.
- Provjerite je li proizvod oštećen. Oštećeni proizvod više se ne smije 

koristiti.
- Provjerite jesu li proizvodi koji ne pripadaju kompletu kompatibilni i 

pažljivo pročitajte upute za uporabu.
- Distalno uklonite zaštitni sloj balona.

Registracija
Molimo pogledajte brošure Qmedics ili oznake proizvoda za precizne detalje 
o prethodno opisanim proizvodima. Registracija podataka o proizvodu 
moguća je preko etikete na pakiranju koju možete otkinuti (Tablica o 
pacijentu).

Priprema  
Odzračivanje balona
1. Spojite jedan dvosmjerni ili trosmjerni pipac (nije uključen u komplet) 

na Luer Lock priključak balonskog lumena (2).
2. Primijenite štrcaljku i otvorite dvosmjerni ili trosmjerni pipac. 

Osigurajte dostatan volumen štrcaljke.
3. štrcaljkom unesite negativan pritisak (ispod normalnog). Distalni kraj 

katetera držite niže od proksimalnog kraja katetera dok primjenjujete 
štrcaljku.

4. Zatvorite dvosmjerni ili trosmjerni pipac sa strane štrcaljke. Budući da 
će se negativni pritisak održati, slobodno uklonite štrcaljku. Ponovite 
postupak odzračivanja ako želite biti sigurni da ste uklonili sav zrak iz 
balona.

Namještanje balona
5. Isperite središnji lumen (1) sterilnom heparinskom fiziološkom slanom 

otopinom.
6. Pažljivo umetnite pripremljeni PTA balonski kateter kroz omotač 

uvodnice koristeći prethodno unesenu žicu vodilicu. Žica vodilica 
ostaje u središ- njem lumenu (1) tijekom cijeloga postupka.

7. Radiografski kontrolirajte namještanje balona u segmentu žile koji 
namjeravate proširiti. Prsteni markeri (4) na osovini katetera označavaju 
dužinu balona (3) i tako usmjeravaju na ispravno namještanje u 
segmentu žile sa stenozom.

8. Vrh žice vodilice mora izvirivati iz distalnog kraja katetera (5).

Napuhivanje balona
9. Napuhivanje se mora izvesti štrcaljkom ili, idealno, manometrom. 

Normalno se fiziološka slana otopina dodaje kontrastnom sredstvu u 
omjeru 1:1.

10. Spojite štrcaljku (manometar) na dvosmjerni ili trosmjerni pipac. 
Provjerite je li sav zrak uklonjen iz volumena štrcaljke.

11. Napušite balon ubrizgavajući kontrastno sredstvo. Održite pritisak 
nekoliko sekundi; ali ne nadilazite maksimalni dozvoljeni pritisak jer 
prekomjerni pritisak može oštetiti materijal balona (pogledajte tablicu 
maksimalnog dozvoljenog pritiska i rastezljivosti na etiketi proizvoda).

Ispuhivanje balona
12. Ispušite balon stvarajući vakuum.
Polako uklonite klip štrcaljke. Nakratko održite negativni pritisak kako bi 
kontrastno sredstvo imalo dovoljno vremena da potpuno istekne van. Veći 
baloni trebaju više vremena kako bi se potpuno ispuhali. što se veća štrcaljka 
koristi, manje se vremena potroši na pražnjenje balona.

Uklanjanje PTA balonskog katetera
13.  Polako izvucite balonski kateter. Blago okretanje osovine katetera 

omogućit će izvlačenje balonskog katetera kroz omotač uvodnice. U 
slučaju da ne možete izvući balonski kateter kroz omotač uvodnice, 
skupa izvucite kateter i omotač uvodnice.

Daljnje procedure prema trenutačnim medicinskim standardima. 

Napomene o ispravnom rukovanju
- što je manji promjer korištene štrcaljke, veći je pritisak za napuhivanje 

balona.
- Preporučujemo korištenje manometra za održavanje točnog radnog 

pritiska.
-  Ako ne možete izvući ispuhani balon kroz uvodnicu, vratite balon 1 cm 

natrag u žilu kroz omotač uvodnice, a zatim ponovite proces izvlačenja 
katetera. Blago okretanje osovine katetera može olakšati izvlačenje 
katetera kroz omotač uvodnice.

- Ako naiđete na otpor pri izvlačenju balonskog katetera kroz uvodnicu 
ili putem žice vodilice, potrebno je zajedno ukloniti sve iskorištene 
materijale kako bi se spriječilo oštećenje žile.

- U slučaju da puknuće balona uzrokuje pad pritiska dok napuhujete 
balon, balon treba oprezno ukloniti putem žice vodilice koja je blago 
okrenuta ulijevo.

Preporučeni lijekovi
Lijekovi prije, tijekom i poslije operacije daju se u skladu s dostupnim 
informacijama proizvođača u pitanju i u skladu s trenutačnim medicinskim 
stan- dardima.

Medicinski proizvodi mogu predstavljati biološki rizik nakon uporabe. 
Trebaju se koristiti i odlagati samo u skladu sa zakonskim propisimai 
priznatom praksom.

UVJETI JAMSTVA
Qmedics jamči da je svaki dio ovog proizvoda proizveden, pakiran, testiran 
i steriliziran bez ikakvog oštećenja izvedbe ili materijala. Svaki je proizvod 
testiran prije pakiranja. Qmedics će zamijeniti novim svaki proizvod s 
oštećenjem/oštećenjima u proizvodnji ili pakiranju na temelju odluke 
nadležnog obvezujućeg pravosudnog tijela. Zbog bioloških razlika među 
pojedincima nijedan proizvod nije 100% učinkovit u svakom slučaju. Stoga, 
i budući da Qmedics ne nadzire uvjete u kojima se proizvod koristi nakon 
prodaje, odabir pacijenata i načine primjene, Qmedics odbacuje sva jamstva 
u odnosu na proizvod, navedena ili pretpostavljena, bez ograničenja, 
jamstva prodaje i prikladnosti za određenu namjenu. Qmedics nije izravno 
ni neizravno odgovorna za bilo kakvu ozljedu ili oštećenje ili smrt bilo koje 
osobe uslijed korištenja ovog proizvoda niti je odgovorna ili dužna, izravno 
ili neizravno, za bilo kakvu ozljedu, oštećenje ili smrt koju može prouzročiti 
ponovno korištenje ili sterilizacija.

OGRANIČENJA OD ODGOVORNOSTI
Ni u kojem slučaju Qmedics nije odgovorna za bilo kakvu posebnu, 
posljedičnu, indirektnu, kolateralnu, slučajnu ili kaznenu štetu , gubitak 
zarade ili neuspjeh ostvarenja očekivane uštede ili drugi trgovački ili 
ekonomski gubitak bilo kojeg tipa koji proizlaze iz bilo kakvog kršenja bilo 
kojih ovdje navedenih mjera opreza, upozorenja i/ili preporuka.

ZAŠTITA INTELEKTUALNOG VLASNIŠTVA
Svi zaštitni znakovi, logotipovi, izumi, znanje, tehnologija, vlasničke 
informacije i druga prava intelektualnog vlasništva ovog proizvoda pripadaju 
is- ključivo tvrtki Qmedics. Qmedics zadržava sva prava da potražuje, tuži i 
traži odštetu pred pravosudnim tijelima u slučaju prekršaja koji se tiče svakog 
neovlaštenog korištenja ili pogrešnog korištenja intelektualnog vlasništva ili 
obrnutog inženjeringa povezanog s ovim proizvodom.
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4

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
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Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Figyelmeztetés
A termék sterilen csomagolt (etilén-oxiddal sterilizált), egyszeri használatra 
alkalmas, tilos újrasterilizálni. A termék hűvös, száraz helyen, napfénytől 
védve tárolandó. A termék használata tilos a termék vagy a csomagolás 
sérülése esetén. A terméket kizárólag hozzáértő orvos használhatja. Ezt 
a gyógyászati terméket kizárólag egyszeri használatra tervezték. Tilos 
újrafeldolgozni, tisztítani, fertőtleníteni vagy sterilizálni. Az újrafeldol- 
gozást követően a termék már nem alkalmas a használatra, és biológiai 
veszélyforrást jelenthet mind a betegre, mind a felhasználóra nézve; 
a termék felszíni összetételéből és kialakításából adódóan annak 
teljes, hatékony tisztítása a felhasználást követően nem biztosítható, 
így a fertőzés veszélye nem zárható ki újrafelhasználás esetén. Az 
újrasterilizálás megváltoztathatja a termék felszínének összetevőit, 
valamint a műanyag részek anyagra jellemző tulajdonságait.
Ebben az esetben a termék eredeti tulajdonságai nem garantálhatók.

Leírás/ összetétel
Az Qmedics PTA ballonkateter, 418 BDK / 535 BDK egy kettős lumenű kateter 
fel merev ballonnal. A ballonos tagito kateter eker szűkuletek tagitasara 
alkalmazhatok.

Katéterszár
A katéter proximális részén két luer-záras csatlakozó található.
1. A 0.018” / 0.035” csatlakozó a központi lumen (1), amely a vezetődrót 

vezetésére alkalmas. A vezetődrót megengedett átmérőjének mérete 
fel van tüntetve a csatlakozón.

2. A„ballon” csatlakozója a ballon feltöltését és leeresztését szolgálja, ezért 
a továbbiakban ballonlumenként (2) hivatkozunk rá. A ballon mérete 
fel van tüntetve a csatlakozón.

A ballon névleges hossza = a tágításhoz megfelelő hosszúság
- A ballon a katéterszár disztális végén található.
-  A két radiolucens jelölőgyűrű (4) jelzi a ballon névleges hosszát (3).
-  A félmerev ballon nejlon anyaga – kialakításának köszönhetően – 

ellenáll a nagy nyomásnak (a részleteket lásd a címkén).
-  A ballon meghatározott átmérőjét nominális nyomás esetén éri el.
Megjegyzés: A termékre vonatkozó javallatoknak, ellenjavallatoknak, 
valamint alkalmazásoknak meg kell felelniük az aktuális egészségügyi 
követelmé- nyeknek. A megfelelő szakorvosi egyesületek útmutatását és 
ajánlásait be kell tartani.

Felhasználási terület
A Qmedics PTA ballonkatéter, 418 BDK / 535 BDK eszköz kialakításának 
köszönhetően alkalmas az érszűkületek tágítására (transzluminális 
angioplasz- tikához).

Ellenjavallatok
Olyan szűkületek, amelyeken a vezetődrót nem tud áthatolni.

Lehetséges szövődmények
Ezt a terméket kizárólag olyan orvosok használhatják, akik tisztában vannak a 
termék alkalmazásából adódó lehetséges szövődményekkel. Az eljárás során, 
illetve azt követően bármikor felléphetnek szövődmények. A lehetséges 
szövődmények többek között az alábbiak lehetnek:
- Disszekció
-  Arteriovenózus fisztula
-  Hematóma/vérzés
-  Spazmus
-  Embólia/trombózis
-  Allergia a kontrasztanyagra
-  Fertőzés/szepszis
-  Halál
-  Aneurizma

Figyelem!
-  Az eljárás teljes ideje alatt végig alkalmazzon röntgenes nyomon 

követést.
-  A PTA ballonkatéterek nem alkalmazhatók a központi keringési 

rendszerben (az Európai Tanács 93/42/EGK szabványa IX. függelékének 
1.7 és 1.8 bekezdése alapján).

-  Meg kell előzni az érintett érszakasz túlzott kitágítását. A feltöltött 
ballon átmérője nem haladhatja meg a szűkület előtti érszakasz belső 
átmérőjét.

Előkészítés
- Ellenőrizze a csomagolás épségét. Ha a csomagolás sérült, a termék 

nem használható fel.
-  A terméket aszeptikus módszert alkalmazva vegye ki a csomagolásból, 

és a későbbiekben is kezelje aszeptikusan.
-  Ellenőrizze a termék sérülésmentességét. A sérült terméket tilos 

felhasználni!
-  Ellenőrizze azoknak a termékeknek a kompatibilitását, melyek nem 

a készletbe tartoznak, és figyelmesen olvassa el a hozzájuk tartozó 
használati utasítást.

-  Disztálisan távolítsa el a ballont védő borítást.

Regisztráció
A fenti termékekkel kapcsolatos részletesebb információk a Qmedics 
kiadványaiban vagy termékcímkéin találhatók. A termékadatok regisztrációja 
a csomagolás lehúzható címkéjén található (betegtáblázat).

Előkészítés 
A ballon légtelenítése
1. Csatlakoztasson egy két- vagy háromutas zárócsapot (nem tartozik a 

készlethez) a ballonlumen luer-záras csatlakozójához (2).
2. Csatlakoztasson egy fecskendőt, és nyissa ki a két- vagy háromutas 

zárócsapot. Ellenőrizze, hogy a fecskendő térfogata megfelelő-e.
3. A fecskendő segítségével hozzon létre negatív nyomást. A disztális 

katétervéget a fecskendőhöz kapcsolódó proximális végnél 
alacsonyabban kell tartani.

4. A fecskendőhöz csatlakozó oldalon zárja el a két- vagy háromutas 
zárócsapot. Ezt követően eltávolíthatja a fecskendőt, a negatív 
nyomás továbbra is fennmarad majd. Ismételje meg a légtelenítési 
eljárást, hogy biztos legyen abban, hogy minden levegőt eltávolított a 
ballonból.

A ballon elhelyezése
5. Öblítse át a központi lument (1) heparinizált fiziológiai sóoldattal.
6. Óvatosan vezesse be az előkészített PTA ballonkatétert egy 

bevezetőhüvelyen keresztül, egy korábban már behelyezett vezetődrót 
segítségével. A vezetődrótot a központi lumenben (1) kell hagyni a 
teljes eljárás során.

7. Radiográfiás irányítás mellett helyezze a ballont a tágítani kívánt 
érszegmensbe. A katéterszár jelölőgyűrűi (4) jelzik a ballon hosszát (3), 
segítve ezzel a szűkült érszakaszban történő megfelelő elhelyezést.

8. A vezetődrót hegyének túl kell nyúlnia a katéter disztális végén (5).

A ballon feltöltése
9. A feltöltést fecskendő segítségével, lehetőség szerint nyomásmérővel 

kell elvégezni. A fiziológiás sóoldat és a kontrasztanyag általánosan 1:1 
arány- ban alkalmazandó.

10. Csatlakoztassa a fecskendőt (nyomásmérőt) a két- vagy háromutas 
zárócsaphoz. Ellenőrizze, hogy minden levegőt eltávolított-e a 
fecskendőből.

11. Kontrasztanyag befecskendezésével töltse fel a ballont. Tartsa fenn a 
nyomást néhány másodpercig, de ne lépje túl a névleges felhasadási 
nyomást, mivel a túlzott mértékű nyomás károsíthatja a ballon anyagát 
(lásd RBP címke és tágulékonysági táblázat).

A ballon leengedése
12. Vákuum létrehozásával engedje le a ballont.
Óvatosan húzza vissza a fecskendő dugattyúját. Rövid időre tartsa fenn a 
negatív nyomást, hogy elég idő álljon rendelkezésre a kontrasztanyag teljes 
kiáramlásához. A nagyobb méretű ballonok teljes leengedéséhez több idő 
szükséges. Minél nagyobb fecskendőt használ, annál kevesebb időt vesz 
igénybe a ballon leengedése.

A PTA ballonkatéter eltávolítása
13.  Óvatosan húzza visszafelé a ballonkatétert. A katéterszár 

enyhe csavarása megkönnyíti a ballonkatéter visszahúzását a 
bevezetőhüvelyen keresztül. Amennyiben nem lehet a ballonkatétert 
áthúzni a bevezetőhüvelyen, együtt távolítsa el őket.

További teendők az aktuális egészségügyi követelmények szerint

Megjegyzések a helyes használathoz
- Minél kisebb átmérőjű fecskendőt használ, annál nagyobb a nyomás a 

ballon feltöltéséhez.
-  Javasoljuk nyomásmérő alkalmazását a pontos nyomásérték 

fenntartása érdekében.
-  Amennyiben nem képes a leeresztett ballont visszahúzni a hüvelyen 

keresztül, a bevezetőhüvelyen keresztül nyomja vissza a ballont 1 
cm-re az érbe, majd próbálja ismét visszahúzni a katétert. A katéterszár 
enyhe csavarása megkönnyítheti a ballonkatéter visszahúzását a 
bevezetőhüvelyen keresztül.

-  Ha ellenállást tapasztal a katéter bevezetőhüvelyen át, vagy a 
vezetődrót segítségével történő visszahúzása során, minden használt 
eszköz együttes eltávolítása szükséges az érsérülés elkerülése 
érdekében.

-  Ha a ballon felhasadása a nyomás csökkenését idézi elő a ballon 
feltöltése során, ilyen esetben el kell távolítani az óramutató járásával 
ellentétes irányba enyhén elforgatott vezetődrót segítségével.

Ajánlott gyógyszeres kezelés
Pre-, intra-, és posztoperális gyógyszeres kezelést kell végezni az adott gyártó 
által rendelkezésre bocsátott információknak, valamint az aktuális egész- 
ségügyi elvárásoknak megfelelően.

A gyógyászati termékek használatuk után biológiai veszélyt 
jelenthetnek. Ezek használatát és ártalmatlanítását a jogszabályoknak 
és a bevett gyakorlatnak megfelelően kell végezni.

JÓTÁLLÁSI FELTÉTELEK
Az Qmedics cég garantálja, hogy a termék minden egyes alkotóelemét – 
mind az anyag, mind a kivitelezés tekintetében – hiba nélkül gyártották, 
csomagolták, tesztelték és sterilizálták. A becsomagolás előtt minden 
terméket teszteltek. A gyártási vagy csomagolási hibás terméke(ke)t az 
Qmedics cég egy újra cseréli ki, az illetékes kötelező erejű bírói joghatóság 
döntése alapján. Az egyes egyének közötti biológiai variációk miatt egyetlen 
termék sem tekinthető minden körülmény között 100%-osan hatásosnak. 
Ebből következően, és mivel az Qmedics cégnek nincs befolyása azokra a 
körülmé- nyekre, amelyek között az értékesítés után a terméket használják, 

valamint a betegek kiválasztására és az alkalmazási módokra; az Qmedics cég 
nem vállal semmilyen kifejezett vagy vélelmezett, korlátozás nélküli garanciát 
a termék értékesíthetőségéért vagy valamely célra való alkalmasságáért. Az 
Qmedics cég nem vonható felelősségre – sem közvetlenül sem közvetetten 
– a termék használatából eredő, bármely személyt ért bármilyen sérülésért 
vagy károsodásért vagy veszteségért, továbbá az Qmedics nem vonható 
felelősségre, és anyagilag nem felelős – sem közvetlenül sem közvetetten 
– az újbóli használatból vagy újrasterilizálásból eredő bármilyen sérülésért, 
károsodásért vagy veszteségért.

FELELŐSSÉGKORLÁTOZÁS
Az Qmedics cég semmilyen esetben nem vonható felelősségre bármilyen 
speciális, következményes, közvetett, járulékos, véletlen kárért vagy 
büntető kártérítésért vagy elveszett nyereségért vagy a várt megtakarítások 
elérésének meghiúsulásáért vagy bármilyen egyéb kereskedelmi vagy 
gazdasági veszteségért, amelyek a jelen használati utasítás be nem 
tartásából erednek, beleértve bármely, az ebben a használati utasításban 
említett óvintézkedés, figyelmeztetés és/vagy ajánlás megszegését.

SZELLEMI TULAJDON VÉDELME
A termékkel kapcsolatos minden védjegy, logó, találmány, know-how, 
technológia, tulajdonosi információ és egyéb szellemi tulajdonjog kizárólag 
az Qmedics céget illeti. Az Qmedics cég fenntart magának minden jogot, 
hogy jogorvoslatot követeljen, ezért keresetet indítson, keresetet nyújtson 
be a bírói joghatóságoknál bármilyen, a szellemi tulajdon bármilyen 
illetéktelen vagy helytelen használatára vagy a termék visszafejtésére 
vonatkozó jog- sértés esetén.

MAGYAR 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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ATTENTION! SEE INSTRUCTIONS FOR USE
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Prašome atkreipti dėmesį!
Produktas yra steriliai supakuotas (sterilizuotas EO), skirtas vienkartiniam 
naudojimui, negalima jo sterilizuoti pakartotinai. Produktą reikia laikyti 
vėsioje, sausoje vietoje ir saugoti nuo šviesos. Šio produkto negalima 
naudoti, jeigu produktas arba pakuotė pažeista. Šį produktą gali naudoti 
tik gydytojas, susipažinęs su jo naudojimu. Šis medicinos produktas 
skirtas tik vienkartiniam naudojimui. Jo negalima pakartotinai 
apdoroti, valyti, dezinfekuoti arba sterilizuoti! Po apdorojimo 
produktas nebetinka naudojimui ir gali kelti biologinę riziką pacientui 
ir naudotojui: priklausomai nuo paviršiaus sudėties ir produkto 
konstrukcijos, visiškas valymo veiksmingumas po naudojimo 
nėra garantuotas ir užteršimo galimybės atmesti negalima, jeigu 
produktas naudojamas pakartotinai. Pakartotinis sterilizavimas gali 
turėti neigiamą poveikį paviršiaus sudėčiai ir naudojamų plastikinių 
medžiagų savybėms.
Tokiu atveju originali produkto funkcija negali būti garantuojama.

Aprašymas/ sudėtis
„Qmedics“ PTA balioninis kateteris, 418 BDK / 535 BDK yra dvigubo spindžio 
kateteris su pusiau suderinamu balionėliu. Balioninės dilatacijos kateteriai 
naudojami susitraukusioms kraujagyslėms išplėsti.

Kateterio vamzdinė dalis
Proksimalinis kateterio galas turi dvi „Luer Lock“ jungtis.
1. Jungtis pažymėta  0,018” / 0,035” yra centrinis spindis (1), nukreipiantis 

vielinį kreipiklį. Leidžiamas vielinio kreipiklio skersmuo nurodytas ant 
pačios jungties.

2. „Balionėlio“ jungtis skirta balionėliui pripūsti ir išleisti, toliau ji 
vadinama balionėlio spindžiu (2). Balionėlio dydis nurodytas ant pačios 
jungties.

Balionėlio vardinis ilgis = atitinkamas dilatacijos ilgis
- Kateterio vamzdinės dalies distalinis galas prilaiko balionėlį.
- Du spinduliams pralaidūs žymenų žiedai (4) nurodo balionėlio vardinį 

ilgį (3).
- Pusiau suderinamo balionėlio nailono medžiaga pritaikyta naudoti su 

dideliu darbiniu slėgiu (žr. informaciją ant etiketės)..
- Balionėlis pasiekia savo nurodytą skersmenį esant vardiniam slėgiui.
Pastaba: Indikacijos, kontraindikacijos ir pirmiau nurodyto produkto 
naudojimas turi visada atitikti esamus medicinos standartus. Reikia laikytis 
atitinkamų specializuotų medicinos asociacijų rekomendacijų.

Indikacijos
„Qmedics“ PTA balioninis kateteris, 418 BDK / 535 BDK yra dilatacijos 
metodas esant kraujagyslių stenozei (transluminalinė angioplastika).

Kontraindikacijos
Stenozės, kurių vielinis kreipiklis negali praeiti.

Galimos kompiliacijos
Šį produktą galima naudoti tik gydytojams, susipažinusiems su galimomis 
komplikacijomis. Komplikacijos gali pasireikšti bet kuriuo procedūros metu 
arba po jos. Tarp galimų komplikacijų yra:
- Disekcija
- Arterinės-veninės fistulės
- Hematoma ir (arba) kraujavimas
- Spazmai
- Embolija ir (arba) trombozės
- Alergija kontrastinei medžiagai
- Infekcijos ir (arba) sepsis
- Mirtis
- Aneurizma

Dėmesio!
-  Stebėkite rentgenu visos procedūros metu.
- PTA balioniniai kateteriai nėra tinkami naudoti centrinėje kraujotakos 

sistemoje (pagal EC direktyvą 93 / 42 / EEC, IX priedo 1.7. ir 1.8. skyrius).
- Tikslinę kraujagyslių sritį taip pat reikia saugoti nuo per stipraus 

įtempimo. Pripūsto balionėlio skersmuo neturi viršyti prestenozinės 
kraujagyslės segmento vidinio skersmens.

Ruošimas
- Patikrinkite, ar produktas nepažeistas. Jeigu pakuotė pažeista, produkto 

naudoti negalima.
- Produktą išimkite iš pakuotės aseptiniu būdu ir toliau naudokite 

aseptiškai.
- Patikrinkite, ar produktas nepažeistas. Pažeisto produkto naudoti 

nebegalima.
- Užtikrinkite, kad produktai, nepriklausantys rinkiniui, būtų suderinami 

ir atidžiai perskaitykite jų naudojimo instrukciją.
- Distaliai nuimkite apsauginę balionėlio dangą.

Registracija
Tiksli informacija apie pirmiau nurodytus produktus pateikiama „Qmedics“ 
brošiūrose arba produktų etiketėse. Produkto registravimo duomenys 
pateikiami ant pakuotės nuplėšiamos etiketės (paciento schema).

Pasiruošimas  
balionėlio deaeravimui
1. Prijunkite vieno, dviejų arba trijų takų čiaupą (neįeina į rinkinį) prie 

balionėlio spindžio „Luer Lock“ jungties (2).
2. Naudokite švirkštą ir atidarykite dviejų takų arba trijų takų čiaupo 

vožtuvą. Užtikrinkite pakankamą švirkšto tūrį.
3. Neigiamam (hipobariniam) slėgiui prapūsti naudokite švirkštą. Distalinį 

kateterio galą reikia laikyti žemiau nei proksimalinį kateterio galą 
naudojant švirkštą.

4. Uždarykite dviejų takų arba trijų takų čiaupo vožtuvą švirkšto šone. 
Tada galite išimti švirkštą, kadangi hipobarinis slėgis bus palaikomas. 
Pakartokite deaeravimo procesą, jeigu norite užtikrinti, kad iš 
balionėlio būtų pašalintas visas oras.

Balionėlio padėties nustatymas
5. Praskalaukite centrinį spindį (1) steriliu heparinizuotu fiziologiniu 

tirpalu.
6. Atsargiai įveskite paruoštą PTA balioninį kateterį per įkišiklio apvalkalą, 

naudodami anksčiau implantuotą vielinį kreipiklį. Vielinis kreipiklis turi 
likti centriniame spindyje (1) visos procedūros metu.

7. Balionėlio padėtį kraujagyslės segmente, skirtame dilatacijai, 
kontroliuokite rentgenu. Žymenų žiedai (4) ant kateterio vamzdinės 
dalies nurodo balionėlio ilgį (3), taip siekiama padėti nustatyti tinkamą 
padėtį stenozinės kraujagyslės segmente.

8. Vielinio kreipiklio galas turi išsikišti iš kateterio distalinio galo (5).

Balionėlio pripūtimas
9. Pripūsti reikia naudojant švirkštą arba pageidautina naudojant 

slėgmatį. Įprastai fiziologinis tirpalas pridedamas prie kontrastinės 
medžiagos santykiu 1:1.

10. Prijunkite švirkštą (slėgmatį) prie dviejų takų arba trijų takų čiaupo. 
Užtikrinkite, kad visas oras būtų pašalintas iš švirkšto tūrio.

11. Pripūskite balionėlį įšvirkšdami kontrastinę medžiagą. Palaikykite 
slėgį kelias sekundes, tačiau neviršykite nustatyto trūkimo slėgio, 
nes per didelis slėgis gali pažeisti balionėlio medžiagą (žr. RBP ir 
suderinamumo schemą ant produkto etiketės).

Balionėlio išleidimas
12. Išleiskite balionėlį sudarydami vakuumą.
Lėtai pašalinkite švirkšto pistoną. Trumpam palaikykite hipobarinį slėgį, 
kad kontrastinei medžiagai užtektų laiko visiškai ištekėti. Didesniems 
balionėliams reikia daugiau laiko visiškai išsileisti. Kuo didesnis naudojamas 
švirkštas, tuo mažiau laiko reikia balionėliui ištuštinti.

PTA balioninio kateterio ištraukimas
13.  Lėtai ištraukite balioninį kateterį. Mažu vamzdinės kateterio dalies 

pasukimu balioninį kateterį galima ištraukti per įkišiklio apvalkalą. 
Jeigu balioninio kateterio ištraukti per įkišiklio apvalkalą nepavyko, 
kateterį ir įkišiklio apvalkalą ištraukite kartu.

Tolesnė procedūra pagal esamus medicinos standartus. 

Pastabos dėl tinkamo naudojimo
- Kuo mažesnis naudojamo švirkšto skersmuo, tuo didesnis balionėlio 

pripūtimo slėgis.
- Rekomenduojame naudoti slėgmatį, kad būtų išlaikomas tikslus 

darbinis slėgis.
- Jeigu išpūsto balionėlio nepavyko ištraukti per įkišiklio apvalkalą, 

balionėlį įstumkite atgal į kraujagyslę 1 cm per įkišiklio apvalkalą, tada 
pakartokite kateterio ištraukimo procesą. Mažas vamzdinės kateterio 
dalies pasukimas gali palengvinti balioninio kateterio ištraukimą per 
įkišiklio apvalkalą.

- Jeigu balioninį kateterį traukdami per apvalkalą arba per vielinį kreipiklį 
jaučiate pasipriešinimą, visas naudojamas medžiagas reikia ištraukti 
kartu, kad būtų išvengta kraujagyslių pažeidimo.

- Jeigu balionėlio įplyšimas sumažina slėgį pripučiant balionėlį, balionėlį 
reikia atsargiai pašalinti per vielinį kreipiklį, kurį reikia šiek tiek pasukti 
prieš laikrodžio rodyklę.

Rekomenduojamas vaistas
Prieš operaciją, operacijos metu arba po operacijos vaistus vartoti reikia 
pagal gamintojo pateiktą informaciją ir pagal esamus medicinos standartus.

Medicinos produktai gali kelti biologinę riziką po naudojimo. Juos reikia 
naudoti ir šalinti laikantis įstatymų reikalavimų ir pripažintos praktikos.

GARANTIJOS SĄLYGOS
„Qmedics“ garantuoja, kad kiekvienas šio produkto komponentas buvo 
pagamintas, supakuotas, išbandytas ir sterilizuotas be gamybos arba 
medžiagų defektų. Kiekvienas produktas prieš supakuojant buvo išbandytas. 
„Qmedics“ pakeis bet kurį produktą su gamybos arba pakuotės defektu 
(-ais) į naują, remiantis kompetetingos teisiškai įpareigojančios įgaliotosios 
institucijos sprendimu. Dėl asmenų biologinių skirtumų nei vienas produktas 
nėra 100 % veiksmingas kiekvienu atveju. Todėl, ir kadangi „Qmedics“ negali 
kontroliuoti produkto naudojimo sąlygų po pardavimo, pacientų parinkimo ir 
naudojimo metodų; „Qmedics“ atsisako visų garantijų, susijusių su produktu, 
aiškiai išreikštų ar numanomų, įskaitant (be kitų) tinkamumo pardavimui arba 
tinkamumo naudoti pagal tam tikrą paskirtį garantijas. „Qmedics“ tiesiogiai 

arba netiesiogiai neatsako už jokius bet kurio asmens sužalojimus, nuostolius 
arba išlaidas, susijusius su produkto naudojimu, taip pat „Qmedics“ neatsako 
už jokius sužalojimus, nuostolius arba išlaidas, kurie galėjo atsirasti dėl 
pakartotinio naudojimo arba pakartotinio sterilizavimo.

ATSAKOMYBĖS APRIBOJIMAI
Jokiomis aplinkybėmis „Qmedics“ neatsako už specifinius, priežastinius, 
netiesioginius, papildomus, atsitiktinius arba nepakeliamus nuostolius, 
prarastą pelną arba numatomos ekonomijos nesupratimą arba kitus 
komercinius ar ekonominius nuostolius, atsiradusius dėl bet kokio šios 
naudojimo instrukcijos nesilaikymo, įskaitant atsargumo priemonių, įspėjimų 
ir (arba) bet kokių iki šiol paminėtų rekomendacijų nesilaikymą.

INTELEKTINĖS NUOSAVYBĖS APSAUGA
Visi prekių ženklai, logotipai, išradimai, praktinė patirtis, technologijos, privati 
informacija ir kitos šio produkto intelektinės nuosavybės teisės priklauso 
tik „Qmedics“. Pažeidimo, susijusio su bet kokiu neleistinu arba netinkamu 
intelektinės nuosavybės naudojimu arba apgrąžos inžinerija, susijusia su 
produktu, atveju „Qmedics“ pasilieka visas teises reikalauti, pareikšti ieškinį, 
siekti atleidimo nuo atsakomybės dalyvaujant teisminėms institucijoms.

LIETUVIŲ K.

 DĖMESIO! ŽR. NAUDOJIMO INSTRUKCIJAS

SUDĖTYJE NĖRA LATEKSO

 STERILIZUOTA ETILENO OKSIDU
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Ņemiet vērā!
Izstrādājums ir iepakots sterils (sterilizācija ar etilēnoksīdu), paredzēts 
vienreizējai lietošanai, un to nedrīkst sterilizēt atkārtoti. Šis izstrādājums ir 
jāglabā vēsā, sausā vietā un jāsargā no gaismas. Šo izstrādājumu nedrīkst 
lietot, ja izstrādājums vai iepakojums ir bojāts. Šo izstrādājumu drīkst lietot 
tikai ārsts, kurš pārzina tā lietošanu. Šis medicīniskais izstrādājums ir 
paredzēts tikai vienreizējai lietošanai. To nedrīkst atkārtoti apstrādāt, 
tīrīt, dezinficēt vai sterilizēt! Pēc atkārtotas apstrādes izstrādājums vairs 
nav piemērots lietošanai un var radīt bioloģisko risku gan pacientiem, 
gan lietotājam: ņemot vērā virsmas sastāvu un izstrādājuma 
konstrukciju, pilnīgu tīrīšanas efektivitāti pēc lietošanas nav iespējams 
garantēt un izstrādājuma atkārtotas lietošanas gadījumā nevar izslēgt 
piesārņojumu. Atkārtota sterilizācija var pasliktināt virsmas sastāvu un 
izmantotās plastmasas īpašības.
Šādā gadījumā nav iespējams garantēt izstrādājuma oriģinālo funkciju.

Apraksts/sastāvs
Qmedics PTA balonkatetrs 418 BDK / 535 BDK ir divu lūmenu katetrs ar 
daļēji izplešamu balonu. Balona paplašināšanas katetri tiek lietoti asinsvadu 
sašaurinājumu paplašināšanai.

Katetra ass
Katetra proksimālais gals ir aprīkots ar diviem Luer tipa savienojumiem.
1. Savienojums, kas apzīmēts ar uzrakstu “0.018” / 0.035””, ir centrālais 

lūmens (1), kas kalpo kā vadstīgas vadotne. Vadstīgas pieļaujamais 
diametrs ir norādīts uz paša savienojuma.

2. “Balona” savienojums ir paredzēts balona piepūšanai un iztukšošanai, 
un turpmāk tekstā tas tiks saukts par balona lūmenu (2). Balona izmērs 
ir norādīts uz paša savienojuma.

Balona nominālais garums = atbilstošais paplašināšanas garums
- Katetra ass distālais gals notur balonu.
- Divi rentgenstarus caurlaidīgi marķieru gredzeni (4) norāda balona 

nominālo garumu (3).
- Daļēji izplešamā balona neilona materiāls ir paredzēts lietošanai pie 

augsta darba spiediena (sīkāku informāciju skatīt uz etiķetes).
- Balons sasniedz tā norādīto diametru pie nominālā spiediena. 
Piezīme. Iepriekš minētā izstrādājuma indikācijām, kontrindikācijām un 
lietošanai vienmēr jāatbilst pašreizējiem medicīnas standartiem. Jāievēro 
vadlīnijas un ieteikumi, ko sniegušas attiecīgās specializētās medicīnas 
asociācijas.

Indikācijas
Qmedics PTA balonkatetru 418 BDK / 535 BDK ir paredzēts izmantot 
asinsvadu stenožu paplašināšanai (transluminālā angioplastija).

Kontrindikācijas
Stenozes, caur kurām nav iespējams izvadīt vadstīgu.

Iespējamās komplikācijas
Šo izstrādājumu drīkst lietot tikai ārsti, kuri pārzina iespējamās komplikācijas. 
Komplikācijas var rasties jebkurā procedūras brīdī vai pēc procedūras. 
Iespējamās komplikācijas ir:
- disekcija;
- arteriovenozās fistulas;
- hematoma/asiņošana;
- spazmas;
- embolijas/trombozes;
- alerģija uz kontrastvielu;
- infekcijas/sepse;
- nāve;
- aneirisma.

Uzmanību!
-  Visas procedūras laikā izmantojiet rentgenogrāfisko kontroli.
- PTA balonkatetri nav piemēroti lietošanai centrālajā asinsrites 

sistēmā (saskaņā ar EP Direktīvas 93/42/EEK IX pielikuma 1.7. un 1.8. 
apakšpunktu).

- Attiecīgais asinsvada apgabals nedrīkst būt pārmērīgi nostiepts. 
Piepūsta balona diametrs nedrīkst pārsniegt prestenotiska asinsvada 
segmenta diametru.

Sagatavošana
- Pārbaudiet, vai iepakojums nav bojāts. Ja iepakojums ir bojāts, 

izstrādājumu nedrīkst lietot.
- Izņemiet izstrādājumu no iepakojuma, lietojot aseptiskas metodes, un 

turpiniet to lietot aseptiski.
- Pārbaudiet, vai izstrādājums nav bojāts. Bojātu izstrādājumu vairs 

nedrīkst lietot.
- Pārliecinieties, ka komplektā neietilpstošie izstrādājumi ir saderīgi, un 

rūpīgi izlasiet to lietošanas instrukcijas.
- Distāli noņemiet aizsargpārvalku no balona.

Reģistrācija
Precīzu informāciju par iepriekš minētajiem izstrādājumiem skatiet Qmedics 
brošūrās vai izstrādājumu etiķetēs. Izstrādājuma datu reģistrācija tiek veikta 
uz iepakojuma noplēšamās etiķetes (pacienta karte).

Sagatavošana 
Gaisa izvadīšana no balona
1. Vienu divvirzienu vai trīsvirzienu noslēgkrānu (nav iekļauts komplektā) 

pievienojiet balona lūmena (2) Luer tipa savienojumam.
2. Pievienojiet šļirci un atveriet divvirzienu vai trīsvirzienu noslēgkrānu. 

Pārliecinieties, ka tiek lietota šļirce ar pietiekamu tilpumu.
3. Ar šļirci padodiet negatīvu (hipobārisku) spiedienu. Katetra distālais 

gals jātur zemāk par katetra proksimālo galu, kuram pievienota šļirce.
4. Aizveriet divvirzienu vai trīsvirzienu noslēgkrānu šļirces pusē. Pēc tam 

varat noņemt šļirci, jo tiks saglabāts hipobāriskais spiediens. Atkārtojiet 
gaisa izvadīšanas procesu, ja vēlaties pārliecināties, ka no balona ir 
izvadīts viss gaiss.

Balona izvietošana
5. Centrālo lūmenu (1) skalojiet ar sterilu heparinizētu fizioloģisko 

šķīdumu.
6. Sagatavoto PTA balonkatetru uzmanīgi ievadiet caur ievietošanas 

apvalku, izmantojot iepriekš implantētu vadstīgu. Vadstīgai jāpaliek 
centrālajā lūmenā (1) visu procedūras laiku.

7. Radiogrāfijas kontrolē balonu izvietojiet asinsvada segmentā, kuru 
paredzēts paplašināt. Marķieru gredzeni (4) uz katetra ass norāda 
balona garumu (3), un palīdz pareizi izvietot balonu sašaurinātajā 
asinsvada segmentā.

8. Vadstīgas galam jāizvirzās no katetra (5) distālā gala.

Balona piepūšana
9. Piepūšana jāveic, izmantojot šļirci vai — ideālā gadījumā — 

manometru. Parasti fizioloģiskais šķīdums tiek pievienots kontrastvielai 
attiecībā 1:1.

10. Pievienojiet šļirci (manometru) divvirzienu vai trīsvirzienu 
noslēgkrānam. Pārliecinieties, vai no šļirces ir izvadīts viss gaiss.

11. Piepūtiet balonu, injicējot kontrastvielu. Vairākas sekundes uzturiet 
spiedienu, tomēr nepārsniedziet nominālo pārraušanas spiedienu, 
jo pārmērīgs spiediens var sabojāt balona materiālu (nominālo 
pārraušanas spiedienu un atbilstības tabulu skatiet izstrādājuma 
etiķetē).

Balona iztukšošana
12. Iztukšojiet balonu, izveidojot vakuumu.
Lēni noņemiet šļirces virzuli. Uz īsu brīdi saglabājiet hipobārisko spiedienu, 
lai kontrastviela pilnībā izplūstu. Lielāku balonu pilnīgai iztukšošanai 
vajadzīgs ilgāks laiks. Lietojot lielāku šļirci, mazāk laika tiek patērēts balona 
iztukšošanai.

PTA balonkatetra izņemšana
13.  Lēni izvelciet balonkatetru. Nedaudz pagriežot katetra asi, var atvieglot 

balonkatetra izvilkšanu caur ievietošanas apvalku. Ja nav iespējams 
izvilkt balonkatetru caur ievietošanas apvalku, izņemiet katetru kopā ar 
ievietošanas apvalku.

Turpiniet procedūru saskaņā ar pašreizējiem medicīnas standartiem.

Piezīmes par pareizu lietošanu
- Lietojot mazāka diametra šļirci, balona iztukšošanas spiediens būs 

augstāks.
- Precīza darba spiediena uzturēšanai iesakām lietot manometru.
- Ja iztukšoto balonu nespējat izvilkt caur apvalku, balonu caur 

ievietošanas apvalku iebīdiet atpakaļ asinsvadā par 1 cm un pēc tam 
atkārtojiet katetra izvilkšanas procesu. Nedaudz pagriežot katetra asi, 
var atvieglot katetra virzību caur ievietošanas apvalku.

- Ja, izvelkot balonkatetru caur apvalku vai ar vadstīgas palīdzību, jūtama 
pretestība, visi izmantotie materiāli jāizņem kopā, lai nepieļautu 
asinsvada bojājumu.

- Gadījumā, ja balona piepūšanas laikā balona plīsums izraisa spiediena 
krišanos, balons uzmanīgi jāizņem, izmantojot vadstīgu, kas nedaudz 
jāpagriež pretēji pulksteņrādītāju kustības virzienam.

Ieteicamās zāles
Zāļu lietošana pirms operācijas, operācijas laikā un pēc operācijas jāsāk 
saskaņā ar attiecīgā ražotāja sniegto informāciju un, ievērojot pašreizējos 
medicīnas standartus.

Pēc lietošanas medicīniskie izstrādājumi var radīt bioloģisko risku. Tos 
drīkst lietot un utilizēt tikai saskaņā ar normatīvajiem noteikumiem un 
atzīto praksi.

GARANTIJAS NOTEIKUMI
Qmedics garantē, ka pilnīgi visi šī izstrādājuma komponenti ir ražoti, 
iepakoti, pārbaudīti un sterilizēti bez jebkādiem ražošanas vai materiāla 
defektiem. Katrs izstrādājums pirms iepakošanas ir pārbaudīts. Qmedics 
apmainīs jebkuru izstrādājumu ar ražošanas vai materiāla defektu(-iem) pret 
jaunu izstrādājumu, ja šādu saistošu lēmumu pieņems kompetenta tiesas 
iestāde. Tā kā cilvēki bioloģiski atšķiras, neviens izstrādājums katrā lietošanas 
reizē nav 100 % efektīvs. Tāpēc un tā kā Qmedics nekontrolē izstrādājuma 
lietošanas apstākļus pēc pārdošanas, pacientu atlasi un lietošanas metodes, 
Qmedics neuzņemas nekādas tiešas vai netiešas garantijas attiecībā uz 
izstrādājumu, tostarp, bet neaprobežojoties ar piemērotību pārdošanai 

vai derīgumu konkrētam mērķim. Qmedics neuzņemas tiešu vai netiešu 
atbildību ne par kādu bojājumu vai zaudējumu, kas radies jebkurai personai 
izstrādājuma lietošanas rezultātā, un Qmedics neuzņemas tiešu vai netiešu 
atbildību vai saistības ne par kādu traumu, bojājumu vai zaudējumu, ko var 
izraisīt atkārtota lietošana vai atkārtota sterilizācija.

ATBILDĪBAS IEROBEŽOJUMI
Qmedics nekādā gadījumā neuzņemas atbildību attiecībā uz jebkuru 
speciālu, izrietošu, netiešu, pastarpinātu, nejaušu vai soda izraisītu kaitējumu, 
zaudētu peļņu, gaidāmu ietaupījumu realizāciju vai citiem jebkura veida 
komerciāliem vai ekonomiskiem zaudējumiem, ko izraisa šīs lietošanas 
instrukcijas, tostarp piesardzības pasākumu, brīdinājumu un/vai jebkura tajā 
ietvertā ieteikuma neievērošana.

INTELEKTUĀLĀ ĪPAŠUMA AIZSARDZĪBA
Visas preču zīmes, logotipi, izgudrojumi, zinātība, tehnoloģijas, informācija, 
uz ko attiecas īpašumtiesības, un citas ar šo izstrādājumu saistītās 
intelektuālā īpašuma tiesības, ir tikai un vienīgi uzņēmuma Qmedics īpašums. 
Qmedics patur visas tiesības pieprasīt, iesūdzēt tiesā, meklēt palīdzību 
no tiesas iestādēm gadījumā, ja ir notikusi jebkura intelektuālā īpašuma 
neatļauta vai nepareiza lietošana vai veikta ar izstrādājumu saistīta reversā 
inženierija. 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

5

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.
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All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTHBALONA GARUMS

AUTORIZĒTAIS PĀRSTĀVIS EIROPĀ

Ве молиме имајте предвид!
Производот е во стерилно пакување (стерилизација со етилен 
оксид), дизајниран е за еднократна употреба и не смее повторно да 
се стерилизира. Производот мора да се чува на ладно и суво место 
заштитено од светлина. Овој производ не смее да се употребува ако тој 
или пакувањето се оштетени. Овој производ може да го употребува само 
доктор запознаен со неговата примена. Овој медицински производ е 
предвиден само за еднократна употреба. Не смее да се обработува, 
чисти, дезинфицира или да се стерилизира! После обработка, 
производот повеќе не е соодветен за употреба и може да претставува 
биолошки ризик, како за пациентот, така и за корисникот: поради 
составот на површината и дизајнот на производот, не може да се 
гарантира целосна ефективност на чистењето по употреба и не 
може да се исклучи контаминација ако производот се употреби 
повторно. Со повторна стерилизација може да се нарушат составот на 
површината и материјалните својства на употребената пластика.
Во тој случај, не може да се гарантира оригиналната функција на 
производот.

Опис/состав
Катетерот со балон за PTA на Qmedics, 418 BDK/535 BDK, е катетер со 
двоен лумен со полу-усогласен балон. Катетрите со балон за дилатација се 
употребуваат за дилатација на васкуларни стеснувања.

Тело на катетерот
Проксималниот крај на катетерот има два приклучоци со Луер (Luer) навој.
1. Приклучокот означен со 0,018“/0,035“ е за централниот лумен (1) 

што служи како водич за жицата-водилка. Дозволениот дијаметар на 
жицата-водилка е означен на самиот приклучок.

2. Целта на приклучокот за „балонот“ е надување или издишување 
на балонот, во понатамошниот текст како лумен на балонот (2). 
Големината на балонот е означена на самиот приклучок.

Номинална должина на балонот = релевантна должина за дилатација
- На дисталниот крај на телото на катетерот се наоѓа балонот.
- Двата радиолуцентни прстени за маркирање (4) ја означуваат 

номиналната должина на балонот (3).
- Најлонскиот материјал на полу-усогласениот балон е предвиден 

за употреба под висок работен притисок (видете ги деталите на 
етикетата).

- Балонот го достигнува неговиот наведен дијаметар под номинален 
притисок. 

Напомена: Индикациите, контраиндикациите и примената на 
горенаведениот производ секогаш мора да се усогласени со тековните 
медицински стандарди. Мора да се запазат насоките и препораките на 
релевантните специјалистички медицински здруженија.

Индикации
Катетерот со балон за PTA на Qmedics, 418 BDK/535 BDK, е дизајниран 
како метод за дилатација при васкуларни стенози (транслуминална 
ангиопластија).

Контраиндикации
Стенози преку кои не може да се помине со жица-водилка.

Можни компликации
Само доктори запознаени со можните компликации може да го 
применуваат овој производ. Компликациите може да се јават во секое 
време во текот или после процедурата. Можните компликации вклучуваат:
- Дисекција
- Артериовенски фистули
- Хематом/крвавење
- Спазми
- Емболии/тромбози
- Алергија на контрастен медиум
- Инфекции/сепса
- Смрт
- Аневризма

Внимание
-  Следете го текот на целата процедура со Рентген.
- Катетрите со балон за PTA не се соодветни за примена во 

централниот циркулаторен систем (согласно Директивата 93/42/ЕЕЗ, 
Анекс IX, делови 1.7 и 1.8 на ЕЗ).

- Треба да се спречи прекумерно ширење на засегнатото поле 
на крвниот сад. Дијаметарот на надуваниот балон не смее да го 
надминува внатрешниот дијаметар на престенозниот сегмент на 
крвниот сад.

Подготовка
- Проверете дали е оштетено пакувањето. Ако е оштетено пакувањето, 

производот не смее да се употребува.
- Извадете го производот од пакувањето со помош на асептични 

методи и продолжете со истиот да ракувате асептично.
- Проверете дали е оштетен производот. Оштетениот производ не смее 

повеќе да се употребува.
- Уверете се дека производите што не припаѓаат на комплетот се 

компатибилни и внимателно прочитајте го нивното упатство за 
употреба.

- Дистално отстранете ја заштитната обвивка на балонот.

Регистрација
Точните детали за горенаведените производи прочитајте ги од брошурата 
на Qmedics или на етикетите на производите. Регистрацијата на податоците 
за производот е дадена на етикетата за одлепување на пакувањето (Табела 
за пациентот).

Подготовка  
Отстранување на воздухот од балонот
1. Поврзете еден двонасочен или тринасочен разводен вентил (не е 

вклучен во комплетот) со приклучокот со Луер навој на луменот на 
балонот (2).

2. Поставете шприц и отворете го двонасочниот или тринасочниот 
разводен вентил. Погрижете се шприцот да има доволно голем 
волумен.

3. Употребете го шприцот за да предизвикате негативен (хипобаричен) 
притисок. Дисталниот крај на катетерот треба да се држи пониско од 
проксималниот крај на катетерот со поставен шприц.

4. Затворете го двонасочниот или тринасочниот разводен вентил 
на страната каде се наоѓа шприцот. Тогаш ќе може слободно да 
го отстраните шприцот бидејќи хипобаричниот притисок ќе биде 
одржан. Повторете ја постапката за отстранување воздух ако сакате 
да бидете сигурни дека целиот воздух е отстранет од балонот.

Позиционирање на балонот
5. Исплакнете го централниот лумен (1) со стерилен хепаринизиран 

физиолошки раствор.
6. Внимателно воведете го подготвениот катетер со балон за PTA преку 

воведната обвивка со помош на претходно поставената жица-
водилка. Жицата-водилка треба да остане во централниот лумен (1) 
во текот на целата процедура.

7. Радиографски контролирајте го позиционирањето на балонот во 
сегментот на крвниот сад предвиден за дилатација. Прстените за 
маркирање (4) на телото на катетерот ја означуваат должината 
на балонот (3) и според тоа, служат за точно позиционирање во 
стенозниот сегмент на крвниот сад.

8. Врвот на жицата-водилка мора да излегува од дисталниот крај на 
катетерот (5).

Надување на балонот
9. Надувањето треба да се врши со помош на шприц или идеално, 

манометар. Вообичаено, во контрастниот медиум се додава 
физиолошки раствор во размер од 1:1.

10. Поврзете го шприцот (манометарот) со двонасочниот или 
тринасочниот разводен вентил. Бидете сигурни дека целиот воздух е 
отстранет од волуменот на шприцот.

11. Надувајте го балонот така што ќе инјектирате контрастен медиум. 
Одржете го притисокот неколку секунди; меѓутоа, не надминувајте 
го номиналниот притисок на распрскување бидејќи со прекумерен 
притисок може да се оштети материјалот на балонот (видете ја 
табелата за RBP и за усогласеност што се наоѓа на етикетата на 
производот).

Издишување на балонот
12. Издишете го балонот така што ќе создадете вакуум.
Полека отстранете го клипот на шприцот. Накусо одржете го 
хипобаричниот притисок за контрастниот медиум да има време целосно 
да истече. За поголемите балони е потребно повеќе време за целосно да се 
издишат. Колку е поголем шприцот што се користи, толку помалку време е 
потребно за да се испразни балонот.

Отстранување на катетерот со балон за PTA
13. Полека повлечете го наназад катетерот со балон. Со мало завртување 

на телото на катетерот ќе се олесни извлекувањето на катетерот со 
балон низ воведната обвивка. Во случај да не може да го движите 
катетерот со балон низ воведната обвивка, отстранете ги катетерот и 
воведната обвивка заедно.

Дополнителна процедура согласно тековните медицински стандарди.

Напомени за исправно ракување
- Колку е помал дијаметарот на шприцот што се користи, толку е 

повисок притисокот за надување на балонот.
- Препорачуваме да се употребува манометар за да се одржи точен 

работен притисок.
- Ако Ви се случи да не можете да го извлечете издишаниот балон 

низ обвивката, турнете го балонот назад во крвниот сад 1 cm низ 
воведната обвивка и потоа повторете ја постапката за извлекување 
на катетерот. Со мало завртување на телото на катетерот може да се 
олесни поминувањето на катетерот низ воведната обвивка.

- Во случај да наидете на отпор кога го извлекувате катетерот со 
балон низ обвивката или преку жицата-водилка, сите употребени 
материјали треба заедно да се отстранат за да се спречи оштетување 
на крвниот сад.

- Ако се случи пад на притисокот поради пукање на балонот кога 
истиот се надува, балонот треба внимателно да се отстрани преку 
жицата-водилка, којашто треба малку да биде свртена во насока на 
стрелките на часовникот.

Препорачана медикација
Треба да се иницира предоперативна, интраоперативна и постоперативна 
медикација во согласност со информациите дадени од производителот во 

прашање и со тековните медицински стандарди.

Медицинските производи може да претставуваат биолошки ризик 
откако ќе бидат употребени. Треба да се употребуваат и да се фрлат 
само во согласност со законските прописи и признатата практика.

УСЛОВИ ЗА ГАРАНЦИЈА
Qmedics гарантира дека секоја една компонента од овој производ е 
произведена, спакувана, тестирана и стерилизирана без каков било дефект 
во однос на изработката или материјалот. Секој производ е тестиран пред 
пакување. Qmedics ќе го замени секој производ што има производен 
дефект или дефект на пакувањето со нов производ по одлука од надлежен 
обврзувачки судски орган. Како резултат на биолошките разлики меѓу 
поединците, ниту еден производ не е 100 % ефективен во секој случај. 
Според тоа и бидејќи Qmedics нема контрола врз условите под кои 
производот се користи по продажбата, изборот на пациенти и методите на 
примена, Qmedics се одрекува од сите гаранции во однос на производот, 
изречни или имплицитни, што ги вклучуваат, без ограничување, оние за 
можност за продажба и подобност за дадена намена. Qmedics не сноси 
директна или индиректна одговорност за каква било повреда или штета 
или загуба на кое било лице што е резултат на употребата на производот, 
ниту, пак, Qmedics сноси одговорност или правна одговорност, директно 
или индиректно, за каква било повреда, штета или загуба што би можело 
да бидат резултат на повторна употреба или стерилизација.

ОГРАНИЧУВАЊЕ НА ОДГОВОРНОСТА
Во никој случај, Qmedics нема да сноси одговорност за какви било 
специјални, консеквентни, индиректни, колатерални, инцидентни или 
казнени штети или загуба на профит или неуспех за реализација на 
очекувани заштеди или други комерцијални или економски загуби од 
каков било вид што потекнуваат од какво било прекршување на ова УЗУ, 
што вклучува и прекршување на кои било од мерките на претпазливост, 
предупредувањата и/или кои било препораки спомнати овде.

ЗАШТИТА НА ИНТЕЛЕКТУАЛНА СОПСТВЕНОСТ
Сите трговски марки, логоа, пронајдоци, практични знаења (know-how), 
технологија, сопственички информации и други права од интелектуална 
сопственост на овој производ припаѓаат единствено на Qmedics. Qmedics 
ги задржува сите права да бара, да тужи, да бара надомест пред судски 
органи во случај на повреда што се однесува на каква било неовластена 
употреба или злоупотреба на интелектуална сопственост или обратно 
инженерство поврзано со производот.

МАКЕДОНСКИ

 
ВНИМАНИЕ! ПОГЛЕДНЕТЕ ГО УПАТСТВОТО ЗА 
УПОТРЕБА 

БЕЗ ЛАТЕКС

 СТЕРИЛИЗАЦИЈА СО ЕТИЛЕН ОКСИД
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Jekk Jogħġbok Innota!
Il-prodott huwa ppakkjat sterili (sterilizzazzjoni b’EO), maħsub għal użu ta’ 
darba u ma jistax jerġa’ jiġi sterilizzat. Il-prodott irid jinħażen f’post frisk u 
xott u protett mid-dawl. Dan il-prodott m’għandux jintuża jekk il-prodott 
jew l-imballaġġ tiegħu jkollu l-ħsara. Tabib familjari mal-applikazzjoni 
tiegħu biss jista’ juża dan il-prodott. Dan il-prodott mediċinali huwa 
maħsub għal użu ta’ darba biss. Dan m’għandux jiġi pproċessat mill-
ġdid, imnaddaf, iddiżinfettat jew sterilizzat! Wara li jiġi pproċessat 
mill-ġdid, il-prodott ma jibqax tajjeb għall-użu u jista’ jikkostitwixxi 
riskju bijoloġiku kemm għall-pazjent kif ukoll għall-utent: minħabba 
l-kompożizzjoni tal-wiċċ u d-disinn tal-prodott, l-effettività sħiħa 
tat-tindif wara l-użu ma tistax tiġi ggarantita u ma tistax tiġi eskluża 
l-kontaminazzjoni jekk il-prodott jintuża mill-ġdid. L-isterilizzazzjoni 
mill-ġdid tista’ taffettwa ħażin il-kompożizzjoni tal-wiċċ u l-proprjetajiet 
tal-materjal tal-plastik użat.
F’dan il-każ, il-funzjoni oriġinali tal-prodott ma tistax tiġi ggarantita.

Deskrizzjoni/Kompożizzjoni
Il-Kateter bil-Bużżieqa għal PTA ta’ Qmedics, 418 BDK/535 BDK huwa kateter 
b’lumen doppju b’bużżieqa semikonformi. Il-kateters tad-dilatazzjoni bil-
bużżieqa jintużaw għad-dilatazzjoni ta’ kostrizzjonijiet vaskulari.

Xaft tal-Kateter
It-tarf prossimali tal-kateter huwa mgħammar b’żewġ konnessjonijiet Luer 
Lock.
1. Il-konnessjoni ttikkettata 0.018”/0.035” hija l-lumen ċentrali (1) li sservi 

bħala gwida għall-wajer ta’ gwida. Id-dijametru permissibbli tal-wajer 
ta’ gwida huwa indikat fuq il-konnessjoni stess.

2. Il-konnessjoni tal-“bużżieqa” għandha l-għan li tonfoħ u tiżvojta 
l-bużżieqa, minn hawn ’il quddiem imsejħa lumen tal-bużżieqa (2). 
Id-daqs tal-bużżieqa huwa indikat fuq il-konnessjoni stess.

Tul Nominali tal-Bużżieqa = tul rilevanti għad-dilatazzjoni
- It-tarf distali tax-xaft tal-kateter iżomm il-bużżieqa.
- Żewġ ċrieki markaturi radjuluċidi (4) jindikaw it-tul nominali tal-

bużżieqa (3).
- Il-materjal tan-najlon tal-bużżieqa semikonformi huwa maħsub għall-

użu fi pressjoni operattiva għolja (ara d-dettalji fuq it-tikketta).
- Il-bużżieqa tilħaq id-dijametru speċifikat tagħha fil-pressjoni nominali. 
Avviż: L-indikazzjonijiet, il-kontraindikazzjonijiet u l-applikazzjoni tal-prodott 
t’hawn fuq għandhom jikkonformaw dejjem mal-istandards mediċi attwali. 
Iridu jiġu osservati l-linji gwida u r-rakkomandazzjonijiet tal-assoċjazzjonijiet 
mediċi speċjalizzati rilevanti.

Indikazzjonijiet
Il-kateter bil-bużżieqa għal PTA ta’ Qmedics, 418 BDK/535 BDK huwa 
ddisinjat bħala metodu ta’ dilatazzjoni għal stenosi vaskulari (anġjoplastija 
transluminali).

Kontraindikazzjonijiet
Stenosi li minnha ma jistax jgħaddi l-wajer ta’ gwida.

Kumplikazzjonijiet Li Jistgħu Jinqalgħu
Tobba li huma familjari mal-kumplikazzjonijiet li jistgħu jinqalgħu biss jistgħu 
japplikaw dan il-prodott. Jistgħu jseħħu kumplikazzjonijiet fi kwalunkwe ħin 
waqt jew wara l-proċedura. Kumplikazzjonijiet li jistgħu jinqalgħu jinkludu:
- Dissezzjoni
- Fistuli fl-arterji u l-vini
- Ematoma/Fsada
- Spażmi
- Emboliżmi/Trombożi
- Allerġija għas-soluzzjoni ta’ kuntrast
- Infezzjonijiet/Sepsi
- Mewt
- Anewriżma

Attenzjoni
-  Uża monitoraġġ bir-raġġi X matul il-proċedura kollha.
- Il-kateters bil-bużżieqa għal PTA mhumiex adatti għal applikazzjoni 

fis-sistema taċ-ċirkolazzjoni tad-demm ċentrali (skont id-Direttiva KE 
93/42/KEE, l-Anness IX, it-Taqsimiet 1.7. u 1.8.).

- Iż-żona tal-vina jew tal-arterja kkonċernata ma tridx tiġġebbed iżżejjed. 
Id-dijametru tal-bużżieqa minfuħa m’għandux jaqbeż id-dijametru 
intern tas-segment tal-vina jew tal-arterja prestenotika.

Preparazzjoni
- Iċċekkja l-imballaġġ għal ħsara. Jekk l-imballaġġ ikollu l-ħsara, il-

prodott m’għandux jintuża.
- Neħħi l-prodott mill-imballaġġ bl-użu ta’ metodi asettiċi u kompli 

mmaniġġja b’mod asettiku.
- Iċċekkja l-prodott għal ħsara. Prodott bil-ħsara m’għandux jibqa’ jintuża.
- Ara li l-prodotti li mhumiex parti mis-sett huma kompatibbli u aqra 

l-istruzzjonijiet għall-użu tagħhom bir-reqqa.
- Neħħi b’mod distali l-kaver protettiv tal-bużżieqa.

Reġistrazzjoni
Jekk jogħġbok irreferi għall-fuljetti jew it-tikketti tal-prodotti ta’ Qmedics 
għad-dettalji preċiżi tal-prodotti t’hawn fuq. Ir-reġistrazzjoni tad-data tal-
prodott hija mwaħħla fuq it-tikketta li tinqala’ tal-imballaġġ (Ċart tal-Pazjent).

Preparazzjoni  
Kif Tneħħi l-Arja mill-Bużżieqa
1. Qabbad vit bidirezzjonali jew tridirezzjonali (mhux inkluż fil-kit) mal-

konnessjoni Luer Lock tal-lumen tal-bużżieqa (2).
2. Applika siringa u iftaħ il-vit bidirezzjonali jew tridirezzjonali. Ara li jkun 

hemm biżżejjed volum tas-siringa.
3. Uża s-siringa biex talimenta pressjoni negattiva (ipobarika). It-tarf 

distali tal-kateter irid jinżamm aktar ’l isfel mit-tarf prossimali tal-kateter 
bis-siringa applikata.

4. Agħlaq il-vit bidirezzjonali jew tridirezzjonali fil-ġenb tas-siringa. 
Imbagħad tista’ tneħħi s-siringa, peress li l-pressjoni ipobarika se 
tinżamm. Irrepeti l-proċess tat-tneħħija tal-arja jekk tixtieq tkun ċert li 
tneħħiet l-arja kollha mill-bużżieqa.

Kif Tippożizzjona l-Bużżieqa
5. Laħlaħ il-lumen ċentrali (1) b’soluzzjoni tal-melħ fiżjoloġika eparinizzata 

sterili.
6. Introduċi bir-reqqa l-kateter bil-bużżieqa għal PTA ppreparat permezz 

ta’ għant ta’ inserzjoni bl-użu ta’ wajer ta’ gwida impjantat minn qabel. 
Il-wajer ta’ gwida għandu jibqa’ fil-lumen ċentrali (1) għall-proċedura 
kollha.

7. Ikkontrolla radjugrafikament l-ippożizzjonar tal-bużżieqa fis-segment 
tal-vina jew tal-arterja li trid tiġi dilatata. Iċ-ċrieki markaturi (4) fuq 
ix-xaft tal-kateter jindikaw it-tul tal-bużżieqa (3) u b’hekk huma 
intenzjonati għall-ippożizzjonar korrett fis-segment tal-vina jew tal-
arterja stenotika.

8. It-tarf tal-wajer ta’ gwida jrid jisporġi ’l barra mit-tarf distali tal-kateter 
(5).

Kif Tonfoħ il-Bużżieqa
9. L-infiħ għandu jsir bl-użu ta’ siringa jew idealment gejġ tal-pressjoni. 

Normalment, soluzzjoni tal-melħ fiżjoloġika tiġi miżjuda mas-soluzzjoni 
ta’ kuntrast bil-proporzjon ta’ 1:1.

10. Qabbad is-siringa (gejġ tal-pressjoni) mal-vit bidirezzjonali jew 
tridirezzjonali. Ara li l-arja kollha titneħħa mill-volum tas-siringa.

11. Onfoħ il-bużżieqa billi tinjetta s-soluzzjoni ta’ kuntrast. Żomm 
il-pressjoni għal diversi sekondi; madankollu, taqbiżx il-pressjoni 
gradata tal-fqigħ minħabba li pressjoni eċċessiva tista’ tagħmel ħsara 
lill-materjal tal-bużżieqa (ara t-tikketta tal-prodott għall-RBP u ċ-ċart 
tal-konformità).

Kif Tiżvojta l-Bużżieqa
12. Żvojta l-bużżieqa billi toħloq vakwu.
Neħħi bil-mod il-pistun tas-siringa. Żomm il-pressjoni ipobarika għal ftit ħin 
sabiex is-soluzzjoni ta’ kuntrast tieħu l-ħin tagħha biex toħroġ kollha kemm 
hi. Bżieżaq ta’ daqs ikbar jeħtieġu aktar ħin biex jiżvojtaw kompletament. 
Aktar ma tkun kbira s-siringa li tintuża, inqas iddum biex tiżvojta l-bużżieqa.

Kif Tneħħi l-Kateter bil-Bużżieqa għal PTA
13. Iġbed il-kateter bil-bużżieqa lura bil-mod. Jekk iddawwar ftit ix-xaft 

tal-kateter dan se jiffaċilita l-ġbid lura tal-kateter bil-bużżieqa minn ġol-
għant tal-inserzjoni. Jekk ma tkunx tista’ ċċaqlaq il-kateter bil-bużżieqa 
minn ġol-għant tal-inserzjoni, neħħi il-kateter u l-għant tal-inserzjoni 
flimkien.

Proċedura ulterjuri skont l-istandards mediċi attwali.

Noti dwar l-Immaniġġjar Korrett
- Aktar ma jkun żgħir id-dijametru tas-siringa użata, aktar trid tkun għolja 

l-pressjoni għall-infiħ tal-bużżieqa.
- Aħna nirrakkomandaw li tuża gejġ tal-pressjoni biex iżżomm pressjoni 

operattiva eżatta.
- Jekk issib li ma tistax tiġbed lura l-bużżieqa żvojtata minn ġol-għant, 

imbotta l-bużżieqa lura fil-vina jew l-arterja għal 1 ċm minn ġol-għant 
tal-inserzjoni, u mbagħad irrepeti l-proċess ta’ ġbid lura tal-kateter. Jekk 
iddawwar ftit ix-xaft tal-kateter dan se jiffaċilita l-mogħdija tal-kateter 
minn ġol-għant tal-inserzjoni.

- Fil-każ li ssib reżistenza meta tiġbed lura l-kateter bil-bużżieqa minn 
ġol-għant jew permezz tal-wajer ta’ gwida, il-materjali kollha użati 
għandhom jitneħħew flimkien sabiex jiġi evitat li ssir ħsara lill-vina jew 
l-arterja.

- Fil-każ li fqigħ tal-bużżieqa jikkawża tnaqqis fil-pressjoni meta tkun 
qed tonfoħ il-bużżieqa, il-bużżieqa trid titneħħa bir-reqqa permezz 
tal-wajer ta’ gwida li jiddawwar ftit kontra l-arloġġ.

Medikazzjoni Rakkomandata
Għandha tinbeda medikazzjoni preoperattiva, intraoperattiva u 
postoperattiva f’konformità mal-informazzjoni pprovduta mill-manifattur 
inkwistjoni u mal-istandards mediċi attwali.

Il-prodotti mediċi jistgħu jikkostitwixxu riskju bijoloġiku wara l-użu. 
Dawn għandhom jintużaw u jintremew biss skont ir-regolamenti 
statutorji u prattika rikonoxxuta.

IT-TERMINI TAL-GARANZIJA
Qmedics tiggarantixxi li kull komponent individwali ta’ dan il-prodott 
ġie mmanifatturat, ippakkjat, ittestjat u sterilizzat mingħajr l-ebda difett 
fil-produzzjoni jew fil-materjal tiegħu. Kull prodott ġie ttestjat qabel ma ġie 
ppakkjat. Qmedics se tibdel kwalunkwe prodott b’difett(i) ta’ manifattura 
jew tal-imballaġġ ma’ wieħed ġdid fuq deċiżjoni ta’ awtorità ġudizzjarja 

vinkolanti kompetenti. Minħabba varjazzjonijiet bijoloġiċi fost l-individwi, 
l-ebda prodott ma hu 100 % effettiv f’kull każ. Għalhekk, u billi Qmedics 
m’għandha l-ebda kontroll fuq il-kundizzjonijiet li fihom jintuża l-prodott 
wara l-bejgħ, l-għażla tal-pazjenti u l-metodi ta’ applikazzjoni, Qmedics 
tiċħad il-garanziji kollha fir-rigward tal-prodott, espressi jew impliċiti li 
jinkludu, mingħajr limitazzjoni, dawk ta’ kummerċjabbiltà, u idoneità għal 
skop partikolari. Qmedics mhi responsabbli direttament jew indirettament 
għall-ebda korriment jew ħsara lil jew telf ta’ kwalunkwe persuna li jirriżultaw 
mill-użu tal-prodott, u Qmedics lanqas mhi responsabbli, direttament jew 
indirettament, għal xi korriment, ħsara jew telf li jistgħu jirriżultaw mill-użu 
mill-ġdid jew l-isterilizzazzjoni mill-ġdid.

LIMITAZZJONIJIET TAR-RESPONSABBILTÀ
Qmedics fl-ebda każ mhi se tkun responsabbli għal xi ħsarat speċjali, 
konsegwenzjali, indiretti, kollaterali, inċidentali jew punittivi jew telf ta’ 
profitti jew nuqqas ta’ realizzazzjoni ta’ ffrankar mistenni jew telf kummerċjali 
jew ekonomiku ieħor ta’ kwalunkwe tip, li jirriżultaw minn xi ksur ta’ dawn 
l-Istruzzjonijiet għall-Użu inkluż il-ksur ta’ kwalunkwe prekawzjoni, twissija u/
jew rakkomandazzjoni msemmija fihom.

PROTEZZJONI TAL-PROPRJETÀ INTELLETTWALI
It-trademarks, il-logos, l-invenzjonijiet, l-għarfien, it-teknoloġija u 
l-informazzjoni proprjetarja kollha u drittijiet oħra ta’ proprjetà intellettwali 
ta’ dan il-prodott jappartjenu biss lil Qmedics. Qmedics tirriserva d-drittijiet 
kollha li titlob, tħarrek, u tfittex rimedju quddiem l-awtoritajiet ġudizzjarji 
fil-każ ta’ ksur li jinvolvi kwalunkwe użu mhux awtorizzat jew użu ħażin ta’ 
proprjetà intellettwali jew inġinerija inversa relatati mal-prodott. 

MALTI 

 ATTENZJONI! ARA L-ISTRUZZJONIJIET GĦALL-UŻU

ĦIELES MIL-LATEX

 STERILIZZAZZJONI BL-ETHYLENE OXIDE
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH
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and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
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After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTHTUL TAL-BUŻŻIEQA

RAPPREŻENTANT AWTORIZZAT EWROPEW

Uwaga!
Produkt zapakowano w stanie sterylnym (sterylizacja tlenkiem etylenu), 
został on zaprojektowany do jednorazowego użytku i nie wolno go 
poddawać ponownej sterylizacji. Produkt należy przechowywać w 
suchym, chłodnym miejscu i chronić przed światłem. Produktu nie wolno 
używać, jeśli produkt lub opakowanie jest uszkodzone. Produktu może 
używać wyłączniedoświadczony lekarz. Niniejszy produkt medyczny 
przeznaczony jest wyłącznie do jednorazowego użycia. Nie wolno 
go przetwarzać ponownie, czyścić, dezynfekować ani sterylizować! 
Po przetworzeniu produkt nie nadaje się do użycia i może stanowić 
zagrożenie biologiczne dla pacjenta i użytkownika: ze względu na 
skład powierzchni i projekt produktu nie można zagwarantować 
pełnej skuteczności czyszczenia po użyciu. Nie można także wykluczyć 
skażenia w przypadku ponownego zastosowania. Ponowna sterylizacja 
może ujemnie wpłynąć na skład powierzchni i właściwości użytych 
plastików. 
W takim przypadku nie można zagwarantować spełnienia oryginalnej 
funkcji produktu.

Opis / skład
Cewnik balonowy do przezskórnej angioplastyki wieńcowej (PTA) 
firmy Qmedics, 418 BDK / 535 BDK, to cewnik dwukanałowy z balonem 
półpodatnym. Cewniki z balonami poszerzającymi używane są do 
rozszerzania zwężeń naczyniowych.

Trzon cewnika
Proksymalny koniec cewnika wyposażono w dwa złącza Luer.
1. Złącze opisane 0.018” / 0.035”to kanał centralny (1), pełniący funkcję 

prowadzącą dla prowadnika. Dopuszczalna średnica prowadnika 
została wska- zana na złączu.

2. Złącze opisane „balloon” (balon) służy do napełniania i opróżniania 
balonu. Dalej określane będzie kanałem balonu (2). Rozmiar balonu 
wskazany jest na złączu.

Długość nominalna balonu = długość sekcji rozszerzającej
- Dystalny koniec trzonu cewnika zawiera balon.
- Długość znamionową balonu (3) wskazują dwa pierścieniowe znaczniki 

radiocieniujące (4).
- Materiał nylonowy balonu pół-podatnego został zaprojektowany 

do stosowania w wysokim ciśnieniu roboczym (patrz szczegółowe 
informacje na etykiecie).

- Balon osiąga podaną średnicę przy ciśnieniu nominalnym.
Uwaga: Wskazania, przeciwwskazania i zastosowanie powyższego 
produktu muszą być zawsze zgodne z bieżącymi standardami medycznymi. 
Należy przestrzegać wytycznych i zaleceń właściwych specjalistycznych 
stowarzyszeń medycznych.

Wskazania
Cewnik balonowy do PTA firmy Qmedics, 418 BDK / 535 BDK, został 
zaprojektowany jako metoda rozszerzania zwężeń naczyniowych 
(angioplastyka przezskórna).

Przeciwwskazania
Zwężenia, przez które nie można przeprowadzić prowadnika.

Potencjalne powikłania
Produkt może być stosowany wyłącznie przez lekarzy zaznajomionych z 
potencjalnymi powikłaniami, które mogą wystąpić w dowolnym czasie w 
trakcie zabiegu lub po jego zakończeniu. Potencjalne powikłania obejmują:
- Rozwarstwienie
-  Przetoki tętniczo-żylne
- Krwiak/krwawienie
-  Obkurczanie
- Zatorowość/zakrzepy
- Alergia na środek kontrastowy
-  Zakażenia/posocznica
- Zgon
- Tętniak

Przestroga
-  Podczas całego zabiegu należy stosować monitorowanie 

fluoroskopowe.
-  Cewniki balonowe do PTA nie nadają się do stosowania w ośrodkowym 

układzie krwionośnym (wg. dyrektywy KE 93/42/EWG, załącznik IX, 
sekcje 1.7 i 1.8).

- Nie należy dopuszczać do nadmiernego rozciągnięcia docelowego 
obszaru naczynia krwionośnego. Średnica napełnionego balonu nie 
może przekraczać wewnętrznej średnicy segmentu naczynia przed 
zwężeniem.

Przygotowanie
- Sprawdzić opakowanie pod kątem uszkodzeń. Jeśli opakowanie jest 

uszkodzone, produktu nie wolno używać.
- Wyjąć produkt z opakowania, stosując technikę sterylną i używać z 

zachowaniem sterylności.
- Sprawdzić produkt pod kątem uszkodzeń. Nie wolno używać 

uszkodzonego produktu.
- Upewnić się, że produkty nienależące do zestawu są zgodne i uważnie 

przeczytać ich instrukcje obsługi.
- Zdjąć osłonę ochronną z balonu na końcu dystalnym.

Rejestracja
Szczegółowe informacje na temat powyższych produktów zamieszczono w 
broszurach lub na etykietach produktów firmy Qmedics. Dane rejestracyjne 
produktu znajdują się na zrywanej etykiecie opakowania (Karta pacjenta).

Przygotowanie  
Odpowietrzanie balonu
1. Podłącz zawór dwu- lub trójdrożny (niedołączony do zestawu) do 

złącza Luer kanału balonu (2).
2. Podłącz strzykawkę o odpowiedniej pojemności. I otwórz zawór dwu- 

lub trójdrożny. 
3. Użyj strzykawki do wywołania podciśnienia. Podczas odsysania 

powietrza (przy podciśnieniu) dystalny koniec cewnika powinien 
znajdować się niżej niż koniec proksymalny.

4. Zamknij zawór dwu- lub trójdrożny przy strzykawce. Możesz teraz zdjąć 
strzykawkę, podciśnienie w układzie zostanie zachowane. Powtórz 
proces odpowietrzania, jeśli chcesz się upewnić, że z balonu usunięto 
całe powietrze.

Ustawianie balonu
5. Przepłukaj kanał środkowy (1) sterylną, heparynizowaną solą 

fizjologiczną.
6. Ostrożnie wprowadź przygotowany cewnik balonowy do PTA przez 

koszulkę introduktora, stosując wprowadzony wcześniej prowadnik. 
Prowadnik musi pozostać w kanale środkowym (1) przez cały czas 
trwania zabiegu.

7. Radiograficznie kontroluj ustawienie balonu w segmencie naczynia 
przeznaczonym do rozszerzania. Pierścienie znaczników (4) na trzonie 
cewnika wskazują długość balonu (3), tym samym ułatwiając właściwe 
ustawienie w zwężonym segmencie naczynia.

8. Koniec prowadnika musi wystawać z dystalnego końca cewnika (5).

Napełnianie balonu
9. Napełnianie należy przeprowadzić z użyciem strzykawki lub – 

optymalnie – z użyciem manometru. Standardowo do środka 
kontrastowego dodaje się sól fizjologiczną w stosunku 1:1.

10. Podłącz strzykawkę ciśnieniomierz do zaworu dwu- lub trójdrożnego. 
Upewnij się, że ze strzykawki usunięto całe powietrze.

11. Napełnij balon wprowadzając środek kontrastowy. Utrzymuj ciśnienie 
przez kilka sekund, jednak nie przekraczaj znamionowego ciśnienia 
rozerwa nia, ponieważ nadmierne ciśnienie może uszkodzić materiał 
balonu (karta zgodności i RBP: patrz etykieta produktu).

Opróżnianie balonu
12. Opróżnij balon przez odessanie płynu.
Powoli odciągnij tłok strzykawki. Utrzymuj krótko podciśnienie, by zapewnić 
czas na całkowite wypłynięcie środka kontrastowego. Większe balony 
wymagają dłuższego czasu na całkowite opróżnienie. Im większa strzykawka 
zostanie użyta, tym mniej czasu potrzeba na opróżnienie balonu.

Usuwanie cewnika balonowego do PTA
13. Powoli wyciągnij cewnik balonowy. Lekkie obroty trzonu cewnika 

ułatwią wyciąganie cewnika balonowego przez śluzę wprowadzającą. 
Jeśli nie jest możliwe wyciągnięcie cewnika balonowego przez 
koszulkę introduktora, wysuń łącznie cewnik i koszulkę introduktora.

Dalej należy postępować zgodnie z bieżącymi standardami opieki 
medycznej. 

Uwagi dotyczące właściwej obsługi
- Im mniejsza średnica zastosowanej strzykawki, tym większe ciśnienie 

konieczne jest do napełnienia balonu.
- Zaleca się stosowanie ciśnieniomierza do utrzymania dokładnej 

wartości ciśnienia roboczego.
-  Jeśli wysunięcie opróżnionego balonu przez introduktor okaże się 

niemożliwe, wsuń balon z powrotem do naczynia na głębokość 1 cm 
przez introduktor, a następnie powtórz proces wyciągania cewnika. 
Lekkie obroty trzonu cewnika mogą ułatwić przejście cewnika 
balonowego przez koszulkę introduktora.

-  W przypadku wyczucia oporu podczas wyciągania cewnika 
balonowego przez introduktor lub po prowadniku, należy 
równocześnie usunąć wszystkie użyte materiały, by nie dopuścić do 
uszkodzenia naczynia.

- W przypadku pęknięcia balonu przy napełnianiu następuje spadek 
ciśnienia. Balon należy ostrożnie usunąć po prowadniku, obróconym 
lekko w lewo.

Zalecane leki
Leki podawane przed zabiegiem, w trakcie zabiegu i po jego zakończeniu 
należy dobrać zgodnie z informacjami podanymi przez właściwego 
producenta oraz bieżącymi standardami opieki medycznej.

Produkty medyczne mogą po użyciu stanowić zagrożenie biologiczne. 
Należy ich używać i je utylizować wyłącznie zgodnie z właściwymi 
przepisami oraz uznaną praktyką.

WARUNKI GWARANCJI
Firma Qmedics gwarantuje, że każdy ze składników tego produktu 
został wyprodukowany, zapakowany, sprawdzony i wysterylizowany bez 
jakiegokolwiek defektu wykonania lub materiału. Każdy produkt został 
przed zapakowaniem przetestowany. Firma Qmedics wymieni każdy 
produkt z wadami produkcyjnymi lub defektem (defektami) opakowania 

na nowy na podstawie decyzji właściwego organu sądowego. Ze względu 
na osobnicze różnice biologiczne, żaden produkt nie jest skuteczny w 100% 
w każdym przypadku. Ponieważ też, jak rownież ponieważ Qmedics nie 
ma kontroli nad warunkami, w jakich produkt jest używany po sprzedaży, 
doborem pacjentów i metodami stosowania, wyłącza w odniesieniu do 
produktu wszelkie gwarancje, wyrażone wprost lub dorozumiane, w tym bez 
ograniczeń, gwarancje przydatności handlowej lub zdatności do określonego 
celu. Firma Qmedics nie jest bezpośrednio lub pośrednio odpowiedzialna 
za jakiekolwiek obrażenia, szkody lub straty wszelkich osób wynikające 
z użycia produktu, ani nie ponosi odpowiedzialności, bezpośrednio lub 
pośrednio, za jakiekolwiek obrażenia, szkody lub straty, które mogą wyniknąć 
z powtórnego wykorzystania lub ponownej sterylizacji produktu.

OGRANICZENIA ODPOWIEDZIALNOŚCI
Firma Qmedics w żadnym wypadku nie ponosi odpowiedzialności za 
jakiekolwiek szczególne, wynikające, pośrednie, uboczne, przypadkowe 
lub moralne szkody, ani utratę zysków lub zaniechania spieniężenia 
spodziewanych oszczędności, czy też inne komercyjne lub gospodarcze 
straty jakiegokol- wiek rodzaju, wynikające z pogwałcenia niniejszej instrukcji 
użytkowania, w tym zlekceważenia środków bezpieczeństwa, ostrzeżeń i/lub 
jakiegokolwiek zalecenia wymienionego w niniejszym dokumencie.

OCHRONA WŁASNOŚCI INTELEKTUALNEJ
Wszystkie znaki towarowe, znaki logo, wynalazki, know-how, technologia, 
informacje zastrzeżone i inne prawa własności intelektualnej dotyczące 
tego produktu należą wyłącznie do firmy Qmedics. Qmedics zastrzega 
sobie wszelkie prawa do dochodzenia swoich racji, zaskarżenia i szukania 
rekompensaty przed organami sądowymi w przypadku naruszenia 
przepisów dotyczących jakiegokolwiek nieuprawnionego użycia lub 
nadużycia własności intelektualnej lub odwrotnej inżynierii dotyczącej 
produktu.

POLSKI 

 UWAGA! ZOB. INSTRUKCJA OBSŁUGI

NIE ZAWIERA LATEKSU

 STERYLIZACJA TLENKIEM ETYLENU
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Vă rugăm să reţineţi!
Produsul este ambalat steril (sterilizare cu OE), conceput pentru unică 
întrebuinţare şi nu trebuie resterilizat. Produsul poate fi depozitat într-un 
loc uscat şi răcoros, ferit de lumină. Acest produs nu trebuie utilizat dacă ori 
produsul, ori ambalajul este deteriorat. Acest produs poate fi utilizat numai 
de un medic familiarizat cu aplicarea acestuia. Acest produs medical 
este de unică folosinţă. Nu trebuie reprocesat, curăţat, dezinfectat 
sau sterilizat! În urma reprocesării, produsul nu mai este adecvat 
pentru utilizare şi poate constitui un risc biologic atât pentru pacient, 
cât şi pentru utilizator: datorită compoziţiei suprafeţei şi construcţiei 
produsului, nu se poate garanta o eficacitate deplină în urma utilizării, 
iar contaminarea nu poate fi exclusă dacă produsul este reutilizat. 
Resterilizarea poate afecta compoziţia suprafeţei şi proprietăţile 
materialelor plastice utilizate. 
În acest caz, nu se poate garanta funcţia iniţială a produsului.

Descriere / compoziţie
Cateterul cu balon pentru ATP de la Qmedics, 418 BDK / 535 BDK, este un 
cateter cu dublu lumen, cu balon semi-flexibil. Cateterele de dilatare cu 
balon sunt utilizate pentru dilatarea constricţiilor vasculare.

Tija cateterului
Capătul proximal al cateterului este prevăzut cu două racorduri Luer Lock.
1. Racordul etichetat 0.018” / 0.035” reprezintă lumenul central (1) care 

serveşte drept ghid pentru firul de ghidare. Diametrul permis al firului 
de ghidare este indicat chiar pe racord.

2. Racordul„balloon”(„balon”) are ca scop umflarea şi dezumflarea 
balonului, fiind denumit în continuare lumenul pentru balon (2). 
Mărimea balonului este indicată chiar pe racord.

Lungime nominală balon = lungimea relevantă pentru dilatare
- Capătul distal al tijei cateterului menţine balonul în poziţie.
- Două cercuri marcatoare radiolucente (4) indică lungimea nominală a 

balonului (3).
- Materialul de nailon al balonului semi-flexibil este destinat utilizării la 

presiuni de lucru ridicate (a se vedea detaliile pe etichetă).
- Balonul îşi atinge diametrul specificat la presiunea nominală.
Notă: Indicaţiile, contraindicaţiile şi domeniul de aplicare al produsului de 
mai sus trebuie să respecte în permanenţă standardele medicale actuale. 
Ghidurile şi recomandările asociaţiilor medicale de specialitate relevante 
trebuie respectate.

Indicaţii
Cateterul cu balon pentru ATP de la Qmedics, 418 BDK / 535 BDK, este 
conceput ca o metodă de dilatare pentru stenozele vasculare (angioplastie 
transluminală).

Contraindicaţii
Stenoze care nu pot fi traversate de firul de ghidare.

Posibile complicaţii
Acest produs poate fi utilizat numai de medici familiarizaţi cu posibilele 
complicaţii. Complicaţiile se pot produce în orice moment în timpul sau în 
urma procedurii. Posibilele complicaţii includ:
- Secţionare
- Fistule arterio-venoase
- Hematom/sângerare
- Spasme
- Embolii/tromboze
- Alergie la substanţa de contrast
- Infecţii/sepsis
- Deces
-  Anevrism

Atenţie
-  Utilizaţi monitorizare cu raze X pe întreaga durată a procedurii.
- Cateterele cu balon pentru ATP nu sunt adecvate aplicării în sistemul 

circulator sanguin central (în conformitate cu Directiva UE 93/42/CEE, 
Anexa IX Secţiunile 1.7. şi 1.8.).

-  Se va preveni întinderea excesivă a zonei vasculare în cauză. Diametrul 
balonului umflat nu trebuie să depăşească diametrul interior al 
segmentului vascular prestenotic.

Pregătire
- Verificaţi dacă ambalajul nu prezintă deteriorări. Dacă ambalajul este 

deteriorat, produsul nu trebuie utilizat.
-   Scoateţi produsul din ambalaj folosind metode aseptice şi continuaţi să 

îl manevraţi în mod aseptic.
- Verificaţi dacă produsul nu prezintă deteriorări. Un produs deteriorat 

nu mai trebuie utilizat.
- Asiguraţi-vă că produsele care nu fac parte din set sunt compatibile şi 

citiţi cu atenţie instrucţiunile de utilizare ale acestora.
- Îndepărtaţi distal învelişul protector al balonului.

Înregistrare
Vă rugăm să consultaţi broşurile Qmedics sau etichetele produselor pentru 
detalii precise ale produselor de mai sus. Înregistrarea datelor despre produs 
este efectuată pe eticheta detaşabilă a ambalajului (diagrama pacientului).

Pregătire 
Eliminarea aerului din balon
1. Conectaţi un robinet cu două sau trei căi (neinclus în kit) la racordul 

Luer Lock al lumenului pentru balon (2).
2. Ataşaţi o seringă şi deschideţi robinetul cu două sau trei căi. Asiguraţi 

un volum suficient al seringii.
3. Utilizaţi o seringă pentru a introduce presiune negativă (hipobarică). 

Capătul distal al cateterului va fi menţinut mai jos decât capătul 
proximal al cateterului cu seringa ataşată.

4. Închideţi robinetul cu două sau trei căi de pe partea seringii. Puteţi 
apoi îndepărta seringa, întrucât presiunea hipobarică va fi menţinută. 
Repetaţi procesul de deaerare dacă doriţi să vă asiguraţi că aerul a fost 
eliminat în totalitate din balon.

Poziţionarea balonului
5. Clătiţi lumenul central (1) cu soluţie salină fiziologică heparinizată 

sterilă.
6. Introduceţi cu grijă cateterul cu balon pentru ATP pregătit prin 

intermediul unei teci de inserţie folosind un fir de ghidare implantat 
anterior. Un fir de ghidare va rămâne în lumenul central (1) pe întreaga 
durată a procedurii.

7. Controlaţi radiografic poziţionarea balonului în segmentul vascular 
destinat dilatării. Cercurile marcatoare (4) de pe tija cateterului indică 
lungimea balonului (3) şi astfel au ca scop poziţionarea corectă în 
segmentul vascular stenotic.

8. Vârful firului de ghidare trebuie să iasă în afară prin capătul distal al 
cateterului (5).

Umflarea balonului
9. Umflarea trebuie efectuată cu ajutorul unei seringi sau, în mod ideal, 

al unui manometru. În mod normal, soluţia salină fiziologică este 
adăugată la substanţa de contrast în proporţie de 1:1.

10. Conectaţi seringa (manometrul) la robinetul cu două sau trei căi. 
Asiguraţi-vă că aerul a fost eliminat în totalitate din volumul seringii.

11. Umflaţi balonul injectând substanţa de contrast. Menţineţi presiunea 
timp de câteva secunde; cu toate acestea, nu depăşiţi presiunea 
nominală de explozie, deoarece presiunea excesivă ar putea deteriora 
materialul balonului (a se vedea eticheta produsului pentru presiunea 
nominală de explozie (RBP) şi diagrama de complianţe).

Dezumflarea balonului
12. Dezumflaţi balonul creând un vid.
Retrageţi lent pistonul seringii. Menţineţi pentru scurt timp presiunea 
hipobarică astfel încât substanţa de contrast să se poată scurge în totalitate. 
Baloanele mai mari au nevoie de mai mult timp pentru a se dezumfla 
complet. Cu cât este mai mare seringa utilizată, cu cât este nevoie de mai 
puţin timp pentru golirea balonului.

Retragerea cateterului cu balon pentru ATP
13. Trageţi lent înapoi de cateterul cu balon. Uşoara rotire a tijei cateterului 

va facilita retragerea cateterului cu balon prin teaca de inserţie. În 
cazul în care nu puteţi deplasa cateterul cu balon prin teaca de inserţie, 
retrageţi cateterul şi teaca de inserţie împreună.

Procedură ulterioară conform standardelor medicale actuale. 

Note privind manipularea corectă
- Cu cât este mai mic diametrul seringii utilizate, cu atât este mai mare 

presiunea necesară pentru umflarea balonului.
- Recomandăm utilizarea unui manometru pentru menţinerea unei 

presiuni de lucru exacte.
-  Dacă vă aflaţi în situaţia de a nu putea retrage balonul dezumflat prin 

teacă, împingeţi înapoi balonul în vas pe o distanţă de 1 cm prin teaca 
de inserţie şi apoi repetaţi procesul de retragere a cateterului. Uşoara 
rotire a tijei cateterului poate facilita trecerea cateterului prin teaca de 
inserţie.

- În cazul în care întâmpinaţi rezistenţă atunci când retrageţi cateterul 
cu balon prin teacă sau prin firul de ghidare, toate materialele utilizate 
trebuie retrase împreună pentru a proteja împotriva deteriorării vasului 
de sânge.

- În cazul în care o ruptură a balonului cauzează o scădere a presiunii în 
timpul umflării balonului, balonul se va retrage cu grijă prin firul de 
ghidare care este rotit uşor în sens contrar acelor de ceas.

Medicaţie recomandată
Trebuie iniţiată medicaţia preoperatorie, intraoperatorie şi postoperatorie 
în conformitate cu informaţiile furnizate de producătorul în cauză şi cu 
standardele medicale actuale.

Produsele medicale pot constitui un risc biologic după utilizare. 
Acestea trebuie utilizate şi eliminate la deşeuri doar în conformitate cu 
reglementările legale şi cu practicile recunoscute.

CONDIŢII DE GARANŢIE
Qmedics garantează că fiecare componentă a acestui produs a fost fabricată, 
ambalată, testată şi sterilizată fără niciun defect de execuţie sau material. 
Fiecare produs a fost testat înainte de ambalare. Qmedics va schimba orice 
produs cu defect(e) de fabricaţie sau ambalare cu unul nou, în baza deciziei 
unei autorităţi judiciare cu competenţă jurisdicţională. Datorită variaţiilor 
biologice dintre persoane, niciun produs nu este 100% eficace în fiecare caz. 

Prin urmare, întrucât Qmedics nu deţine controlul asupra condiţiilor în care 
este utilizat produsul după vânzare, a selecţiei pacienţilor şi a metodelor de 
aplicare, Qmedics îşi declină răspunderea pentru orice garanţii cu privire la 
produs, exprese sau implicite, incluzând, fără limitare, cele de vandabilitate şi 
conformitate cu un scop anume. Qmedics nu este responsabilă în mod direct 
sau indirect pentru nicio vătămare sau daună sau pierdere cauzată oricărei 
persoane în urma utilizării produsului şi Qmedics nu este responsabilă sau 
răspunzătoare, în mod direct sau indirect, pentru nicio vătămare, daună sau 
pierdere care ar putea apărea în urma reutilizării sau resterilizării.

LIMITĂRILE RĂSPUNDERII
În nicio situaţie Qmedics nu va fi răspunzătoare pentru daune speciale, 
accesorii, indirecte, colaterale, incidentale sau punitive sau pentru pierderea 
profiturilor sau pentru nerealizarea economiilor preconizate sau pentru altă 
pierdere comercială sau economică de orice tip, rezultată în urma încălcării 
prezentelor instrucţiuni de utilizare, incluzând încălcarea oricăror precauţii, 
avertismente şi/sau oricăror recomandări menţionate în prezentul document.

PROTECŢIA PROPRIETĂŢII INTELECTUALE
Toate mărcile comerciale, logo-urile, invenţiile, cunoştinţele tehnice de 
specialitate, tehnologia, informaţiile particulare şi alte drepturi de proprietate 
intelectuală asupra acestui produs aparţin exclusiv Qmedics. Qmedics îşi 
rezervă toate drepturile de a solicita, acţiona în justiţie, pretinde despăgubiri 
înaintea autorităţilor judiciare în cazul unei încălcări privind utilizarea 
neautorizată sau utilizarea abuzivă a proprietăţii intelectuale sau proceduri 
de inginerie inversă asociate produsului.

ROMÂNĂ  

 ATENȚIE! CONSULTAȚI INSTRUCȚIUNILE DE UTILIZARE

FĂRĂ LATEX

 STERILIZARE CU OXID DE ETILENĂ
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Imajte u vidu!
Ovaj proizvod je upakovan u sterilnom stanju (sterilizacija etilen-oksidom), 
predviđen je za jednokratnu upotrebu i ne sme se ponovo sterilisati. 
Proizvod se mora čuvati na hladnom i suvom mestu, zaštićen od svetlosti. 
Ovaj proizvod se ne sme koristiti ako su proizvod ili njegovo pakovanje 
oštećeni. Ovaj proizvod sme da koristi samo lekar koji je upoznat sa 
njegovom primenom. Ovaj medicinski proizvod je predviđen isključivo 
za jednokratnu upotrebu. Ne sme se ponovo obrađivati, čistiti, 
dezinfikovati niti sterilisati! Nakon ponovne obrade ovaj proizvod više 
nije pogodan za upotrebu i može predstavljati biološki rizik, kako za 
pacijenta, tako i za korisnika: zbog sastava površinskog sloja i dizajna 
ovog proizvoda, potpuna delotvornost njegovog čišćenja nakon 
upotrebe se ne može garantovati, pa se kontaminacija ne može isključiti 
ukoliko se ovaj proizvod ponovo upotrebi. Ponovna sterilizacija može 
nepovoljno da utiče na sastav površinskog sloja i svojstva korišćenih 
plastičnih materijala. 
U tom slučaju se originalna funkcionalnost proizvoda ne može 
garantovati.

Opis/sastav
Qmedics PTA balonski kateter 418 BDK / 535 BDK je kateter sa dvostrukim 
lumenom i polusavitljivim balonom. Balonski dilatacioni kateteri se koriste za 
dilataciju vaskularnih suženja.

Osovina katetera
Proksimalni kraj katetera sadrži dva priključka sa luer blokadom.
1. Priključak sa oznakom 0.018“ / 0.035” je centralni lumen (1) koji služi 

kao vodič za žicu-vodilju. Prečnik žice-vodilje koju može da primi 
naznačen je na samom priključku.

2. „Balonski“ priključak služi za naduvavanje i izduvavanje balona, u 
daljem tekstu „balonski lumen“ (2). Veličina balona je naznačena na 
samom priključku.

Nazivna dužina balona = dužina relevantna za dilataciju
- Distalni kraj osovine katetera sadrži balon.
-  Dva radiološki providna markerska prstena (4) označavaju nazivnu 

dužinu balona (3).
-  Najlonski materijal polusavitljivog balona je predviđen za upotrebu 

pod visokim radnim pritiskom (podatke potražite na nalepnici).
-  Balon dostiže svoj naznačeni prečnik pri nazivnom pritisku.
Napomena: Indikacije, kontraindikacije i primena gorenavedenog proizvoda 
moraju uvek biti u skladu sa aktuelnim medicinskim standardima. Smernice i 
preporuke relevantnih udruženja lekara-specijalista se moraju poštovati.

Indikacije
Qmedics PTA balonski kateter 418 BDK / 535 BDK je predviđen kao sredstvo 
za dilataciju vaskularnih stenoza (transluminalna angioplastika).

Kontraindikacije
Stenoze kroz koje žica-vodilja ne može da prođe.

Moguće komplikacije
Samo lekari koji su upoznati sa mogućim komplikacijama smeju da koriste 
ovaj proizvod. Do komplikacija može doći u bilo kom trenutku za vreme 
obavljanja procedure ili po njenom završetku. Moguće komplikacije 
obuhvataju:
- Disekciju
-  Arterio-venske fistule
-  Hematom/krvarenje
-  Spazme
-  Embolije/tromboze
-  Alergiju na kontrastno sredstvo
-  Infekcije/sepsu
-  Smrt
-  Aneurizmu

Oprez
-  Vršite rendgenski nadzor tokom čitavog postupka.
-  PTA balonski kateteri nisu pogodni za primenu u centralnom sistemu 

cirkulacije krvi (u skladu sa direktivom EC 93 / 42 / EEC, aneks IX, odeljci 
1.7. i 1.8.).

-  Neophodno je sprečiti preterano rastezanje ciljne oblasti krvnog suda. 
Prečnik naduvanog balona ne sme da premaši unutrašnji prečnik 
predstenotičnog segmenta krvnog suda.

Priprema
- Proverite da na pakovanju nema oštećenja. Ako je pakovanje oštećeno, 

proizvod se ne sme koristiti.
-  Izvadite proizvod iz pakovanja primenom aseptičnih metoda i rukujte 

njim na aseptični način.
-  Proverite da na proizvodu nema oštećenja. Oštećeni proizvod se ne 

sme koristiti.
-  Osigurajte da proizvodi koji ne pripadaju kompletu budu kompatibilni i 

pažljivo pročitajte njihova uputstva za upotrebu.
-  Uklonite zaštitnu pokrivku sa balona na distalnom kraju.

Registracija
Pogledajte Qmedics brošure ili nalepnice na proizvodu kako biste pronašli 
precizne podatke o gorenavedenim proizvodima. Registracija podataka o 
proizvodu nalazi se na nalepnici koju treba otcepiti sa pakovanja (karton 
pacijenta).

Priprema  
Deaeracija balona
1. Priključite jedan dvokraki ili trokraki ventil (nije priložen u kompletu) na 

priključak sa luer blokadom na balonskom lumenu (2).
2. Postavite špric i otvorite dvokraki ili trokraki ventil. Osigurajte da 

postavljeni špric ima dovoljnu zapreminu.
3. Pomoću šprica uvedite negativan (hipobarični) pritisak. Distalni kraj 

katetera mora se držati niže u odnosu na proksimalni kraj katetera na 
koji je postavljen špric.

4. Zatvorite dvokraki ili trokraki ventil na strani sa špricem. Potom možete 
ukloniti špric, jer će se hipobarični pritisak zadržati. Ponovite postupak 
deaeracije ukoliko želite da budete sigurni da je sav vazduh uklonjen iz 
balona.

Postavljanje balona
5. Isperite centralni lumen (1) sterilnim hepariniziranim fiziološkim 

rastvorom.
6. Pažljivo uvedite pripremljeni PTA balonski kateter preko obloge za 

uvođenje koristeći prethodno uvedenu žicu-vodilju. Žica-vodilja mora 
ostati u centralnom lumenu (1) tokom čitavog trajanja postupka.

7. Radiografski proverite položaj balona u segmentu krvnog suda koji 
je predviđen za dilataciju. Markerski prstenovi (4) na osovini katetera 
označavaju dužinu balona (3) i time pomažu njegovo pravilno 
postavljanje u stenotičnom segmentu krvnog suda.

8. Vrh žice-vodilje mora viriti iz distalnog kraja katetera (5).

Naduvavanje balona
9. Naduvavanje se mora vršiti korišćenjem šprica ili, u idealnom slučaju, 

manometra. Obično se fiziološki rastvor meša sa kontrastnim 
sredstvom u odnosu 1:1.

10. Postavite špric (manometar) na dvokraki ili trokraki ventil. Osigurajte da 
iz zapremine šprica prethodno bude uklonjen sav vazduh.

11. Naduvajte balon ubrizgavanjem kontrastnog sredstva. Održavajte 
pritisak nekoliko sekundi; međutim, ne smete premašiti nazivni pritisak 
pucanja (RBP), jer preterani pritisak može da ošteti materijal od kojeg je 
izrađen balon (podatak o RBP potražite na nalepnici na proizvodu i na 
dijagramu kompatibilnosti).

Izduvavanje balona
12. Izduvajte balon stvaranjem vakuuma.
Polako uklonite klip šprica. Kratko održavajte hipobarični pritisak tako da 
bude dovoljno vremena da kontrastno sredstvo u potpunosti oteče. Za 
izduvavanje većih balona potrebno je više vremena. što je veći špric koji 
koristite, kraće je vreme pražnjenja balona.

Uklanjanje PTA balonskog katetera
13. Pažljivo izvucite balonski kateter. Blago okretanje osovine katetera 

olakšaće izvlačenje balonskog katetera kroz oblogu za uvođenje. U 
slučaju da ne možete da pomerate balonski kateter preko obloge za 
uvođenje, izvadite kateter i oblogu za uvođenje zajedno.

Dalja procedura je u skladu sa aktuelnim medicinskim standardima. 

Napomene u vezi sa pravilnim rukovanjem
- što je manji prečnik šprica koji koristite, veći je pritisak naduvavanja 

balona.
-  Preporučujemo korišćenje manometra radi preciznog održavanja 

radnog pritiska.
-  Ako ne možete da izvučete izduvani balon kroz oblogu, vratite balon 

nazad kroz oblogu za uvođenje u krvni sud oko 1 cm, a zatim pokušajte 
da ga ponovo izvučete. Blago okretanje osovine katetera može da 
olakša prolaz katetera kroz oblogu za uvođenje.

- U slučaju da osetite otpor prilikom izvlačenja balonskog katetera kroz 
oblogu ili preko žice-vodilje, sve uvedene materijale treba istovremeno 
izvaditi kako bi se krvni sud zaštitio od povrede.

-  U slučaju da pucanje balona uzrokuje pad pritiska prilikom 
naduvavanja balona, balon se mora pažljivo izvaditi preko žice-vodilje 
okrenute malo u smeru suprotnom od smera kretanja kazaljki na satu.

Preporučeni lekovi
Preoperativnu, intraoperativnu i postoperativnu medikaciju treba primeniti 
u skladu sa informacijama koje je priložio dotični proizvođač i u skladu sa 
aktuelnim medicinskim standardima.

Medicinski proizvodi mogu predstavljati biološku opasnost nakon 
upotrebe. Neophodno je koristiti ih i odlagati na otpad u skladu sa 
zakonskim propisima i utvrđenom praksom.

GARANTNI USLOVI
Kompanija Qmedics garantuje da je svaka komponenta ovog proizvoda 
izrađena, upakovana, ispitana i sterilisana bez ikakvog propusta u izradi ili 

materijalu. Svaki proizvod je ispitan pre pakovanja. Kompanija Qmedics 
će zameniti svaki proizvod sa propustom u izradi ili pakovanju novim 
proizvodom ukoliko takvu odluku donese nadležni, obavezujući pravosudni 
organ. Zbog bioloških razlika kod svakog pojedinca, nijedan uređaj nije 100 
% delotvoran u svakom slučaju. Iz tog razloga, kao i iz razloga što kompanija 
Qmedics nema nikakvu kontrolu uslova u kojima se ovaj proizvod koristi 
nakon prodaje, metoda njegove primene i izbora pacijenata, kompanija 
Qmedics se odriče svih garancija u vezi sa proizvodom, kako izričitih, 
tako i podrazumevanih, koje, bez ograničenja, obuhvataju one koje se 
odnose na komercijalnost proizvoda i njegovu prilagođenost određenoj 
nameni. Kompanija Qmedics nije direktno niti posredno odgovorna ni za 
kakvu povredu, štetu ili gubitak bilo koje osobe koji proizlaze iz upotrebe 
proizvoda, niti je kompanija Qmedics odgovorna, ni direktno niti posredno, 
ni za kakvu povredu, štetu ili gubitak koji mogu proisteći iz ponovne 
upotrebe ili ponovne sterilizacije ovog proizvoda.

OGRANIČENJA ODGOVORNOSTI
Ni u kom slučaju kompanija Qmedics neće biti odgovorna ni za kakve 
posebne, posledične, posredne, kolateralne, slučajne ili kaznene štete, 
gubitak profita, neostvarene očekivane uštede ili drugi komercijalni 
ili ekonomski gubitak bilo koje vrste, do kojih dođe zbog bilo kakvog 
nepridržavanja ovog uputstva za upotrebu, što obuhvata nepridržavanje bilo 
koje navedene mere predostrožnosti, upozorenja i/ili preporuke.

ZAŠTITA INTELEKTUALNE SVOJINE
Svi zaštitni znaci, logotipi, izumi, znanje, tehnologija, vlasničke informacije 
i druga prava intelektualne svojine u vezi sa ovim proizvodom isključiva su 
svojina kompanije Qmedics. Kompanija Qmedics zadržava sva prava da se 
prijavom, tužbom ili zahtevom za zaštitu svojih prava obrati pravosudnim 
organima u slučaju bilo kakvog prekršaja po pitanju neovlašćene upotrebe, 
zloupotrebe intelektualne svojine ili reverznog inženjeringa koji su povezani 
sa ovim proizvodom.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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 STERILISATION WITH ETHYLENE OXIDE
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 KEEP DRY
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Molimo da zapamtite!
Proizvod je u sterilnom pakovanju (sterilizacija etilen oksidom), namijenjen je 
za jednokratnu upotrebu i ne smije se ponovno sterilizirati. Proizvod se mora 
čuvati na hladnom i suhom mjestu, zaštićen od svjetlosti. Ovaj proizvod se ne 
smije koristiti ako su proizvod ili pakovanje oštećeni. Kateter smije koristiti 
samo ljekar koji je obučen za njegovu primjenu. Ovaj medicinski 
proizvod je namijenjen samo za jednokratnu upotrebu. Ne smije se 
prerađivati, čistiti, dezinficirati ili sterilizirati! Nakon prerađivanja, 
proizvod više nije prikladan za upotrebu i može predstavljati biološki 
rizik za pacijenta i rukovaoca: zbog sastava površine i dizajna 
proizvoda, ne može se garantovati potpuna učinkovitost čišćenja nakon 
korištenja i ne može se isključiti kontaminiranje u slučaju ponovnog 
korištenja proizvoda. Ponovnim steriliziranjem može se narušiti sastav 
površine i materijalna svojstva korištene plastike.
U tom slučaju se ne može garantovati izvorna funkcija proizvoda.

Opis / Sastav
Qmedics PTA kateter s balonom, model 418 BDK / 535 BDK, je kateter s 
dvostrukim lumenom s polukompresibilnim balonom. Dilatacijski kateteri s 
balonom koriste se za dilataciju vaskularnih suženja.

Osovina katetera
Na proksimalnom kraju katetera su dvije Luer Lock spojnice.
1. Spojnica s oznakom 0,018“ / 0,035” je centralni lumen (1) koji služi kao 

vođica za žicu vodilicu. Dopušteni prečnik žice vodilice je naznačen na 
samoj spojnici.

2. Spojnica za“balon” namijenjena je napuhivanju i ispuhivanju balona i 
u daljem tekstu će se nazivati balonskim lumenom (2). Veličina balona 
nazna- čena je na samoj spojnici.

Nominalna dužina balona  = relevantna dužina za dilataciju
- Na distalnom završetku osovine katetera nalazi se balon.
-  Dva radiolucentna markirna prstena (4) naznačavaju nominalnu dužinu 

balona (3).
-  Najlonski materijal polukompresibilnog balona namijenjen je za 

korištenje pri visokom radnom pritisku (pogledati detalje na oznaci).
-  Balon doseže specificirani prečnik pri nominalnom pritisku.
Napomena: Indikacije, kontraindikacije i korištenje navedenog proizvoda 
moraju uvijek biti u skladu s trenutnim medicinskim standardima. 
Obavezno se moraju poštovati smjernice i preporuke relevantnih asocijacija 
medicinskih specijalista.

Indikacije
Qmedics PTA kateter s balonom, model 418 BDK / 535 BDK, je dizajniran kao 
metoda dilatacije za vaskularne stenoze (transluminalna angioplastija).

Kontraindikacije
Stenoze kroz koje ne može proći žica vodilica.

Moguće komplikacije
Samo ljekari upoznati s mogućim komplikacijama smiju koristiti ovaj 
proizvod. Komplikacije mogu nastati u svakom trenutku tokom ili nakon 
postupka. Moguće komplikacije obuhvataju:
- Disekcija
-  Arterijsko-venske fistule
-  Hematom / krvarenje
-  Grčevi
-  Embolizmi / tromboze
-  Alergija na kontrastno sredstvo
-  Infekcije / sepse
-  Smrt
-  Aneurizma

Oprez
-  Vršite rentgensko praćenje tokom cijelog postupka.
-  PTA kateteri s balonom nisu prikladni za primjenu u centralnom 

sistemu cirkulacije krvi (prema direktivi EC 93 / 42 / EEC, Prilog IX 
Odjeljci 1.7. i 1.8.).

-  Područje tretiranog krvnog suda treba zaštiti od prekomjernog 
rastezanja. Prečnik napuhanog balona ne smije premašiti unutrašnji 
prečnik segmenta krvnog suda prije suženja.

Priprema
- Provjerite ima li oštećenja na pakovanju. Ako je pakovanje oštećeno, 

proizvod se ne smije koristiti.
-  Izvadite proizvod iz pakovanja koristeći aseptične metode i nastavite 

aseptično rukovati njime.
-  Provjerite ima li oštećenja na proizvodu. Oštećeni proizvod se ne smije 

dalje koristiti.
-  Obavezno provjerite da li su proizvodi koji ne pripadaju kompletu 

kompatibilni i pažljivo pročitajte njihova uputstva za upotrebu.
-  Uklonite zaštitnu pokrivku balona s distalnog kraja.

Registracija
Pregledajte brošure ili oznake proizvoda kompanije Qmedics da biste saznali 
precizne detalje o navedenim proizvodima. Registracija podataka proizvo da 
navedena je na oznaci pakovanja koja se može otkinuti (graf pacijenta).

Priprema 
Uklanjanje zraka iz balona
1. Povežite dvosmjerni ili trosmjerni ventil (nije uvršten u komplet) na 

Luer Lock spojnicu lumena balona (2).
2. Postavite špricu i otvorite dvosmjerni ili trosmjerni ventil. Pazite da 

šprica bude dovoljne zapremine.
3. Koristite špricu za uvođenje negativnog (hipobaričnog) pritiska. 

Distalni kraj katetera treba držati niže od proksimalnog kraja katetera s 
postavlje nom špricom.

4. Zatvorite dvosmjerni ili trosmjerni ventil na strani šprice. Zatim 
možete skinuti špricu jer će se održavati hipobarični pritisak. Ponovite 
postupak uklanjanja zraka ako želite biti sigurni da je iz balona 
uklonjen sav zrak.

Pozicioniranje balona
5. Isperite centralni lumen (1) sterilnom hepariniziranom fiziološkom 

slanom otopinom.
6. Pažljivo uvedite pripremljeni PTA kateter s balonom preko uvodnice za 

umetanje koristeći prethodno implantiranu žicu vodilicu. Žica vodilica 
ostaje u centralnom lumenu (1) tokom cijelog postupka.

7. Radiografskim putem kontrolišite pozicioniranje balona u segmentu 
krvnog suda kojeg treba proširiti. Markirni prstenovi (4) na osovini 
katetera pokazuju dužinu balona (3) i njima se cilja na tačno 
pozicioniranje u stenotičnom segmentu krvnog suda.

8. Vrh žice vodilice mora viriti iz distalnog kraja katetera (5).

Napuhivanje balona
9. Napuhivanje treba izvršiti koristeći špricu ili, u idealnoj situaciji, 

mjeračem pritiska. U normalnoj situaciji, fiziološka slana otopina 
dodaje se kontrast nom sredstvu u omjeru 1:1.

10. Povežite špricu (mjerač pritiska) na dvosmjerni ili trosmjerni ventil. 
Provjerite je li iz zapremine šprice uklonjen sav zrak.

11. Napušite balon ubrizgavanjem kontrastnog sredstva. Održavajte 
pritisak nekoliko sekundi; no, nemojte premašiti nazivni pritisak 
pucanja jer prekomjerni pritisak može oštetiti materijal balona 
(pogledajte oznaku proizvoda za RBP i tabelu usklađenosti).

Ispuhivanje balona
12. Ispušite balon stvaranjem vakuma.
Polako uklonite klip šprice. Nakratko održavajte hipobarični pritisak kako bi 
kontrastno sredstvo imalo vremena da potpuno isteče. Većim balonima treba 
više vremena da se potpuno ispušu. što se koristi veća šprica, to je potrebno 
manje vremena za pražnjenje balona.

Uklanjanje PTA katetera s balonom
13. Polako izvucite kateter s balonom. Polaganim okretanjem osovine 

katetera će se olakšati izvlačenje katetera s balonom kroz uvodnicu 
za umetanje. U slučaju da ne možete pomicati kateter s balonom kroz 
uvodnicu za umetanje, uklonite skupa kateter i uvodnicu za umetanje.

Dalji postupak u skladu s trenutnim medicinskim standardima. 

Napomene o pravilnom rukovanju
- što je manji prečnik šprice koja se koristi, to je potreban veći pritisak za 

napuhivanje balona.
-  Preporučujemo korištenje mjerača pritiska radi održavanja tačnog 

radnog pritiska.
- Ako ustanovite da ne možete izvući ispuhani balon kroz uvodnicu, 

gurnite balon natrag u krvni sud 1 cm kroz uvodnicu za umetanje, a 
zatim pono vite postupak izvlačenja katetera. Polaganim okretanjem 
osovine katetera može se olakšati prolazak katetera kroz uvodnicu za 
umetanje.

- U slučaju da naiđete na otpor prilikom izvlačenja katetera s balonom 
kroz uvodnicu ili preko žice vodilice, svi korišteni dijelovi trebaju se 
ukloniti skupa kako se ne bi oštetio krvni sud.

- U slučaju da prsnuće balona izazove pad pritiska prilikom napuhivanja 
balona, balon je potrebno pažljivo ukloniti preko žice vodilice koja se 
malo okrene u smjeru suprotnom od kretanja kazaljke sata.

Preporučeni medikamenti
Medikamenti prije operacije, tokom operacije i nakon operacije trebaju se 
davati u skladu s informacijama koje saopćava dati proizvođač i prema tre 
nutnim medicinskim standardima.

Medicinski proizvodi mogu predstavljati biološki rizik nakon korištenja. 
Oni se trebaju koristiti i odlagati samo u skladu sa zakonskim od 
redbama i priznatom praksom.

GARANTNI USLOVI
Qmedics garantira da su sve komponente ovog proizvoda napravljene, 
zapakovane, testirane i sterilizirane bez bilo kakvih nedostataka u izradi ili 
mate rijalu. Svaki proizvod je podvrgnut testiranju prije pakovanja. Qmedics 
će izvršiti zamjenu svakog proizvoda s nedostacima u izradi ili pakovanju 
novim proizvodom nakon što nadležno obavezujuće sudsko tijelo donese 
odluku o tome. Zbog bioloških varijacija među pojedinačnim osobama, 
nijedan proizvod nije 100 % učinkovit u svakom slučaju. Stoga, a i budući da 
Qmedics nema kontrolu nad uvjetima pod kojim se proizvod koristi nakon 
prodaje, kao ni nad odabirom pacijenata i metodama primjene, Qmedics 

se odriče svih garancija u vezi s proizvodom, pismenih ili impliciranih, 
uključujući, bez ograničavanja samo na njih, garancije utrživosti i prikladnosti 
za određenu svrhu. Qmedics nije direktno ili indirektno odgovorna za bilo 
kakve povrede ili štete ili za gubitak za bilo koju osobu na osnovu korištenja 
proizvoda, niti je Qmedics odgovorna ili ima bilo kakvu obavezu, direktno 
ili indirektno, u slučaju povrede, štete ili gubitka koji mogu nastati uslijed 
višekratnog korištenja ili ponovnog steriliziranja.

OGRANIČENJA ODGOVORNOSTI
Qmedics ni pod kakvim okolnostima nema obavezu plaćanja bilo kakve 
posebne, posljedične, indirektne, kolateralne, slučajne ili kaznene odštete 
ili izgubljenog prihoda ili neostvarene očekivane uštede ili drugog 
komercijalnog ili ekonomskog gubitka bilo koje vrste, koji proističu iz kršenja 
ovih uputa za korištenje, uključujući nepridržavanje mjera predostrožnosti, 
upozorenja i/ili preporuka navedenih u ovom dokumentu

ZAŠTITA INTELEKTUALNOG VLASNIŠTVA
Svi zaštićeni znakovi, logotipi, izumi, znanje, tehnologija, vlasničke 
informacije i ostala prava intelektualnog vlasništva za ovaj proizvod 
pripadaju isključi vo kompaniji Qmedics. Qmedics zadržava sva prava 
da zahtijeva, tuži i traži pravnu pomoć pred sudskim organima u slučaju 
kršenja propisa povezanih sa neovlaštenim korištenjem ili zloupotrebom 
intelektualnog vlasništva ili reverznog inžinjeringa u vezi s proizvodom.

BOSANSKI 

 PAŽNJA! POGLEDAJTE UPUTSTVO ZA UPOTREBU.

BEZ LATEKSA
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE
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STERILISATION WITH ETHYLENE OXIDE
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.
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All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
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related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTHDUŽINA BALONA

EVROPSKI OVLAŠTENI PREDSTAVNIK

Harap Diperhatikan!
Produk dikemas dalam kondisi steril (sterilisasi EO), dirancang untuk sekali 
pakai dan tidak boleh disterilisasi ulang. Produk ini harus disimpan di tempat 
yang sejuk, kering, dan terlindungi dari cahaya. Produk ini tidak boleh di-
gunakan jika produk atau kemasannya mengalami kerusakan. Hanya dokter 
yang terbiasa dengan aplikasinya yang dapat menggunakan produk ini. 
Produk medis ini dirancang hanya untuk sekali pakai. Produk ini tidak 
boleh diproses ulang, dibersihkan, didesinfeksi, atau disterilisasi! Se-
telah pemrosesan ulang, produk tidak lagi layak untuk digunakan dan 
dapat menimbulkan risiko biologis baik bagi pasien maupun pengguna: 
dikarenakan komposisi permukaan dan desain produk, efektivitas 
pembersihan setelah digunakan tidak dapat dijamin dan kontaminasi 
tidak dapat dikesampingkan jika produk digunakan kembali. Sterilisasi 
ulang dapat mengganggu komposisi permukaan dan sifat bahan plastik 
yang digunakan.
Dalam kasus ini fungsi semula produk tidak lagi terjamin.

Deskripsi/Komposisi
Kateter Balon PTA Qmedics, 418 BDK / 535 BDK adalah kateter lumen ganda 
dengan balon semi-compliant. Kateter dilatasi balon digunakan untuk 
mendilatasi konstriksi vaskular.

Poros Kateter
Ujung proksimal kateter dilengkapi dengan dua koneksi Kunci Luer.
1. Koneksi berlabel 0,89 mm (0,018”)/0,46 mm (0,035”) adalah lumen 

sentral (1) yang berfungsi sebagai pemandu untuk kawat pemandu. 
Diameter kawat pemandu yang diperbolehkan diindikasikan pada 
koneksi itu sendiri.

2. Koneksi ”balon” tersebut ditujukan untuk mengembangkan dan 
mengempiskan balon, yang selanjutnya disebut sebagai lumen balon 
(2). Ukuran balon diindikasikan pada koneksi itu sendiri.

Panjang Nominal Balon = panjang yang relevan untuk dilatasi
- Ujung distal poros kateter terhubung ke balon.
- Dua cincin penanda radiotransparan (4) mengindikasikan panjang 

nominal balon (3).
- Bahan nilon dari balon semi-compliant dirancang untuk digunakan 

pada tekanan kerja yang tinggi (lihat perinciannya pada label).
- Balon mencapai diameter yang ditentukan pada tekanan nominal. 
Catatan: Indikasi, kontraindikasi, dan aplikasi produk di atas harus selalu 
mematuhi standar medis yang berlaku saat ini. Panduan dan rekomendasi 
asosiasi medis spesialis yang relevan wajib dipatuhi.

Indikasi
Kateter balon PTA Qmedics, 418 BDK / 535 BDK dirancang sebagai metode 
dilatasi untuk stenosis vaskular (angioplasti transluminal).

Kontraindikasi
Stenosis yang tidak dapat dilewati oleh kawat pemandu.

Kemungkinan Komplikasi
Hanya dokter yang familier dengan kemungkinan komplikasi yang dapat 
mengaplikasikan produk ini. Komplikasi bisa terjadi kapan saja selama atau 
setelah prosedur dilakukan. Kemungkinan komplikasi antara lain:
- Diseksi
- Fistula arteriovenosa
- Hematoma/Perdarahan
- Spasme
- Emboli/Trombosis
- Alergi media kontras
- Infeksi/Sepsis
- Kematian
- Aneurisma

Perhatian
-  Gunakan pemantauan sinar-X selama prosedur berlangsung.
- Kateter balon PTA tidak cocok untuk aplikasi dalam sistem sirkulasi 

darah pusat (sesuai dengan EC directive EC 93/42/EEC (Petunjuk Alat 
Kesehatan), Lampiran IX, Bagian 1.7 dan 1.8).

- Area pembuluh yang dituju harus dijaga agar tidak mengalami 
peregangan berlebihan. Diameter balon yang dikembangkan tidak 
boleh melebihi diameter dalam dari segmen pembuluh prastenosis.

Persiapan
- Periksa jika ada kerusakan pada kemasan. Jika kemasan rusak, maka 

produk tidak boleh digunakan.
- Keluarkan produk dari kemasannya dengan menggunakan metode 

aseptik dan lanjutkan dengan menanganinya secara aseptik.
- Periksa jika ada kerusakan pada produk. Produk yang rusak tidak boleh 

digunakan lagi.
- Pastikan produk yang tidak termasuk dalam set perangkat ini sudah 

kompatibel dan baca petunjuk penggunaannya dengan saksama.
- Lepaskan tutup pelindung balon ke arah distal.

Registrasi
Lihat brosur Qmedics atau label produk untuk perincian selengkapnya 
mengenai produk di atas. Registrasi data produk tertera pada label kelupas 
pada kemasan (Bagan Pasien).

Persiapan  
Deaerasi Balon
1. Sambungkan satu keran dua atau tiga arah (tidak disertakan dalam 

paket perlengkapan) ke koneksi Kunci Luer pada lumen balon (2).
2. Pasang alat suntik dan buka keran dua arah atau tiga arah. Pastikan 

volume alat suntik yang memadai.
3. Gunakan alat suntik untuk memberikan tekanan negatif (hipobarik). 

Ujung distal kateter harus ditempatkan lebih rendah dibandingkan 
ujung proksimal kateter yang sudah dipasang alat suntik.

4. Tutup keran dua arah atau tiga arah di samping alat suntik. Selanjutnya 
Anda bebas melepaskan alat suntik karena tekanan hipobarik akan 
dipertahankan. Ulangi proses deaerasi jika Anda ingin memastikan 
bahwa semua udara sudah dikeluarkan dari balon.

Menentukan Posisi Balon
5. Bilas lumen sentral (1) dengan larutan garam fisiologis berheparin 

steril.
6. Masukkan dengan hati-hati kateter balon PTA yang sudah disiapkan 

melalui selubung penyisipan dengan menggunakan kawat pemandu 
yang sudah diimplan terlebih dahulu. Kawat pemandu akan tetap 
berada di dalam lumen sentral (1) selama prosedur berlangsung.

7. Kontrol pemosisian balon secara radiografis di dalam segmen 
pembuluh yang hendak didilatasi. Cincin penanda (4) pada poros 
kateter mengindikasikan panjang balon (3) dan dengan demikian 
menunjukkan pemosisian yang tepat dalam segmen pembuluh 
stenosis.

8. Pucuk kawat pemandu harus menonjol dari ujung distal kateter (5).

Mengembangkan Balon
9. Pengembangan balon harus dilakukan dengan menggunakan alat 

suntik atau idealnya alat pengukur tekanan. Normalnya, larutan garam 
fisiologis ditambahkan ke media kontras dengan rasio 1:1.

10. Sambungkan alat suntik (alat pengukur tekanan) ke keran dua arah 
atau tiga arah. Pastikan semua udara dikeluarkan dari volume alat 
suntik.

11. Kembangkan balon dengan menginjeksikan media kontras. 
Pertahankan tekanan selama beberapa detik; namun demikian jangan 
sampai melewati tekanan letup nominal karena tekanan berlebih 
dapat merusak bahan balon (lihat label produk untuk RBP dan tabel 
kepatuhan).

Mengempiskan Balon
12. Kempiskan balon dengan membuat kondisi vakum.
Lepaskan perlahan piston alat suntik. Pertahankan tekanan hipobarik secara 
singkat sehingga memberikan waktu bagi media kontras untuk mengalir 
keluar sepenuhnya. Balon yang lebih besar membutuhkan waktu yang 
lebih lama untuk dapat mengempis dengan sempurna. Semakin besar 
alat suntik yang digunakan, semakin sedikit waktu yang dibutuhkan untuk 
mengosongkan balon.

Mengeluarkan Kateter Balon PTA
13. Tarik kateter balon perlahan. Sedikit memutar poros kateter akan 

membantu menarik kembali kateter balon melalui selubung 
penyisipan. Jika Anda tidak dapat menggerakkan kateter balon melalui 
selubung penyisipan, keluarkan kateter dan selubung penyisipan 
secara bersamaan.

Prosedur lebih lanjut sesuai dengan standar medis yang berlaku saat 
ini.

Catatan terkait Penanganan yang Tepat
- Semakin kecil diameter alat suntik yang digunakan, semakin tinggi 

tekanan yang dibutuhkan untuk mengembangkan balon.
- Kami menyarankan penggunaan alat pengukur tekanan untuk 

mempertahankan tekanan kerja yang tepat.
- Jika Anda merasa tidak dapat menarik kembali balon yang telah 

dikempiskan melalui selubung, dorong balon kembali ke dalam 
pembuluh sejauh 1 cm melalui selubung penyisipan, dan kemudian 
ulangi proses penarikan kembali kateter. Sedikit memutar poros 
kateter dapat memudahkan lewatnya kateter melalui selubung 
penyisipan.

- Jika Anda mengalami hambatan saat menarik kembali kateter 
balon melalui selubung atau melalui kawat pemandu, maka semua 
materi yang digunakan harus dikeluarkan secara bersamaan untuk 
menghindari kerusakan pembuluh.

- Jika ruptur balon menyebabkan turunnya tekanan saat 
mengembangkan balon, maka balon harus dikeluarkan dengan 
hati-hati melalui kawat pemandu yang sedikit diputar berlawanan arah 
jarum jam.

Obat yang Dianjurkan
Pemberian obat praoperasi, intraoperasi, dan pascaoperasi harus dilakukan 
dengan mematuhi informasi yang diberikan oleh produsen terkait dan 
dengan standar medis yang berlaku saat ini.

Produk medis dapat menimbulkan risiko biologis setelah digunakan. 
Produk tersebut hanya boleh digunakan dan dibuang sesuai dengan 
peraturan perundang-undangan dan praktik yang disetujui.

KETENTUAN GARANSI
Qmedics menjamin bahwa masing-masing komponen produk ini telah 
diproduksi, dikemas, diuji, dan disterilkan tanpa cacat pada pengerjaan atau 
bahan. Setiap produk telah diuji sebelum dikemas. Qmedics akan mengganti 
setiap produk yang mengalami cacat produksi atau cacat pengemasan 
dengan produk baru atas keputusan otoritas yudisial yang berwenang dan 
mengikat. Dikarenakan keragaman biologis antar setiap individu, maka 
tidak ada produk yang 100% efektif dalam setiap kasus. Oleh karena itu, 
dan karena Qmedics tidak memiliki kendali terhadap kondisi penggunaan 
produk pascapenjualan, pemilihan pasien, dan metode aplikasinya; Qmedics 
menafikan semua garansi berkenaan dengan produk, baik yang tersurat atau 
tersirat termasuk, tetapi tidak terbatas pada, kelayakan barang dagangan 
dan kesesuaian untuk tujuan tertentu. Qmedics tidak bertanggung jawab 
secara langsung atau tidak langsung atas segala bentuk cedera atau 
kerusakan terhadap atau kerugian yang dialami siapa pun sehubungan 
dengan penggunaan produk, dan Qmedics juga tidak bertanggung jawab 
atau berkewajiban, secara langsung atau tidak langsung, atas segala bentuk 
cedera, kerusakan, atau kerugian yang mungkin timbul akibat penggunaan 
ulang atau sterilisasi ulang.

BATASAN KEWAJIBAN
Dalam situasi apa pun Qmedics tidak bertanggung jawab atas segala 
bentuk kerugian khusus, sebab akibat, tidak langsung, kolateral, insidental, 
atau punitif atau hilangnya laba atau kegagalan untuk mewujudkan 
penghematan yang diharapkan atau kerugian komersial atau ekonomi 
lainnya dalam bentuk apa pun, yang timbul akibat pelanggaran IFU ini 
termasuk pelanggaran terhadap tindakan pencegahan, peringatan, dan/atau 
setiap rekomendasi yang disebutkan di dalam dokumen ini.

PERLINDUNGAN KEKAYAAN INTELEKTUAL
Semua merek dagang, logo, penemuan, tata cara, teknologi, informasi 
eksklusif, dan hak-hak kekayaan intelektual lainnya dari produk ini 
sepenuhnya menjadi milik Qmedics. Qmedics berhak untuk mengajukan 
tuntutan, gugatan, ganti rugi di hadapan otoritas yudisial jika terjadi 
pelanggaran menyangkut penggunaan yang tidak sah atau penyalahgunaan 
kekayaan intelektual atau rekayasa balik sehubungan dengan produk ini. 

BAHASA INDONESIA 

 PERHATIAN! BACA PETUNJUK PENGGUNAAN

BEBAS LATEKS

 STERILISASI DENGAN ETILENA OKSIDA
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

INTRODUSER-& KOMPATIBILITAS KAWAT PEMANDU

 JAUHKAN DARI CAHAYA MATAHARI

 JAGA AGAR TETAP KERING

 JANGAN DIGUNAKAN BERULANG-ULANG

 JANGAN DISTERILISASI ULANG

JANGAN DIGUNAKAN JIKA KEMASAN RUSAK

PRODUSEN

 TANGGAL PRODUKSI

 GUNAKAN SEBELUM

REF NOMOR KATALOG

  
 KODE BATCH

4

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Ескертпе!
Өнім зарарсыздандырылған )EO стерилизациясы( орамда берілген, 
бір реттік пайдалануға арналған және оны қайта зарарсыздандыруға 
болмайды. Өнімді салқын, құрғақ және жарық түспейтін жерде сақтау 
керек. Өнім немесе орам бүлінген болса, бұл өнімді пайдалануға 
болмайды. Бұл өнімді оның қолдану жолын білетін дәрігер ғана 
пайдалана алады. Бұл медициналық өнім тек бір рет пайдалануға 
арналған. Оны қайта өңдеуге, тазартуға, дезинфекциялауға 
немесе зарарсыздандыруға болмайды! Қайта өңдеуден кейін, 
өнім бұдан былай пайдалануға жарамсыз және емделуші үшін де, 
пайдаланушы үшін де биологиялық қауіп төндіруі мүмкін: өнімнің 
беткі құрамы мен дизайнына байланысты, пайдаланғаннан кейін 
тазартудың толық тиімділігіне кепілдік берілмейді және өнім қайта 
пайдаланылған жағдайда ластануды басқару мүмкін емес. Қайта 
зарарсыздандыру пайдаланылған пластик материалдардың беткі 
құрамын және материалдық қасиеттерін нашарлатуы мүмкін.
Бұл жағдайда өнімнің бастапқы функциясына кепілдік берілмейді.
Сипаттамасы/Құрамы
Qmedics ТТА баллондық катетері, 418 BDK / 535 BDK – жартылай 
үйлесімді баллоны бар қос өзекті катетер. Баллондық кеңейту 
катетерлері тамырлардағы тарылған жерлерді кеңейту үшін 
пайдаланылады.

Катетер сұққышы
Катетердің проксимальды ұшы жалғағыш конус қосылымдарымен 
жабдықталған.
1. 0,018” / 0,035” деп белгіленген қосылым сымды өткізгіштің 

бағыттауышы ретінде қызмет атқаратын орталық өзек )1( 
болып табылады. Сымды өткізгіштің рұқсат етілген диаметрі 
қосылымның өзінде көрсетілген.

2. «Баллон» қосылымы баллонның ауаға толуы мен ауа 
шығарылуына арналған, бұдан әрі бұл баллон өзегі )2( деп 
аталады. Баллон өлшемі қосылымның өзінде көрсетілген.

Баллонның номиналды ұзындығы = кеңейтуге қатысты ұзындық
- Катетер сұққышының дистальды ұшы баллонды ұстап тұрады.
- Рентгендік сәуле өткізетін екі таңбалау сақинасы )4( баллонның 

номиналды ұзындығын )3( көрсетеді.
- Жартылай үйлесімді баллонның нейлон материалы жоғары 

жұмыс қысымында пайдалануға арналған )жапсырмадағы 
мәліметтерді қараңыз(.

- Баллон номиналды қысым кезінде белгіленген диаметрге жетеді. 
Ескертпе: Жоғарыдағы өнімге қатысты көрсетімдер, қарсы көрсетімдер 
және қолдану әдісі қолданыстағы медициналық стандарттарға 
сәйкес келуі керек. Тиісті мамандандырылған медициналық 
қауымдастықтардың нұсқаулары мен ұсыныстарын орындау керек.

Көрсетімдер
ТТА Qmedics баллондық катетері, 418 BDK / 535 BDK тамыр стенозын 
кеңейту әдісі ретінде қолданылады )транслюминальды ангиопластика(.

Қарсы көрсетімдер
Сымды өткізгіш өте алмайтын стеноздар.

Ықтимал асқынулар
Бұл өнімді ықтимал асқынулармен таныс дәрігерлер ғана қолдана 
алады. Процедура барысында немесе одан кейін кез келген уақытта 
асқынулар пайда болуы мүмкін. Ықтимал асқынуларға мыналар кіреді:
- Қатпарлану
- Артериялық венозды тесіктер
- Гематома/қан кету
- Құрысу
- Эмболия/тромбоз
- Контрасттық затқа аллергия
- Инфекция/сепсис
- Өлім
- Аневризма

Абайлаңыз
-  Бүкіл процедурада рентгендік бақылау жүргізіңіз.
- ТТА баллондық катетерлері қан айналымының орталық жүйесінде 

қолдануға жарамсыз )EC 93/42/EEC директивасының IX 
қосымшасының 1.7 және 1.8. бөліміне сәйкес(.

- Тамыр аймағының шамадан тыс созылуына жол бермеу керек. 
Ауа толған баллонның диаметрі престенотикалық тамыр 
сегментінің ішкі диаметрінен аспауы керек.

Дайындау
- Орамның бүлінбегеніне көз жеткізіңіз. Орам бүлінген болса, өнімді 

пайдалануға болмайды.
- Асептикалық әдістермен өнімді орамнан шығарып, асептикалық 

өңдеуді жалғастырыңыз.
- Өнімнің зақымдалмағанына көз жеткізіңіз. Зақымдалған өнімді 

бұдан былай пайдалануға болмайды.
- Жинаққа кірмейтін өнімдердің үйлесімді екеніне көз жеткізіп, 

оларды қолдану бойынша нұсқауларды мұқият оқып шығыңыз.
- Баллонның қорғаныс қабатын абайлап алыңыз.

Тіркеу
Жоғарыда аталған өнімдердің нақтырақ мәліметтерін алу үшін Qmedics 
кітапшаларын немесе өнім жапсырмаларын қараңыз. Өнім туралы 
деректерді тіркеу орамның жыртылатын жапсырмасында жүзеге 
асырылады )Емделуші диаграммасы(.

Дайындау  
Баллондағы ауаны шығару
1. Екі немесе үш жүрісті шүмекті )жинаққа кірмейді( баллон өзегінің 

жалғағыш конус қосылымына )2( қосыңыз.
2. Шприцті қолданып, екі немесе үш жүрісті шүмекті ашыңыз. 

Шприцтің жеткілікті көлемін қамтамасыз етіңіз.
3. Теріс )гипобаралық( қысымды беру үшін шприцті пайдаланыңыз. 

Катетердің дистальды ұшын шприцті қолдану арқылы катетердің 
проксимальды ұшынан төмен ұстау керек.

4. Шприцтің бүйіріндегі екі немесе үш жүрісті шүмекті жабыңыз. 
Содан кейін шприцті босатуға болады, өйткені гипобаралық 
қысым сақталады. Баллоннан барлық ауаның шыққанына көз 
жеткізу үшін ауаны шығару процесін қайталаңыз.

Баллонды орналастыру
5. Орталық өзекті )1( зарарсыздандырылған гепаринделген 

физиологиялық тұзды ерітіндімен шайыңыз.
6. Дайындалған ТТА баллондық катетерін алдын ала 

имплантацияланған сымды өткізгіш арқылы енгізу канюлясымен 
мұқият енгізіңіз. Сымды өткізгіш процедураның бүкіл кезеңінде 
орталық өзекте )1( болуы керек.

7. Баллонның кеңейтілетін тамыр сегментінде орналасуын 
радиографиялық түрде бақылаңыз. Катетер сұққышындағы 
таңбалау сақиналары )4( баллон ұзындығын )3( көрсетеді, 
осылайша тамырдың стенотикалық сегментінде дұрыс 
орналасуына бағытталады.

8. Сымды өткізгіштің дистальды ұшы катетердің дистальды ұшынан 
)5( шығуы керек.

Баллонды ауаға толтыру
9. Ауаға толтыру процесін шприцті немесе ең жақсысы манометрді 

пайдалану арқылы орындау керек. Әдетте физиологиялық тұзды 
ерітінді контрасттық затқа 1:1 қатынасы бойынша қосылады.

10. Шприцті )манометр( екі немесе үш жүрісті шүмекке қосыңыз. 
Шприц көлемінен бүкіл ауаның шығарылғанына көз жеткізіңіз.

11. Контрасттық затты егу арқылы баллонға ауа толтырыңыз. 
Қысымды бірнеше секунд ұстап тұрыңыз. Дегенмен, номиналды 
жарылу қысымынан асырмаңыз, өйткені артық қысым 
баллон материалын зақымдауы мүмкін )НЖҚ және сәйкестік 
диаграммасын өнім жапсырмасынан қараңыз(.

Баллондағы ауаны шығару
12. Вакуум жасау арқылы баллондағы ауаны шығарыңыз.
Шприц поршенін жайлап алыңыз. Контрасттық зат толығымен ағып 
кетуі үшін гипобаралық қысымды аз уақыт ұстап тұрыңыз. Үлкен 
баллондар толығымен ауа шығарылуы үшін ұзақ уақытты қажет етеді. 
Пайдаланылған шприц неғұрлым үлкен болса, баллонды босатуға 
соғұрлым аз уақыт кетеді.

ТТА баллондық катетерін шығарып алу
13. Баллондық катетерді баяу артқа тартыңыз. Катетер сұққышын 

аздап бұрау баллондық катетерді енгізу канюлясынан кері тартуға 
мүмкіндік береді. Баллондық катетерді енгізу канюлясынан 
жылжыту мүмкін болмаса, катетер мен енгізу канюлясын бірге 
алып тастаңыз.

Әрі қарай қолданыстағы медициналық стандарттарға сәйкес 
процедураны орындаңыз.
Дұрыс өңдеуге қатысты ескертпелер
- Пайдаланылған шприцтің диаметрі неғұрлым аз болса, баллонды 

ауамен толтыру үшін қысым соғұрлым жоғары болады.
- Нақты жұмыс қысымын сақтау үшін манометрді пайдалануға 

кеңес береміз.
- Ауасы шығарылған баллонды канюлядан тартып шығару мүмкін 

болмаса, оны енгізу канюлясы арқылы тамырға 1 см-ге қайта 
салып, катетерді тарту процесін қайталаңыз. Катетер сұққышын 
аздап бұрау катетердің енгізу канюлясынан өтуін жеңілдетуі 
мүмкін.

- Баллондық катетерді канюлядан немесе сымды өткізгіштен 
шығарып алу кезінде кедергі сезсеңіз, қолданылған барлық 
материалдарды тамырдың зақымдануынан қорғау үшін алып 
тастау керек.

- Баллонның бүлінуі қысымның төмендеуіне себеп болған 
жағдайда, баллонды сағат тіліне қарсы сәл бұрап, сымды өткізгіш 
арқылы абайлап алып тастау керек.

Ұсынылатын емдеу әдісі
Операцияға дейінгі, операция кезіндегі және операциядан кейінгі 
емдеу процедурасы өндіруші ұсынған ақпаратқа және қолданыстағы 
медициналық стандарттарға сәйкес басталуы керек.

Медициналық препараттар пайдаланғаннан кейін биологиялық 
қауіп тудыруы мүмкін. Оларды тек нормативтік ережелер мен 
қабылданған тәжірибеге сәйкес пайдалану және жою керек.
КЕПІЛДІК ШАРТТАРЫ
Qmedics компаниясы осы өнімнің әр құрамдасының әзірлеу сапасында 
немесе материалында ешбір ақау анықталмай дайындалған, оралған, 
сыналған және зарарсыздандырылғанына кепілдік береді. Әрбір 
өнім орау алдында сыналды. Qmedics өндіру немесе орау ақауы 
бар кез келген өнімді құзыретті міндетті сот органының шешімімен 
жаңасына ауыстыруы керек. Жеке адамдар арасындағы биологиялық 
ерекшеліктерге байланысты, кез келген өнім 100% тиімді бола 
бермейді. Сондықтан Qmedics компаниясы сатылғаннан кейін өнімнің 
қандай жағдайда пайдаланылатынын, емделушілерді таңдауды және 
қолдану әдістерін басқара алмайды. Qmedics компаниясы тауарлық 
жарамдылығы мен белгілі бір мақсатқа жарамдылығын қоса алғанда, 
өнімге қатысты айқын немесе ұйғарынды кепілдіктерден бас тартады. 
Qmedics компаниясы тікелей немесе жанама түрде өнімді пайдалану 
нәтижесінде кез келген адамның жарақаттануы, зақымдануы немесе 
шығыны үшін жауап бермейді, сонымен қатар Qmedics тікелей немесе 
жанама түрде қайта пайдалану немесе қайта зарарсыздандыру 
нәтижесінде туындауы мүмкін жарақат, зақым немесе шығынға тікелей 
немесе жанама түрде жауапты емес.

ЖАУАПКЕРШІЛІК ШЕКТЕУЛЕРІ
Ешқандай жағдайда Qmedics компаниясы қолдану бойынша осы 
нұсқауларды, оның ішінде осында көрсетілген кез келген сақтық 
шараларын, ескертулерді және/немесе ұсыныстарды орындамау 
нәтижесінде туындаған кез келген арнайы, салдарлы, жанама, қосалқы, 
кездейсоқ немесе айыппұл салынатын зақымдарға немесе жоғалған 
пайдаға не күтілген жинақ немесе басқа да коммерциялық немесе 
экономикалық шығындарға жауапты емес.

ЗИЯТКЕРЛІК МЕНШІКТІ ҚОРҒАУ
Барлық тауарлық белгілер, логотиптер, өнертабыстар, ноу-хау, 
технологиялар, жеке меншік ақпарат және осы өнімнің басқа да 
зияткерлік меншік құқықтары тек Qmedics компаниясына тиесілі. 
Qmedics компаниясы зияткерлік меншікті рұқсатсыз немесе 
заңсыз пайдалану немесе өнімге қатысты кері жобалау туралы заң 
бұзушылықтар туындаған жағдайда, сот органдарынан талап ету, сотқа 
жүгіну, көмек сұрау бойынша барлық құқықтарға ие. 

ҚАЗАҚША 

 
НАЗАР АУДАРЫҢЫЗ! ҚОЛДАНУ БОЙЫНША 
НҰСҚАУЛАРДЫ ҚАРАҢЫЗ

ҚҰРАМЫНДА ЛАТЕКС ЖОҚ

 ЭТИЛЕНОКСИДПЕН СТЕРИЛДЕНГЕН

4

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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कृप्या ध्यान में रखें!
यह उपकरण रोगाणुहरीन पैकेजिंग (EO रोगाणनुाशन) में आता है, इिे एक 
बार इसतेमाल ककए िाने के सलए कडज़ाइन ककया गया है और इिका पनु: 
रोगाणनुाशन नहरंी ककया िाना चाकहए। उपकरण को एक ठंडरी, ियूखी िगह पर 
और रोशनी िे बचा कर रखा िाना चाकहए। यकद उपकरण या पैकेजिंग दोनों 
में िे कोई भी चीज़ क्षसतग्रसत हुई, तो इि उपकरण का इसतेमाल नहरंी ककया 
िाना चाकहए। केवल विी डॉक्टर इस उपकरण कया इस्मेयाल कर सक्या/्ी िै 
जो इसे इस्मेयाल करने के ्रीके से वयाककफ िै। इस चिककतसी् उपकरण को 
केवल एक बयार इस्मेयाल ककए जयाने के ललए डडजयाइन कक्या ग्या िै। इसके 
सयाथ छेड़छयाड़ निीं की जयानी ियाहिए, इसे सयाफ, की्टयाणुरहि् ्या रोगयाणुरहि् 
निीं कक्या जयानया ियाहिए। छेड़छयाड़ करने के बयाद, उपकरण इस्मेयाल करने 
लया्क निीं रि्या और इसके इस्मेयाल से मरीज और उप्ोगक्याता दोनों के 
ललए सवयास्थ् संबंधी ख्रया िो सक्या िै: ्हद उपकरण कया दोबयारया इस्ेमयाल 
कक्या जया्या िै, ्ो उपकरण की स्ि की रिनया और डडजयाइन के कयारण, 
इस्मेयाल के बयाद इसे सयाफ करने की पूणता प्रभयावशील्या की गयारं्टी निीं दी 
जया सक्ी और संदषूण रि जया्या िै। दोबयारया रोगयाणुनयाशन करने से स्ि की 
बनयाव्ट और इस्मेयाल ककए गए पलयासस्टक की रिनया में खरयाबी िो सक्ी िै।
इस ियाल् में, ्ि गयारं्टी निीं दी जया सक्ी कक उपकरण को सजस कया्ता िे्ु 
्ै्यार कक्या ग्या थया, ्ि वैसे िी कया्ता करेगया।
वववरण/ रिनया
Qmedics PTA बलैयून कैसि्टर, 418 BDK / 535 BDK एक डययूल-लययूमेन वाला 
कैसि्टर है जििमें है िेमी-कमपलायं्ट बलैयून। बलैयून डाइले्ेटशन कैसि्टर का 
उपयोग रक्त-वाकहसनयों में िंकुचन को फैलाने के सलए ककया िाता है।
कैचथ्टर शयाफ्ट
कैसि्टर का सनक्टवतती सिरा दो लययूर लॉक िोड़ के िाि लिै होता है।
1. 0.018” / 0.035” के लेबल वाला िोड़ कें द्रीय लययूमेन (1) होता है जििका 

काम होता है गाइड वायर को कदशा देना। गाइड वायर का सवीकाय्क वयाि 
िोड़ पर हरी दशा्कया होता है।

2. “बलैयून” िोड़ का मखुय काम होता है बलैयून को फुलाना और उिकी हवा 
सनकालना, जििे यहाँ बाद में बलैयून लययूमेन (2) कहा गया है। बलैयून का 
आकार िोड़ पर हरी दशा्कया होता है।

बलैून की मयामूली लंबयाई = फैलाव के सलए प्ािंसगक लंबाई
- कैसि्टर शाफ्ट का दयूरवतती सिरा बैलयून को पकड़ता है।
- रेकडयोलिुें्ट माक्क र ररंग्ज़ (4) बलैयून की मामयूली लंबाई (3) को दशा्कती हैं।
- िेमी-कमपलायं्ट बलैयून के नायलन म्टरीररयल को उचच दबाव पर काय्क 

करने के सलए कडज़ाइन ककया होता है (वववरण लेबल पर देखें)।
- बलैयून मामयूली दबाव पर अपने सनकद्कष्ट वयाि तक फयू ल िाता है।
ध्यान में रखें: उपरोक्त उपकरण के िंकेत, अतंवव्करोध िंकेत और उपयोग िदैव 
वत्कमान सचककतिीय मानकों के अनपुालन में होने चाकहए। प्ािंसगक ववशेषज्ञ 
सचककतिीय िंघों के कदशासनददेशों तिा सिफाररशों को धयान में रखा िाना 
चाकहए।
संके्
Qmedics PTA बलैयून कैसि्टर 418 BDK / 535 BDK रक्त-वाकहसनयों के िंकुचन 
(टांिलययूसमनल एंजियोपलास्टरी) की फैलाव ववसध के रूप में कडज़ाइन ककया 
गया है।
अं् ववतारोध संके्
िंकुचन जिििे गाइड वायर नहरंी गुज़र िकती।
संभव जह्टल्याएँ
केवल वहरी डॉक्टर इि उपकरण का इसतेमाल कर िकते हैं, िो िंभव 
िक्टलताओ ंिे वाककफ हैं। िक्टलताएँ कैसि्टर डालने की प्करिया के दौरान या 
प्करिया के बाद ककिी भी िमय हो िकती हैं। िंभव िक्टलताओ ंमें शासमल हैं:
- ववच्ेदन
- धमनी-सशरापरक नाड़रीव्रण
- रक्ताबु्कद/रक्तस्ताव
- मरोड़
- वाकहकारोध /घनास्तता
- कंटास्ट मीकडयम िे एलिती
- िंरिमण /रोगाणतुा
- मतृयु
- धमनी ववसफार
सयावधयान
-  िंपयूण्क प्करिया के दौरान एकि-रे सनररीक्षण को काम में लाएँ।
- PTA बलैयून कैसि्टर कें द्रीय रक्त प्वाह प्णाली में उपयोग के सलए उसचत 

नहरंी हैं (EC सनददेश 93 / 42 / EEC, अनबुंध IX अनभुाग 1.7. और 1.8. के 
अनुिार).

- िंबंसधत वाकहनी के्षत्र को जयादा खींचे िाने िे बचाया िाना होता है। फयू ले 
हुए बलैयून का वयाि प्ीस्ेटनोक्टक वाकहसनक खंड के अदंरूनी वयाि िे 
असधक नहरंी होना चाकहए।

्ै्यारी
- पकेैजिंग की िाँच करें कक कहरंी कोई खराबी तो नहरंी है। यकद पैकेजिंग 

खराब है तो, तो ककिी भी हालत में उपकरण का इसतेमाल नहरंी ककया 
िाना चाकहए।

- की्टाणहुरीन ववसधयों के उपयोग िे उपकरण को पकेैजिंग िे बाहर सनकालें 
और की्टाणहुरीन ढंग िे हरी उिे पकड़ना और इसतेमाल करना िाररी रखें।

- उपकरण की िाँच करें कक कहरंी कोई खराबी तो नहरंी है। खराब उपकरण 
को ककिी भी हालत में इसतेमाल नहरंी ककया िाना चाकहए।

- िुसनजचित करें कक िो उपकरण िे्ट के नहरंी हैं, वे अनकुयू ल हैं और उनके 
इसतेमाल के सनददेश धयान िे पढ़ें।

- वबलकुल दयूर के सिरे िे बलैयून की िरुक्षातमक कवररंग को उतारें।

पंजीकरण
उपरोक्त उपकरणों के बारे में ि्टरीक वववरण पढ़ने के सलए Qmedics के ब्ोशर 
या उपकरण के लेबल देखें। उपकरण की िानकाररी का पंिीकरण पैकेजिंग के 
उतारे िाने वाले लेबल (मररीज़ चा्ट्क) पर ्पा हुआ है।
्ै्यारी 
बलैून की िवया ननकयालनया
1. एक दो-तरफा या तीन-तरफा कॉक (कक्ट में नहरंी कदया गया) को लययूर 

लॉक के बलैयून लययूमेन (2) के िाि िोड़ िे िोड़ें।
2. सिररंि लगाएँ और दो-तरफा या तीन-तरफा कॉक को खोलें। सिररंि की 

पया्कप्त मात्रा को िुसनजचित करें।
3. सिररंि का इसतेमाल नेगेक्टव (हाइपोबाररक) दबाव बनाने के सलए करें। 

कैसि्टर के दयूरवतती सिरे को कैसि्टर के सनक्टवतती सिरे िे नीचे रखना 
चाकहए, जििमें सिररंि लगी होती है।

4. सिररंि की िाइड पर दो-तरफा या तीन-तरफा कॉक को बंद करें। कफर 
आप सिररंि को सनकाल िकते हैं, कयोंकक हाइपोबाररक दबाव बन 
िाएगा। हवा को सनकालने की प्करिया िाररी रखें यकद आप िसुनजचित 
करना चाहें कक बलैयून में िे िाररी हवा सनकल गई है।

बलैून को ह्टकयानया
5. कें द्रीय लययूमेन (1) को रोगाणुहरीन हेपाररनयुक्त शाररीररक लवणीय घोल के 

िाि खंगालें।
6. धयानपयूव्कक PTA बलैयून कैसि्टर को पहले िे डाली गई गाइड वाइर के 

उपयोग िे प्वेशन खोल के ज़ररए अदंर डालें। गाइड वायर प्करिया के पयूरे 
िमय के सलए कें द्रीय लययूमेन (1) में रहेगी।

7. जिि वाकहसनक खंड में फैलाव ककया िाना है, उिमें बलैयून की जसिसत 
को रेकडयोग्राफी ढंग िे सनयंवत्रत करें। कैसि्टर शाफ्ट पर लगी माक्क र 
ररंग्ज़ (4) बलैयून की लंबाई (3) को दशा्कती हैं और इिसलए उनका उदे्शय 
िंकुसचत वाकहसनक खंड में बलैयून की ि्टरीक जसिसत करना होता है।

8. गाइड वायर का सिरा कैसि्टर (5) के दयूरवतती सिरे िे बाहर आना चाकहए।
बलैून को फुलयानया
9. बलैयून को सिररंि या आदश्क रूप िे एक पे्शर गेि के उपयोग िे फुलाया 

िाना चाकहए। िाधारण तौर पर, कंटास्ट मीकडयम में शाररीररक लवणीय 
घोल 1:1 के अनुपात में डाला िाता है।

10. सिररंि (पे्शर गेि) को दो-तरफा या तीन-तरफा कॉक िे िोड़ें। िुसनजचित 
करें कक सिररंि में िे िाररी हवा सनकाल ली गई िी।

11. कंटास्ट मीकडयम इंिेक्ट करके बलैयून को फुलाएँ। कु् िेकंड के सलए 
दबाव को बनाएँ रखें; हालांकक, सनयत अिहनीय दबाव िे असधक दबाव 
न करें कयोंकक ज़रूरत िे जयादा दबाव िे बलैयून की िामग्री खराब हो 
िकती है (RBP और अनपुालन चा्ट्क के सलए उपकरण का लेबल देखें).

बलैून में से िवया ननकयालनया
12. वकैययूम बना कर बैलयून में िे हवा सनकालें।
धीरे िे सिररंि के वपस्टन को ह्टाएँ। िोडे़ िमय बाद हाइपोबाररक दबाव बनाएँ 
ताकक कंटास्ट मीकडयम पयूररी तरह िे बह िाने के सलए अपना िमय ले िके। 
बडे़ बलैयून में पयूररी तरह िे हवा सनकालने के सलए असधक िमय लगता है। 
जितनी बड़री सिररंि का इसतेमाल ककया िाता है, बलैयून को खाली करने में 
उतना हरी कम िमय लगता है।
PTA बैलून कैचथ्टर को ि्टयानया
13. धीरे िे बलैयून कैसि्टर को पी्े खींचें। कैसि्टर शाफ्ट को हलका िा घुमाने 

िे बलैयून कैसि्टर को प्वेशन खोल िे पी्े खींचने में िहायता समलेगी। 
यकद आप बैलयून कैसि्टर को प्वेशन खोल में कहला नहरंी पाते हैं, तो 
कैसि्टर और प्वेशन खोल को एक िाि सनकाल लें।

व्तामयान चिककतसी् मयानकों के अनुसयार आगे की कया्ताववचध। 
उचि् प्रबंधन के बयारे में जयानकयारी
- इसतेमाल की गई सिररंि का वयाि जितना ्ो्टा होगा, बलैयून को फुलाने 

के सलए दबाव उतना हरी जयादा होगा।
- हम काय्क करने के ि्टरीक दबाव को बनाए रखने के सलए पे्शर गेि के 

इसतेमाल की सिफाररश करते हैं।
- यकद आप खोल में िे हवा सनकाले हुए बलैयून को पी्े नहरंी खीच पा रहे 

हैं, तो प्वेशन खोल में बलैयून को 1 cm तक अदंर वापि धकेलें, और 
कफर कैसि्टर को पी्े खींचने की प्करिया को दोहराएँ। कैसि्टर शाफ्ट को 
हलका िा घमुाना कैसि्टर का प्वेशन खोल में िे सनकलना आिान बना 
िकता है।

- यकद आपको खोल या वायर गाइड में िे बलैयून कैसि्टर को पी्े खींचने 
में रुकाव्ट महियूि हो, तो वाकहनी को हासन पहँुचने िे बचाने के सलए 
उपयोग में लाई गई िाररी िामग्री को एक िाि सनकाल सलया िाना 
चाकहए।

- यकद बलैयून को फुलाते िमय बलैयून के फयू ्ट िाने िे दबाव कम हो िाए, 
तो बलैयून को धयान िे गाइड वायर में िे सनकाला िाना होता है और यह 
करते िमय गाइड वायर को हलका िा घड़री की िईु की कदशा के ववपररीत 
घमुाया िाता है।

लसफयाररश की गई दवयाइ्याँ
ऑपरेशन के पहले, ऑपरेशन के दौरान और ऑपरेशन के बाद की दवाइयाँ 
िंबंसधत सनमा्कता द्ारा प्दान की गई िानकाररी और वत्कमान सचककतिीय मानकों 
के अनपुालन में शरुू की िानी चाकहएं।
चिककतसी् उपकरणों के इस्मेयाल के बयाद सवयास्थ् संबंधी ख्रया िो सक्या 
िै। उनिें वधैयाननक ववनन्मों और सवीकृ् पद्धन् कया पयालन कर् ेिुए इस्मेयाल 
कक्या और ननप्टयान कक्या जयानया ियाहिए।
वयारं्टी की श्तें
Qmedics गारं्टरी देती है कक इि उपकरण के प्तयेक कहसिे को इिकी काररीगररी 
या िामग्री में वबना ककिी खराबी के सनसम्कत, पकै, पररीजक्षत और रोगाणुरकहत 
ककया गया है।  प्तयेक उपकरण की पकै करने िे पहले िाँच की गई है। 
Qmedics सनमा्कण या पैकेजिंग िंबधी खराबी (खरावबयों) वाले ककिी भी 

उपकरण को लेकर उिके बदले मे नया उपकरण देगी, यकद ककिी काय्कक्षम 
बाधयकाररी नयासयक असधकाररी के द्ारा यह सनण्कय सलया िाता है। वयवक्तयों में 
शाररीररक ववसभननताओं के  कारण, कोई भी उपकरण हर मामले में 100 % 
प्भावकाररी नहरंी होता। इिसलए, और चयूंकक Qmedics का वबरिी के बाद उपकरण 
का इसतेमाल ककए िाने, रोसगयों का चयन करने और इसतेमाल के तररीकों 
की जसिसतयों पर कोई सनयंत्रण नहरंी है; Qmedics उपकरण के िंबंध में िभी 
वारंक्टयों को असवीकार करती है, चाहे वे वयक्त की गई हों या सनकहत की गई 
हों, जिनमें वयापाररकता, ककिी ववशेष उदे्शय के सलए अनुकयू लता की वारंक्टयाँ 
शासमल हैं, पर इनहरंी तक िीसमत नहरंी। Qmedics ककिी भी वयवक्त को उपकरण 
के इसतेमाल िे लगने वाले ककिी भी ज़खम/चो्ट या नुकिान या हासन के 
सलए प्तयक्ष या अप्तयक्ष रूप िे जज़ममेदार नहरंी है, और न हरी Qmedics पुन: 
इसतेमाल ककए िाने या पनु: रोगाणनुाशन ककए िाने के कारण लगने वाले 
ककिी भी ज़खम/चो्ट, या नकुिान या हासन के सलए प्तयक्ष या अप्तयक्ष रूप 
िे जज़ममेदार है।
देनदयारी की सीमयाएँ
ककिी भी जसिसत में, Qmedics, इि IFU के ककिी भी उललंघन के 
पररणामसवरूप होने वाले ककिी भी ववशेष, पररणामी, अप्तयक्ष, िंपाजश््कक, 
आकजसमक या दंडातमक नकुिान या मनुाफे की हासन या अपेजक्षत बचत 
प्ाप्त करने में ववफलता या ककिी भी प्कार के अनय वाजणज्यक या आसि्कक 
नकुिान के सलए जज़ममेदार नहरंी होगी, जििमें ककिी भी िावधासनयों, 
चेतावसनयों और/ या यहाँ दरी गई ककिी भी सिफाररशों का उललंघन शासमल है।
बौवद्धक संपदया संरक्षण
इि उपकरण के िभी टेडमाक्क , लोगो, खोिें, उपलज्ध-ज्ञान, प्ौद्ोसगकी, 
मासलकाना िानकाररी और अनय बौवधिक िंपदा असधकार एकमात्र Qmedics की 
िंपवति हैं। Qmedics के पाि बौवधिक िंपदा के ककिी भी अनसधकृत उपयोग 
या दरुुपयोग के िंबंध में ककिी उललंघन या उपकरण के िंबंध में ररवि्क 
इंिीसनयररंग के मामले में नयासयक असधकाररयों के पाि अनरुोध करने, मकुदमा 
दायर करने, और राहत की प्ाि्कना करने के िभी असधकार िरुजक्षत हैं।

हिदंी

 िावधान! इसतेमाल के सलए सनददेश देखें

ले्ेटकि-रकहत

 इिाइलीन ऑकिाइड के िाि रोगाणनुाशन
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

5

Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE
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INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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โปรดทราบ!
ผลติภณัฑนี์ไ้ดร้บัการบรรจหุบีหอ่ทีป่ราศจากเชือ้ (การฆ่าเช ือ้ดว้ย EO) ออกแบบมา
ส�าหรบัการใชง้านคร ัง้เดยีวและตอ้งไม่น�าไปฆ่าเชือ้ซ�า้ ตอ้งเก็บผลติภณัฑไ์วใ้นทีแ่หง้
และเย็นและป้องกนัไม่ใหถ้กูแสง หา้มใชผ้ลติภณัฑนี์ห้ากผลติภณัฑห์รอืบรรจภุณัฑ ์
เสยีหาย ผลติภณัฑนี์ไ้ดร้บัการบรรจหุบีหอ่ทีป่ราศจากเชือ้ (การฆ่าเชือ้
ดว้ย EO) ออกแบบมาส�าหรบัการใชง้านคร ัง้เดยีวและตอ้งไม่น�าไปฆ่าเชือ้
ซ�า้ ตอ้งเกบ็ผลติภณัฑไ์วใ้นทีแ่หง้และเย็นและป้องกนัไม่ใหถู้กแสง หา้มใช้
ผลติภณัฑนี์ห้ากผลติภณัฑห์รอืบรรจภุณัฑเ์สยีหาย เฉพาะแพทยท์ีคุ่น้เคย
กบัการใชง้านเท่านัน้ทีส่ามารถใชผ้ลติภณัฑนี์ไ้ด ้ผลติภณัฑท์างการแพทย ์
นีอ้อกแบบมาส�าหรบัการใชง้านเพยีงคร ัง้เดยีวเท่านัน้ ตอ้งไม่น�าผลติภณัฑไ์ป
ผ่านกระบวนการ ท�าความสะอาด หรอืฆ่าเชือ้ซ�า้! หลงัจากผ่านกระบวนการ
ซ�า้ ผลติภณัฑจ์ะไม่เหมาะส�าหรบัการใชง้านอกีตอ่ไปและอาจกอ่ใหเ้กดิความ
เสีย่งทางชวีภาพส�าหรบัท ัง้ผูป่้วยและผูใ้ชเ้น่ืองจากองคป์ระกอบพืน้ผวิและการ
ออกแบบของผลติภณัฑไ์ม่สามารถรบัประกนัประสทิธภิาพของการท�าความ
สะอาดหลงัการใชง้านไดอ้ย่างเตม็ทีแ่ละไม่สามารถควบคมุการปนเป้ือนไดห้าก
น�าผลติภณัฑก์ลบัมาใชใ้หม่ การฆ่าเชือ้ซ�า้อาจท�าใหอ้งคป์ระกอบพืน้ผวิและ
คณุสมบตัวิสัดขุองพลาสตกิทีใ่ชล้ดลง
ในกรณีนีไ้ม่สามารถรบัประกนัฟังกช์นัด ัง้เดมิของผลติภณัฑไ์ด้

ค�าอธบิาย/องคป์ระกอบ
สายสวนขยายหลอดเลอืดดว้ยบอลลนู Qmedics 418 BDK / 535 BDK เป็นสายสวน
ชอ่งคูท่ีม่บีอลลนูแบบ semi-compliant สายสวนขยายหลอดเลอืดดว้ยบอลลนูใชเ้พือ่
ขยายการหดตวั การตบีของหลอดเลอืด

กา้นสายสวน
ปลายสายสวนดา้นโคนมตีวัเช ือ่มตอ่ Luer Lock สองตวั
1. ตวัเช ือ่มตอ่ทีร่ะบวุา่ 0.018” / 0.035” คอืชอ่งกลาง )1( ทีท่�าหนา้ทีเ่ป็นตวัน�า

ส�าหรบัลวดน�า เสน้ผ่านศนูยก์ลางทีส่ามารถใชไ้ดข้องลวดน�าจะระบไุวบ้นตวัเช ือ่ม
ตอ่

2. การเชือ่มตอ่กบั ”บอลลนู” มเีป้าหมายทีก่ารขยายและการหดตวัของบอลลนูซึง่ตอ่
ไปนีจ้ะเรยีกวา่ชอ่งของบอลลนู )2( ขนาดบอลลนูจะระบไุวใ้นตวัเช ือ่มตอ่

ความยาวทีร่ะบุของบอลลูน = ความยาวทีเ่กีย่วขอ้งส�าหรบัการขยาย
- ปลายดา้นไกลของกา้นสายสวนจะยดึบอลลนูไว ้
- วงแหวนตวับอกต�าแหน่งโปรง่แสงสองวง )4( แสดงความยาวทีร่ะบขุองบอลลนู )3(
- วสัดไุนลอนของบอลลนู semi-compliant ถกูออกแบบมาเพือ่ใชง้านทีค่วาม

กดดนัในการท�างานสงู (ดรูายละเอยีดบนฉลาก)
- บอลลนูจะขยายถงึเสน้ผ่านศนูยก์ลางทีร่ะบไุวท้ีค่วามดนัทีร่ะบุ

หมายเหต:ุ ขอ้บง่ชี ้ขอ้หา้มและการใชผ้ลติภณัฑข์า้งตน้ตอ้งเป็นไปตามมาตรฐาน
ทางการแพทยใ์นปัจจบุนัเสมอ  ตอ้งปฏบิตัติามแนวทางและค�าแนะน�าของสมาคมแพทย ์
เฉพาะทางทีเ่กีย่วขอ้ง

ขอ้บ่งใช ้
สายสวนขยายหลอดเลอืดดว้ยบอลลนู Qmedics 418 BDK / 535 BDK ถกูออกแบบ
มาเพือ่ใชเ้ป็นวธิกีารขยายหลอดเลอืดเพือ่แกไ้ขการตบีของหลอดเลอืด (ศลัยกรรมตกแตง่
หลอดเลอืด)

ขอ้หา้ม
การตบีตนัซึง่ไม่สามารถผ่านไดด้ว้ยลวดน�า

ภาวะแทรกซอ้นทีเ่ป็นไปได้
เฉพาะแพทยท์ีคุ่น้เคยกบัภาวะแทรกซอ้นทีอ่าจเกดิขึน้เทา่น้ันทีส่ามารถใชผ้ลติภณัฑนี์ไ้ด ้
ภาวะแทรกซอ้นอาจเกดิขึน้ไดต้ลอดเวลาในระหวา่งหรอืหรอืหลงัขัน้ตอน ภาวะแทรกซอ้น
ทีเ่ป็นไปได ้ไดแ้ก ่:
- การผ่า
- ทางทะลรุะหวา่งหลอดเลอืดแดงและด�า
- ภาวะทีม่เีลอืดออกในเนือ้เยือ่/เลอืดออก
- ชกั
- เสน้เลอืดอดุตนั/ลิม่เลอืดอดุตนั
- อาการแพส้ารทบึรงัสี
- การตดิเช ือ้ / ภาวะพษิเหตตุดิเช ือ้
- เสยีชวีติ
- การโป่งพอง

ขอ้ควรระวงั
-  ใชก้ารตรวจเอ็กซเ์รยต์ลอดขัน้ตอนทัง้หมด
- ทอ่สวนขยายหลอดเลอืดดว้ยบอลลนู PTA ไม่เหมาะส�าหรบัการใชง้านในระบบ

หมุนเวยีนเลอืดสว่นกลาง (ตามค�าสัง่ EC 93 / 42 / EEC ภาคผนวก 9 สว่น 1.7 
และ 1.8(

- พืน้ทีท่ีเ่กีย่วขอ้งจะตอ้งไดร้บัการป้องกนัจากการยดืออกมากเกนิไป เสน้ผ่าน
ศนูยก์ลางของบอลลนูทีพ่องตวัจะตอ้งไม่เกนิเสน้ผ่านศนูยก์ลางภายในของสว่น
กอ่นตบี

การเตรยีมการ
- ตรวจสอบความเสยีหายของบรรจภุณัฑ ์หากบรรจภุณัฑเ์สยีหายตอ้งไม่ใช ้

ผลติภณัฑ ์
- น�าผลติภณัฑอ์อกจากบรรจภุณัฑโ์ดยใชว้ธิปีลอดเชือ้และด�าเนินการตอ่ไปอยา่ง

ปลอดเชือ้
- ตรวจสอบความเสยีหายของผลติภณัฑ ์ตอ้งไม่ใชผ้ลติภณัฑท์ีเ่สยีหายอกีตอ่ไป
- ตรวจสอบใหแ้น่ใจวา่ผลติภณัฑท์ีไ่ม่ไดอ้ยูใ่นชดุน้ันเขา้กนัไดแ้ละอา่นค�าแนะน�าใน

การใชง้านอยา่งละเอยีด
- ถอดฝาครอบป้องกนัของบอลลนูออกทางปลายดา้นไกล

การลงทะเบยีน
โปรดดโูบรชวัร ์Qmedics หรอืฉลากผลติภณัฑส์�าหรบัรายละเอยีดทีช่ดัเจนของ
ผลติภณัฑข์า้งตน้ การลงทะเบยีนขอ้มูลผลติภณัฑม์ผีลกบัฉลากแบบฉีกของบรรจภุณัฑ ์
(แผนภมูผูิป่้วย)

การเตรยีมการก�าจดัอากาศออกจากบอลลูน
1. เช ือ่มตอ่หวักอ๊กสองทางหรอืสามทางหน่ึงตวั (ไม่รวมอยูใ่นชดุอปุกรณ)์ เขา้กบัตวั

เช ือ่มตอ่ Luer Lock ของชอ่งบอลลนู )2(
2. ใชก้ระบอกฉีดยาและเปิดหวักอ๊กสองทางหรอืสามทาง ตรวจสอบใหแ้น่ใจวา่

กระบอกฉีดมปีรมิาตรเพยีงพอ
3. ใชก้ระบอกฉีดยาเพือ่ป้อนแรงดนัลบ (ไฮโปแบรคิ) ปลายสายสวนดา้นไกลจะตอ้งอยู่

ต�า่กวา่ปลายสายสวนดา้นใกลโ้ดยใชก้ระบอกฉีด
4. ปิดหวักอ๊กสองทางหรอืสามทางทีด่า้นขา้งของกระบอกฉีด จากน้ันคณุสามารถ

ถอดกระบอกฉีดไดเ้น่ืองจากความดนัไฮโปแบรคิจะยงัคงอยู ่ท�าซ�า้ขัน้ตอนการก�าจดั
อากาศ หากคณุตอ้งการตรวจสอบใหแ้น่ใจวา่ไลอ่ากาศทัง้หมดออกจากบอลลนู
แลว้

การวางต�าแหน่งบอลลูน
5. ลา้งชอ่งกลาง )1( ดว้ยน�า้เกลอืทีป่ราศจากเชือ้
6. ใสส่ายสวนขยายหลอดเลอืดดว้ยบอลลนู PTA ทีเ่ตรยีมไวผ่้านปลอกสอดโดยใช ้

ลวดน�าทีฝั่งไวก้อ่นหนา้นี ้ลวดน�าจะตอ้งอยูใ่นชอ่งกลาง )1( ตลอดขัน้ตอน
7. ควบคมุการวางต�าแหน่งของบอลลนูในสว่นของหลอดเลอืดทีม่ไีวส้�าหรบัการขยาย

ดว้ยการถา่ยภาพรงัส ีวงแหวนตวับอกต�าแหน่ง )4( บนแกนสายสวนจะระบคุวาม
ยาวของบอลลนู )3( และดว้ยเหตนีุจ้งึเล็งไปทีต่�าแหน่งทีถ่กูตอ้งในสว่นของหลอด
เลอืดทีม่กีารตบี

8. ปลายลวดน�าตอ้งยืน่ออกมาจากปลายสายสวน )5(

การขยายบอลลูน
9. ควรใชก้ระบอกฉีดหรอืเคร ือ่งวดัความดนัในการขยาย โดยปกตนิ� า้เกลอืจะถกูเตมิ

ลงในสารทบึรงัสใีนอตัราสว่น 1:1
10. เช ือ่มตอ่กระบอกฉีด (เคร ือ่งวดัความดนั) กบัหวักอ๊กสองทางหรอืสามทาง ตรวจ

สอบใหแ้น่ใจวา่ไลอ่ากาศทัง้หมดออกจากปรมิาตรของกระบอกฉีดแลว้
11. ขยายบอลลนูโดยการฉีดสารทบึรงัส ีรกัษาความดนัเป็นเวลาหลายวนิาท ีแตอ่ยา่ให ้

แรงดนัระเบดิเกนิอตัราเน่ืองจากแรงดนัทีม่ากเกนิไปอาจท�าใหว้สัดทุีใ่ชท้�าบอลลนู
เสยีหายได ้(ดฉูลากผลติภณัฑส์�าหรบั RBP และแผนภมูกิารปฏบิตัติามขอ้
ก�าหนด)

การลดขนาดบอลลูน
12. ลดขนาดบอลลนูโดยสรา้งสญูญากาศ
คอ่ย ๆ ถอดกระบอกฉีดออก รกัษาความดนัไฮโปแบรคิเป็นเวลาสัน้ ๆ เพือ่ใหส้ารทบึรงัสใีช ้
เวลาในการไหลออกใหห้มด บอลลนูขนาดใหญต่อ้งใชเ้วลานานขึน้ในการลดขนาดจนแฟบ 
ยิง่ใชก้ระบอกฉีดขนาดใหญเ่ทา่ใดก็จะใชเ้วลาน�าสารออกจากบอลลนูไดเ้รว็ขึน้เทา่น้ัน

การถอดสายสวนขยายหลอดเลอืดดว้ยบอลลูน PTA
13. คอ่ย ๆ ดงึสายสวนขยายหลอดเลอืดดว้ยบอลลนูกลบัออกมา การหมุนกา้นสาย

สวนเล็กนอ้ยจะชว่ยใหส้ามารถดงึขยายหลอดเลอืดดว้ยสายสวนบอลลนูออกมา
ผ่านปลอกสอดได ้ในกรณีทีค่ณุไม่สามารถเคลือ่นสายสวนขยายหลอดเลอืดดว้ย
บอลลนูผ่านปลอกสอดไดใ้หถ้อดสายสวนและปลอกสอดออกพรอ้มกนั

ขัน้ตอนตอ่ไปตามมาตรฐานทางการแพทยปั์จจบุนั

หมายเหตเุกีย่วกบัการจดัการทีถู่กตอ้ง
- ยิง่เสน้ผ่านศนูยก์ลางของกระบอกฉีดทีใ่ชม้ขีนาดเล็กลงเทา่ใดความดนัในการ

ขยายบอลลนูก็จะสงูขึน้เทา่น้ัน
- ขอแนะน�าใหใ้ชเ้คร ือ่งวดัความดนัเพือ่รกัษาแรงดนัในการท�างานทีแ่น่นอน
- หากคณุไม่สามารถดงึบอลลนูทีแ่ฟบแลว้ออกมาได ้ผ่านปลอกสอดบอลลนูใหด้นั

บอลลนูกลบัเขา้ไปในหลอดเลอืดประมาณ 1 ซม. ผ่านปลอกสอดแลว้ท�าซ�า้ขัน้
ตอนการดงึสายสวนออก การเหมุนกา้นสายสวนเพยีงเล็กนอ้ยอาจท�าใหก้ารสง่
สายสวนผ่านปลอกสอดสามารถท�าไดง้่ายขึน้

- ในกรณีทีม่แีรงตา้นเมือ่ดงึสายสวนขยายเหลอดเลอืดดว้ยบอลลนูกลบัผ่านปลอก
หรอืผ่านลวดน�าควรถอดวสัดทุัง้หมดทีใ่ชพ้รอ้มกนัเพือ่ป้องกนัความเสยีหายของ
หลอดเลอืด

- ในกรณีทีบ่อลลนูแตกท�าใหค้วามดนัลดลงเมือ่ขยายบอลลนูจะตอ้งน�าบอลลนูออก
อยา่งระมดัระวงัโดยใชล้วดน�าโดยใหห้มุนทวนเข็มนาฬกิาเล็กนอ้ย

การรกัษาดว้ยยาทีแ่นะน�า
ควรเร ิม่การใชย้ากอ่นการผ่าตดั ระหวา่งการผ่าตดั และหลงัการผ่าตดัตามขอ้มูลทีร่ะบโุดย
ผูผ้ลติและตามมาตรฐานทางการแพทยใ์นปัจจบุนั

ผลติภณัฑท์างการแพทยอ์าจกอ่ใหเ้กดิความเสีย่งทางชวีภาพหลงัการใชง้าน
ได ้ควรใชแ้ละก�าจดัตามระเบยีบกฎหมายและแนวปฏบิตัทิีไ่ดร้บัการยอมรบั
เท่านัน้

เง่ือนไขการรบัประกนั
Qmedics รบัประกนัวา่ทกุสว่นประกอบของผลติภณัฑนี์ไ้ดร้บัการผลติ บรรจ ุทดสอบ
และฆ่าเช ือ้โดยไม่มขีอ้บกพรอ่งใด ๆ ในดา้นฝีมอืการผลติหรอืวสัด ุผลติภณัฑแ์ตล่ะชิน้
ไดร้บัการทดสอบกอ่นบรรจภุณัฑแ์ลว้ Qmedics จะแลกเปลีย่นผลติภณัฑใ์ด ๆ ทีม่ขีอ้
บกพรอ่งในการผลติหรอืบรรจภุณัฑด์ว้ยผลติภณัฑใ์หม่ตามการตดัสนิใจของหน่วยงาน
ตลุาการทีม่อี�านาจ เน่ืองจากการเปลีย่นแปลงทางชวีภาพในแตล่ะบคุคลจงึไม่มผีลติภณัฑ ์
ใดทีม่ปีระสทิธภิาพ 100% ในทกุกรณี ดงัน้ันเน่ืองจาก Qmedics ไม่สามารถควบคมุ
สภาพในการใชผ้ลติภณัฑห์ลงัการขาย การเลอืกผูป่้วย และวธิกีารใชง้านได ้Qmedics 
ขอปฏเิสธการรบัประกนัทัง้หมดทีเ่กีย่วกบัผลติภณัฑไ์ม่วา่จะโดยชดัแจง้หรอืโดยนัยรวม
ถงึแตไ่ม่จ�ากดัเพยีงความสามารถในการคา้ ความเหมาะสมส�าหรบัวตัถปุระสงคเ์ฉพาะ 
Qmedics จะไม่รบัผดิชอบโดยตรงหรอืโดยออ้มตอ่การบาดเจ็บหรอืความเสยีหายหรอื
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE
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catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.
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connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
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observed.
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method for vascular stenoses (transluminal angioplasty).
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- The vessel area concerned is to be prevented from overstretching. The 
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sheath using a previously implanted guide wire. A guide wire is to 
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1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 
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balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
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-  The distal end of the catheter shaft holds the balloon.
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(3).
-  The nylon material of the semi-compliant balloon is designed for use at 
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Luer Lock connection of the balloon lumen (2).
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medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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ตวัแทนทีไ่ดร้บัอนุญาตโดยสหภาพยโุรป

براہ کرم نوٹ کريں!
مصنوعہ تعقيمی پيک )EO تعقيم( ميں بند کی گئی ہے، جو کہ ايک بار استعمال کے لئے ہے اور 

الزم ہے کہ اس کی دوبارہ تعقيم نہ کی جائے۔ مصنوعہ کو ٹهنڈی، خشک جگہ پر روشنی سے 
محفوظ رکهنا چاہيے۔ يہ مصنوعہ ہرگز استعمال نہيں کرنا چاہيےاگر يا تو مصنوعہ يا پيکيجنگ 

خراب ہو۔ صرف اس کے استعمال سے واقف ڈاکٹر ہی يہ مصنوعہ استعمال کر سکتا ہے۔ يہ 
طبی مصنوعہ صرف ايک بار استعمال کے لئے تخليق کردہ ہے۔ اسے دوبارہ زير عمل النا، 
صاف کرنا، جراثيم سے پاک يا دوبارہ زير تعقيم نہيں النا چاہيے! دوبارہ زير عمل النے کے 

بعد، مصنوعہ مزيد استعمال کے قابل نہيں رہتی اور اس ميں مريض اور استعمال کنندہ دونوں 
کے لئے حياتياتی خطرہ پيدا کر سکتی ہے: مصنوعہ کی سطحی ساخت اور ڈيزائن کی بدولت، 
استعمال کے بعد صفائی کی مکمل تاثير کی ضمانت نہيں دی جا سکتی اور مصنوعہ کو دوبارہ 

زير استعمال النے پر آلودگی کو ختم نہيں کيا جا سکتا۔ دوبارہ تعقيم کرنا سطحی ساخت اور 
استعمال کردہ پالسٹک کی خصوصيات ميں خلل انداز ہو سکتا ہے۔

اس صورت ميں مصنوعہ کے حقيقی فعل کی ضمانت نہيں دی جا سکتی۔
وضاحت / ترکيب

Qmedics کا PTA غبارے کا کيتهيٹر 418iBDK / 535 BDK نيم تعميلی غبارے واال دہرے 
سوراخ کا حامل کيتهيٹر ہے۔ غبارے کے پهيالؤ کے کيتهيٹر خون کی ناليوں کی تنگيوں کو کشادہ 

کرنے کے لئے استعمال ہوتے ہيں۔

کيتهيٹرشافٹ
کيتهيٹر کا متصل سرا دو ليوئرالک جوڑ سے آراستہ ہے۔

0.018” / 0.035” کےطورپرليبل زدہ جوڑ وسطی سوراخ )1(   .1
ہےجوگائيڈوائرکےلئےرہنمائی کا کام ديتا ہے گائيڈ وائر کا قابل مجاز قطر بذات خود جوڑ 

پر نماياں کردہ ہے۔
”غبارے” کے نام والے جوڑ کا مقصد غبارے ميں ہوا بهرنا اور خارج کرنا ہے، جس کا   .2

اب سے غبارے کے سوراخ )2( کےطورپرذکرکياجائےگا۔ غبارے کا سائز بذات خود جوڑ 
پر ديا گيا ہے۔

غبارے کی بيان کردہ لمبائی = متعلقہ لمبائی برائے پهيالؤ
کيتهيٹر کے دھرے کا بعيدی سرا غبارے کو پکڑتا ہے۔  -

دو ريڈيالوسينٹ مارکر رنگز )4( غبارے کی بيان کردہ لمبائی )3( کی نشان دہی کرتے   -
ہيں۔

نيم تعميلی غبارے کی نائيلون پر مبنی ساخت کارآمد بلند دباؤ پر استعمال کے لئے تخليق   -
کردہ ہے )ليبل پر تفصيالت ديکهيں(۔

غبارہ بيان کردہ دباؤ پر اپنے مخصوص قطر تک پہنچ جاتا ہے۔  -
نوٹ:تشخيصات، غير معکوس تشخيصات اور درج باال مصنوعہ کا استعمال ہميشہ موجودہ طبی 

معيارات کے مطابق ہونا چاہيے۔ متعلقہ ماہر طبی تنظيموں کی ہدايات و تجاويز کو الزمی ملحوظ 
خاطر رکهنا چاہيے۔

تشخيصات
Qmedics PTA غبارے کا کيتهيٹر، 418iBDK / 535 BDK خون کی ناليوں کے 

سکڑاؤ کے لئے پهيالؤ کے عمل کے طور پر ترتيب ديا گيا ہے )بين بين الشگافی اينجيو 
پالسٹی)transluminal angioplasty((۔

غير معکوس تشخيصات
سکڑاؤ جس سے گائيڈ وائر گزر نہيں سکتی۔

ممکنہ پيچيدگياں
صرف ايسے ڈاکٹرز يہ مصنوعہ استعمال ميں ال سکتے ہيں جو ممکنہ پيچيدگيوں سے آگاہ ہوں۔ 

پيچيدگياں عمل کے دوران يا بعد ميں کسی بهی وقت واقع ہو سکتی ہيں۔ ممکنہ پيچيدگيوں ميں 
درج ذيل شامل ہيں:

چير پهاڑ کا عمل  -
)Arterial-venous fistulas( شريانی-وريدی پهوڑا  -

خون سے بهرا پهوڑا/خون رسنا  -
سپازم  -

بندش شريان /خون بستگی  -
متفرق ميڈيم سے الرجی  -

انفيکشنز/ عفونت  -
موت  -

)Aneurysm( شريان/خون کی نالی کا پهيالؤ  -

خبردار
تمام تر عمل کے دوران ايکسرے کے جائزہ عمل کو بروئے کار الئيں۔   -

PTA کے غبارے کے کيتهيٹر خون کے مرکزی نظاِم گردش ميں استعمال کيے جانے کی   -
خاطر موزوں نہيں ہے )EC directive 93 / 42 / EEC، ضميمہ IXسيکشنز1.7 اور 

1.8 کے مطابق۔(۔
نالی کے متعلقہ حصے کو زيادہ کهنچاؤ سے بچانا ہے۔ ہوا بهرے غبارے کا قطر پيشگی   -

طور پر نالی کے کهنچاؤ والے حصے کے اندرونی قطر سے زيادہ نہيں ہونا چاہيے۔

تياری
پيکنگ کی نقائص کے ضمن ميں پڑتال کريں۔ اگر پيکنگ خراب ہو، تو الزم ہے کہ   -

مصنوعہ کو استعمال نہ کيا جائے۔
دافع عفونت طريقوں کو بروئے کار التے ہوئےمصنوعہ کو پيکنگ سے باہر نکاليں اور   -

عفونتی طور پر ہی اسے پکڑيں۔
خرابی کے ضمن ميں مصنوعہ کی پڑتال کريں۔ ايک خراب مصنوعہ کو مزيد استعمال ميں   -

نہيں النا چاہيے۔
يقينی بنائيں کہ سيٹ سے الگ مصنوعات مطابقتی ہيں، اور ان کے استعمال کے لئے دی   -

گئی ہدايات کا احتياط کے ساته مطالعہ کريں۔
غبارے کے حفاظتی غالف کو کهولتے ہوئے ہٹا ديں۔  -

رجسٹريشن
براہ کرم درج باال مصنوعات کی قيمت کی تفصيالت کے لئے Qmedics کے بروشرز يا 

مصنوعہ کے ليبلز سے استفادہ کريں۔ مصنوعہ کے ڈيٹا کی رجسٹريشن پيکنگ کے پهاڑے جانے 
والے ليبل پر الگو ہوتی ہے )مريض کا چارٹ(۔

 تياری 
غبارے ميں سے ہوا نکالنا

دو طرفہ يا سہ طرفہ کاک )کٹ ميں شامل نہيں ہے( کو غبارے کے سوراخ )2( کے   .1
ليوئرالک جوڑ کے ساته مربوط کريں۔

سرنج لگائيں اور دو طرفہ يا سہ طرفہ کاک کو کهوليں۔ سرنج کے وافر واليوم کا اطمينان   .2
کريں۔

سرنج کو منفی )معياری دباؤ سے کم( دباؤ ڈالنے کی خاطر استعمال کريں۔ کيتهيٹر کا بعيدی   .3
سرا سرنج لگا کر کيتهيٹر کے محيط سرے سے نيچے کر کے معلق کرنا چاہيے۔

دو طرفہ يا سہ طرفہ کاک کو سرنج کی جانب سے بند کر ديں۔ تب آپ سرنج نکالنے کے   .4
لئے آزاد ہيں، کيونکہ منفی دباؤ برقرار رہے گا۔ اگر آپ غبارے سے تمام ہوا کو نکال 

دينے کو يقينی بنانا چاہتے ہيں تو ہوا نکالنے کے عمل کو دہرائيں۔

غبارے کی مقام بندی
وسطی سوراخ )1( کو تعقيمی ہيپرينائزڈفزيولوجيکل کهارے سولوشن کی مدد سے دھوئيں۔  .5

پہلے ڈالی گئی گائيڈ وائر کی مدد سے داخلے کے خول کے ذريعے تيار شدہ PTA غبارے   .6
کا کيتهيٹر داخل کريں۔ تمام تر عمل کے دوران الزم ہے کہ گائيڈ وائر کو وسطی سوراخ 

)1( ميں ڈالے رکها جائے۔
پهيالؤ کے لئے چنے گئے نالی کے حصے ميں غبارے کی مقام بندی کو ريڈيو گرافک   .7

طور پر کنٹرول کريں۔ کيتهيٹر کے دھرے پر مارکر رنگز )4( غبارے کی لمبائی )3( کی 
نشان دہی کرتے ہيں اور اس طرح نالی کے سکڑے ہوئے حصے ميں درست مقام بندی کو 

ہدف بناتے ہيں۔
گائيڈ وائر کا سرا الزمی طور پر کيتهيٹر کے بعيدی کنارے )5( ميں سے نکال ہوا ہونا   .8

چاہيے۔

غبارے ميں ہوا بهرنا
ہوا بهرنے کا عمل سرنج يا مثالی طور پر پريشر گاج استعمال کرتے ہوئےسرانجام ديا جانا   .9
چاہيے۔ عمومی طور پر، فزيولوجيکل کهارا سولوشن1:1 کے تناسب سے متفرق ميڈيم ميں 

شامل کيا جاتا ہے۔
سرنج )پريشر گاج( کو دو طرفہ يا سہ طرفہ کاک سے جوڑيں۔ يقينی بنائيں کہ سرنج کے   .10

واليوم ميں سے تمام ہوا نکال دی گئی ہو۔
متفرق ميڈيم انجيکٹ کرتے ہوئے غبارے ميں ہوا بهريں۔ متعدد سيکنڈز تک دباؤ برقرار   .11

رکهيں؛ تاہم، درجہ بند برسٹ دباؤ سے تجاوز نہ کريں کيونکہ زيادہ دباؤ غبارے کے مواد 
کو خراب کر سکتا ہے )RBP اور تعميلی چارٹ کے لئے مصنوعہ کا ليبل ديکهيں(۔

غبارے ميں سے ہوا نکالنا
خالء پيدا کر کے غبارے ميں سے ہوا نکاليں۔  .12

سرنج کی پسٹن کو آہستہ سے نکاليں۔ آہستگی سے منفی دباؤ کو قائم رکهيں تاکہ متفرق ميڈيم کو 
مکمل طور پر بہہ جانے کے لئے درکار وقت مل سکے۔ بڑے غباروں ميں سے مکمل ہوا خارج 
ہونے ميں زيادہ وقت لگتا ہے۔ جتنی بڑی سرنج استعمال ہو گی، غبارے کو خالی کرنے ميں اتنا 

کم وقت لگے گا۔

PTA غبارے کا کيتهيٹر نکالنا
غبارے کے کيتهيٹر کو آہستگی سے کهينچ کر واپس نکال ليں۔ کيتهيٹر کے دھرے کو   .13

آہستگی سے موڑنا غبارے کے کيتهيٹر کو داخلے کے خول سے کهينچ کر واپس نکالنے 
ميں مدد دے گا۔ اگر آپ غبارے کے کيتهيٹر کو داخلے کے خول سے گزار نہ پائيں تو 

ايسی صورت ميں، کيتهيٹر اور داخلے کے خول کو ايک ساته نکاليں۔

موجودہ طبی معيارات کے مطابق مزيد عمل۔ 
نوٹس برائے درست ہينڈلنگ

استعمال کردہ سرنج کا قطر جتنا کم ہو گا، غبارے ميں ہوا بهرنے کا دباؤ اتنا ہی زيادہ ہو   -
گا۔

ہم ايک عين درست کارآمد دباؤ برقرار رکهنے کی خاطر پريشر گاج استعمال کرنا تجويز   -
کريں گے۔

اگر آپ ہوا نکلے غبارے کو خول سے کهينچ کر واپس نکالنے سے قاصر ہوں، تو داخلے   -
کے خول ميں غبارے کو1  سينٹی ميٹر تک مزيد دھکيليں، اور پهر کيتهيٹر کو واپس 

کهينچنے کا عمل دہرائيں۔ کيتهيٹر کے دھرے کو آہستگی سے موڑنا داخلے کے خول سے 
کيتهيٹر کو گزارنے ميں آسانی پيدا کر سکتا ہے۔

اگر آپ کو خول سے يا گائيڈ وائر کے ذريعے غبارے کا کيتهيٹر واپس کهينچنے ميں   -
مزاحمت کا سامنا ہو، تو نالی کی خرابی سے تحفظ کی خاطر بروئے کار الئے گئے تمام 

ساز و سامان کو ايک ساته نکالنا چاہيے۔
اگر غبارے ميں ہوا بهرتے وقت غبارے کا پهٹ جانا دباؤ ميں گراوٹ کا باعث بن جائے،   -
تو غبارے کو کاؤنٹر کالک وائز سمت ميں ذرا سی گهومی ہوئی گائيڈ وائر کی مدد سے 

احتياط کے ساته نکاال جانا چاہيے۔

تجويز کردہ ادويات
قبل از آپريشن، آپريشن کے دوران اور بعد از آپريشن ادويات زير بحث تخليق کار کی جانب سے 

فراہم کردہ معلومات کے مطابق اور موجودی طبی معيارات کے ہمراہ شروع کی جانی چاہئيں۔

طبی مصنوعات بعد از استعمال حياتياتی خطرہ پيدا کر سکتی ہيں۔ انہيں صرف آئينی ضوابط اور 
تسليم شدہ طريقوں کے مطابق استعمال اور تلف کرنا چاہيے۔

وارنٹی کی شرائط
Qmedics ضمانت ديتا ہے کہ اس مصنوعہ کا ہر عنصر کاريگری يا مواد کے کسی نقص کے 
بغير تخليق، پيک، ٹيسٹ کيا گيا اور جراثيم سے پاک اليا گيا ہے۔ پيکنگ سے قبل ہر مصنوعہ کو 
آزمايا گيا ہے۔ Qmedics قابل پابند واجب التعميل اتهارٹی کے فيصلے پر تخليقی يا پيکنگ کے 
نقص)نقائص( والی کسی بهی مصنوعہ کو نئی سے بدل دے گا۔ افراد کے مابين حياتياتی تفريقات 

کے باعث، کوئی بهی مصنوعہ ہر صورت ميں %100 موثر نہيں ہے۔ چنانچہ، اور چونکہ 
Qmedics کا ايسی صورتوں پر جن کے تحت مصنوعہ بعد از فروخت استعمال کی جاتی ہے، 
مريضوں کے انتخاب اور استعمال کے طريقوں پر کوئی اختيار نہيں ہے؛ Qmedicsمصنوعہ 
سے متعلق، ظاہری يا متصور تمام قسم کی ضمانتوں سے التعلقی اختيار کرتا ہے، کہ جن ميں 
خريد و فروخت کی قابليت، خصوصی مقصد کے لئے درستگی شامل مگر غير تحديد شدہ ہيں۔ 

Qmedics مصنوعہ کے استعمال کے نتيجے ميں کسی فرد کی کسی تکليف يا خرابی يا نقصان 
کے لئے بالواسطہ يا بالواسطہ طور پر ذمہ دار نہيں ہے، نہ ہی Qmedics بالواسطہ يا بالواسطہ 

طور پر، دوبارہ استعمال يا دوبارہ تعقيم سے منتج کسی تکليف، خرابی يا نقصان کے لئے ذمہ 
دار يا جواب دہ ہے۔

جواب دہی کی حدود
Qmedics يہاں نماياں کردہ کسی قسم کی احتياطی تدابير، انتباہات اور/ يا کسی قسم کی تجاويز 

کی خالف ورزيوں سميت اس IFU کی خالف ورزی سے ابهرنے والی، خاص، منتج، بالواسطہ، 
ملحقہ، حادثاتی يا تعزيری خرابی يا کهوئےہوئے منافع جات يا متوقع بچتوں کے ادراک ميں ناکامی 

يا کسی اور قسم کے ديگر کمرشل يا اقتصادی نقصان کے لئے کسی صورت جواب دہ نہيں ہو گا۔

انفرادی جائيداد کی حفاظت
اس مصنوعہ کے تمام ٹريڈ مارکس، لوگوز، ايجادات، جان پہچان )تعارف(، ٹيکنالوجی، ملکيتی 

معلومات اور ديگر انفرادی جائيداد کے حقوق کلّی طور پر Qmedics سے منسوب ہيں۔ 
Qmedics انفرادی جائيداد کے کسی قسم کے غير مجاز استعمال يا غلط استعمال يا مصنوعہ کی 
ريورس انجينئرنگ کے حوالے سے جوڈيشل اتهارٹيز کے روبرو کسی خالف ورزی کی صورت 

ميں امداد کا مطالبہ، دعوٰی، درخواست کرنے کا حق محفوظ رکهتا ہے۔

اردو

متوجہ ہوں! استعمال کے لئے ہدايات ديکهيں  

ليٹکس سے پاک

ايتهائلين آکسائيڈ کی مدد سے جراثيم سے پاک کيا گيا  

داخلہ کار اور گائيڈ وائر کی مطابقت
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

KEEP AWAY FROM SUNLIGHT

KEEP DRY

DO NOT REUSE

DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

MANUFACTURER

DATE OF MANUFACTURE

USE BY

CATALOGUE NUMBER

BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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خشک رکهيں  

دوبارہ استعمال مت کريں  

دوبارہ جراثيم سے پاک مت کريں  

خراب ہونے کی صورت ميں پيکيج استعمال مت کريں

مينوفيکچرر

مينوفيکچر کی تاريخ  

قابل استعمال  

کيٹالگ نمبر REF

بيچ کوڈ
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED

 MANUFACTURER

 DATE OF MANUFACTURE

 USE BY

CATALOGUE NUMBER

  
 BATCH CODE

BALLOON DIAMETER

BALLOON LENGTH

يورپی مجاز نمائندہ
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Примечание!
Изделие стерильно упаковано )стерилизация этиленоксидом(, 
предназначено для однократного использования и не подлежит 
повторной сте- рилизации. Изделие необходимо хранить в прохладном 
сухом месте, защищенном от света. Данное изделие нельзя 
использовать, если само изделие или его упаковка повреждены. Данное 
изделие могут использовать только врачи, ознакомленные с его 
применением. Данное медицинское изделие предназначено только 
для одноразового использования. Его нельзя перерабатывать, 
очищать, дезинфициро- вать или стерилизовать! В случае 
переработки изделие становится непригодным для использования 
и может представлять биоло- гическую угрозу как для пациента, так 
и для пользователя: состав поверхности и конструкция изделия 
не позволяют гарантировать эффективность очистки после 
использования и исключить микробное загрязнение в случае 
повторного использования изделия. Повторная стерилизация 
может повлиять на состав поверхности и свойства используемой 
пластмассы.
В этом случае нельзя гарантировать соответствие исходным 
характеристикам изделия.
Описание/состав
Баллонный катетер для ЧТА Qmedics 418 BDK / 535 BDK представляет 
собой двухпросветный катетер с полуэластичным баллоном. Катетеры 
для баллонной дилатации используются для расширения суженных 
сосудов.

Стержень катетера
Проксимальный конец катетера оснащен двумя люэровскими разъемами.
1. Разъемсотметкой «0.018” / 0.035”» представляетсобойцен

тральныйпсвет)1( ислужитнаправляющейдляпроводника. 
Наразъемеуказандопу- стимый диаметр проволочного проводника.

2. Баллонный разъем предназначен для раздутия и сдутия баллона и 
упоминается ниже как баллонный просвет )2(. На разъеме указан 
размер баллона.

Номинальная длина баллона = подходящая длина для дилатации
- Дистальный конец стержня катетера содержит баллон.
-  Два рентгенопрозрачных маркерных кольца )4( показывают 

номинальную длину )3( баллона.
-  Нейлон, из которого изготовлен полуэластичный баллон, 

предназначен для использования при высоком рабочем давлении 
)см. характери- стики на этикетке(.

-  Баллон достигает указанного диаметра при номинальном давлении.
Примечание: Показания и противопоказания к применению 
вышеупомянутого изделия должны соответствовать действующим 
медицинским стандартам. Необходимо соблюдать инструкции и 
рекомендации соответствующих профессиональных медицинских 
ассоциаций.

Показания
Баллонный катетер для ЧТА Qmedics 418 BDK / 535 BDK предназначен 
для дилатации стеноза сосудов )транслюминальная ангио- пластика(.

Противопоказания
Стенозы, через которые не может пройти проволочный проводник.

Возможные осложнения
Данное изделие могут применять только врачи, осведомленные о 
возможных осложнениях. Осложнения могут возникнуть в любое время 
во время или после процедуры. Возможные осложнения включают 
следующее:
- рассечение стенки дилатированной артерии;
-  артериовенозные фистулы;
-  кровоподтеки/кровотечения;
-  спазмы;
-  эмболия/тромбоз;
-  аллергия на контрастное вещество;
-  инфекции/сепсис;
-  смерть;
-  аневризма.

Внимание!
-  Отслеживайте выполнение всей процедуры с помощью рентгена.
-  Баллонные катетеры для ЧТА не подходят для применения в 

центральной системе кровообращения )согласно Директиве 
ЕС 93/42/EEC, Приложение IX, разделы 1.7. и 1.8.(.

-  Необходимо предотвратить избыточное натяжение того участка 
сосуда, где проводится процедура. Диаметр раздутого баллона не 
должен превышать внутренний диаметр данного сегмента сосуда 
до стеноза.

Подготовка
- Проверьте упаковку на наличие повреждений. Не используйте 

изделие, если его упаковка повреждена.
-  Извлеките изделие из упаковки с использованием асептических 

методов и продолжайте обращаться с ним в дальнейшем 
аналогичным образом.

-  Проверьте изделие на наличие повреждений. Не используйте 
поврежденное изделие.

-  Убедитесь в совместимости изделий, которые не входят в комплект, 

и внимательно прочтите инструкции по их применению.
-  Дистально удалите защитную крышку баллона.

Регистрация
Точные характеристики вышеупомянутых изделий указаны в брошюрах 
Qmedics или на этикетках изделий. Регистрация сведений об изделии 
выполняется на отрывной этикетке упаковки )карта пациента(.

Подготовка 
Выпуск воздуха из баллона
1. Подключите один двух- или трехходовой кран )не входит в 

комплект( к люэровскому разъему баллонного просвета )2(.
2. Подключите шприц и откройте двух- или трехходовой кран. 

Убедитесь в том, что шприц имеет достаточный объем.
3. Используйте шприц для создания отрицательного )гипобарического( 

давления. Дистальный конец катетера следует удерживать ниже 
прок- симального конца катетера с подключенным шприцом.

4. Закройте двух- или трехходовой кран со стороны шприца. 
Затем можно отсоединить шприц. Кран будет поддерживать 
гипобарическое давление. Повторите процедуру выпуска воздуха, 
чтобы убедиться в том, что из баллона был удален весь воздух.

Размещение баллона
5. Промойте центральный просвет )1( стерильным 

гепаринизированным физиологическим раствором.
6. Осторожно введите подготовленный баллонный катетер 

для ЧТА через интродьюсер с помощью предварительного 
имплантированного проводника. Проволочный проводник должен 
оставаться в центральном просвете )1( на протяжении всей 
процедуры.

7. Проверьте положение баллона в сегменте сосуда, предназначенном 
для дилатации, с помощью рентгена. Маркерные кольца )4( на 
стержне катетера показывают длину баллона )3( и, таким образом, 
помогают правильно разместить его в стенозированном сегменте 
сосуда.

8. Наконечник проводника должен выступать из дистального конца 
катетера )5(.

Раздутие баллона
9. Баллон необходимо раздувать с помощью шприца или, в идеале, 

манометра. Обычно физиологический раствор добавляют к 
контрастному веществу в пропорции 1:1.

10. Подключите шприц )манометр( к двух- или трехходовому крану. 
Убедитесь в том, что из шприца был удален весь воздух.

11. Раздуйте баллон с помощью контрастного вещества. Удерживайте 
давление в течение нескольких секунд, однако не превышайте 
расчетное давление разрыва, так как избыточное давление может 
повредить материал баллона )расчетное давление разрыва и 
таблица эластичности указаны на этикетке изделия(.

Сдутие баллона
12. Сдуйте баллон, создав вакуум.
Медленно оттяните поршень шприца. Удерживайте гипобарическое 
давление некоторое время, чтобы полностью удалить контрастное веще- 
ство. Для полного сдутия крупных баллонов требуется больше времени. 
Чем больше объем используемого шприца, тем быстрее выполняется 
опорожнение баллона.

Удаление баллонного катетера для ЧТА
13. Медленно оттягивайте баллонный катетер назад. Медленно 

поворачивайте стержень катетера, чтобы упростить выход катетера 
через инт- родьюсер. Если катетер не удается провести через 
интродьюсер, извлеките катетер и интродьюсер одновременно.

Подробное описание процедуры в соответствии с медицинскими 
стандартами. 
Примечания по правильному обращению с изделием
- Чем меньше диаметр используемого шприца, тем выше давление 

при раздутии баллона.
-  Мы рекомендуем использовать манометр для удержания точного 

рабочего давления.
-  Если сдутый баллон не удается извлечь через интродьюсер, 

введите баллон в сосуд обратно на 1 см через интродьюсер, а 
затем повторите процедуру извлечения катетера. Медленное 
поворачивание стержня катетера может упростить выход катетера 
через интродьюсер.

- Если при извлечении баллонного катетера через интродьюсер или 
с помощью проволочного проводника ощущается сопротивление, 
необ- ходимо извлечь все компоненты одновременно, чтобы 
предотвратить повреждение сосуда.

- В случае разрыва баллона и падения давления при раздутии 
баллона необходимо осторожно извлечь баллон с помощью 
проводника, медленно поворачивая его против часовой стрелки.

Рекомендуемые препараты
Дооперационные, интраоперационные и послеоперационные препараты 
следует назначать в соответствии с информацией конкретного изго- 
товителя и действующими медицинскими стандартами.

Медицинские изделия могут представлять собой биологическую 
угрозу после использования. Их необходимо использовать и 

утилизировать исключительно в соответствии с нормативными 
требованиями и принятыми методами.
УСЛОВИЯ ГАРАНТИИ
Qmedics гарантирует, что каждый составляющий компонент этого 
продукта был изготовлен, упакован, испытан и стерилизован без 
каких-либо нарушений в технике процесса или материале изготовления. 
Каждый продукт был испытан перед упаковкой. Компания Qmedics 
обменяет любой продукт с производственным дефектом или дефектом 
упаковки на новый по решению компетентной обязательной судебной 
комиссии. В связи с биологическими различиями продукт не может быть 
эффективен на 100 % в каждом конкретном случае. По этой причине 
компания Qmedics никак не контролирует условия, при которых продукция 
используется после продажи, включая отбор больных и методы 
применения; исходя из этого, компания Qmedics отказывается от всех без 
исключения гарантийных обвинений, выраженных или подразумеваемых, 
которые касаются пригодности продукта и применимости продукта для 
специфических целей. Компания Qmedics не несет ответственности, 
прямой или косвенной, за любые нарушения здоровья, повреждения или 
ущерб, возникшие в результате использования продукта; также компания 
Qmedics не несет ответственности, прямой или косвенной, за любые 
нарушения здоровья, повреждения или ущерб, причиной которых являет- 
ся повторное использование или повторная стерилизация продукта.

ОГРАНИЧЕНИЕ ОТВЕТСТВЕННОСТИ
В любом возможном случае компания Qmedics не несет ответственности 
за какие-либо особые, косвенные, непрямые, побочные или слу- чайные 
убытки, штрафныесанкции, потериприбылиилиснижениеожидаемыхпро
дажилюбыедругиекоммерческиеилиэкономическиепотери, являющиеся 
следствием нарушения этого руководства, включая нарушение любых 
мер предосторожности и/или любых упомянутых здесь рекомендаций.

ЗАЩИТА ИНТЕЛЛЕКТУАЛЬНОЙ СОБСТВЕННОСТИ
Все торговые марки, логотипы, изобретения, ноу-хау, технологии, 
конфиденциальная информация и другие виды интеллектуальной 
собствен- ности данного продукта принадлежат компании Qmedics 
единолично. Компания Qmedics оставляет за собой все права требовать, 
обращаться в суд или требовать экспертизы судебной комиссии в 
случае любого нарушения, связанного с несанкционированным или 
неправильным ис- пользованием интеллектуальной собственности или 
обратной разработкой продукта 

RУССКИЙ 

 
ВНИМАНИЕ! ОЗНАКОМЬТЕСЬ С ИНСТРУКЦИЯМИ ПО 
ИСПОЛЬЗОВАНИЮ

НЕ СОДЕРЖИТ ЛАТЕКСА

 СТЕРИЛИЗАЦИЯ ЭТИЛЕНОКСИДОМ
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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УПОЛНОМОЧЕННЫЙ ПРЕДСТАВИТЕЛЬ В ЕВРОПЕ

Observera!
Produkten är sterilt förpackad (EO-steriliserad), avsedd för engångsbruk 
och får inte omsteriliseras. Produkten ska förvaras på en sval, torr plats 
och skyddas från ljus. Produkten får inte användas om produkten eller 
förpackningen är skadad. Produkten får endast användas av läkare 
som är väl förtrogen med dess användning. Denna medicintekniska 
produkt är endast utformad för engångsbruk. Den får inte omarbetas, 
rengöras, desinficeras eller steriliseras! Efter omarbetning är produkten 
inte längre lämplig för användning och kan utgöra en biologisk risk för 
både patient och användare: På grund av ytans sammansättning och 
produktens utformning kan full verkan av rengöring efter användning 
inte garanteras och kontaminering kan inte uteslutas om produkten 
återanvänds. Omsterilisering kan försämra ytans sammansättning och 
mate- rialegenskaperna hos de plastmaterial som använts.
I detta fall kan den ursprungliga funktionen av produkten inte 
garanteras.

Beskrivning / Sammansättning
Qmedics PTA-ballongkateter, 418 BDK / 535 BDK, är en dubbellumenkateter 
med semikompatibel ballong. Ballongdilatationskatetrar används för att 
dilatera trånga partier i blodkärl.

Kateterskaft
Kateterns proximala ände är försedd med två luerlåskopplingar.
1. Koppplingen märkt med 0.018” / 0.035” är den centrala lumen (1) som 

tjänar som guide för ledaren. Tillåten diameter för ledaren indikeras på 
själva kopplingen.

2. Ballongkopplingen syftar till uppblåsning och tömning av ballongen, 
nedan kallad ballonglumen (2). Ballongens storlek anges på själva 
kopplingen.

Ballong Nominell längd = relevant längd för dilatation
- Kateterskaftets distala ände håller ballongen.
-  Två röntgengenomsläppliga markeringar (4) visar ballongens 

nominella längd (3).
-  Den semikompatibla ballongens nylonmaterial är avsett för 

användning vid högt arbetstryck (se information på etiketten).
- Ballongen når sin angivna diameter vid nominellt tryck.
Obs! Indikationer, kontraindikationer och tillämpning av ovanstående 
produkt måste alltid följa gällande medicinska krav. Riktlinjer och 
rekommenda- tioner från relevanta specialistläkarföreningar måste följas.

Indikationer
Qmedics PTA-ballongkateter, 418 BDK / 535 BDK, är utformad som 
dilatationsmetod för vaskulär stenos (transluminal angioplastik).

Kontraindikationer
Stenos som inte kan passeras med ledaren.

Möjliga komplikationer
Endast läkare som är väl förtrogna med de möjliga komplikationerna får 
använda produkten. Komplikationer kan inträffa när som helst under eller 
efter förfarandet. Möjliga komplikationer inkluderar:
- Dissektion
-  Arterio-venösa fistlar
-  Hematom/blödning
-  Spasmer
-  Embolier/tromboser
-  Kontrastmedelsallergi
-  Infektioner/sepsis
-  Dödsfall
- Aneurysm

Varning
-  Använd röntgenkontroll under hela förfarandet.
-  PTA-ballongkatetrar är inte lämpliga för användning i det centrala 

blodomloppet (enligt EG-direktiv 93/42/EEG, bilaga IX avsnitt 1.7 och 
1.8).

- Det berörda kärlområdet ska skyddas från att sträckas ut för mycket. 
Diametern hos uppblåst ballong får inte överstiga innerdiametern för 
presteno- tiskt kärlsegment.

Förberedelse
- Kontrollera förpackningen för skador. Om förpackningen är skadad får 

produkten inte användas.
-  Ta produkten ur förpackningen med aseptisk teknik och fortsätt att 

hantera aseptiskt.
-  Kontrollera produkten för skador. En skadad produkt får inte längre 

användas.
-  Se till att produkter som inte tillhör uppsättningen är kompatibla samt 

läs deras bruksanvisningar noggrant.
- Ta bort ballongens skyddande hölje distalt.

Registrering
Se Qmedics broschyrer eller produktetiketter för exakta uppgifter om 
ovanstående produkter. Registrering av produktdata sker på förpackningens 
avrivningsbara etikett (patientdiagram).

Förberedelse  
Avlufta ballongen
1. Anslut en två- eller trevägskran (ingår inte i satsen) till 

luerlåskopplingen på ballonglumen (2).
2. Applicera en spruta och öppna tvåvägs- eller trevägskranen. Säkerställ 

sprutans tillräckliga volym.
3. Använd sprutan för att mata ett negativt tryck (undertryck). Distal 

kateterände skahållas lägre än proximal kateterände med tillämpad 
spruta.

4. Stäng tvåvägs- eller trevägskranen vid sidan av sprutan. Sedan kan du 
ta bort sprutan eftersom undertrycket kommer att bibehållas. Upprepa 
avluftningsprocessen om du vill vara säker på att all luft avlägsnats från 
ballongen.

Placera ballongen
5. Skölj den centrala lumen (1) med steril hepariniserad fysiologisk 

saltlösning.
6. För försiktigt in den förberedda PTA-ballongkatetern genom 

införingshylsan med hjälp av en tidigare implanterad ledare. En ledare 
ska vara kvar i centrala lumen (1) under hela förfarandet.

7. Styr radiografiskt positioneringen av ballongen i kärlsegmentet avsett 
för dilatation. Markeringarna (4) på kateterskaftet anger ballongens 
längd (3) och syftar sålunda till korrekt placering i det stenotiska 
kärlsegmentet.

8. Änden på ledaren måste skjuta ut från kateterns distala ände (5).

Blåsa upp ballongen
9. Uppblåsning bör ske med hjälp av en spruta eller helst en manometer. 

Normalt tillsätts fysiologisk saltlösning till kontrastmediet med ett 
förhållande på 1:1.

10. Anslut sprutan (manometern) till tvåvägs- eller trevägskranen. Se till att 
all luft avlägsnats från sprutans volym.

11. Blås upp ballongen genom att injicera kontrastmedel. Upprätthåll 
trycket i flera sekunder, men överskrid inte det nominella sprängtrycket 
eftersom högt tryck kan skada ballongmaterialet (se produktetikett för 
RBP och överensstämmelsetabell).

Tömma ballongen
12. Töm ballongen genom att skapa ett vakuum.
Dra långsamt ut sprutkolven. Upprätthåll kort undertrycket så att 
kontrastmedlet kan ta sin tid att helt rinna av. Större ballonger behöver 
längre tid för att tömmas helt. Ju större spruta som används, desto kortare tid 
tar det att tömma ballongen.

Avlägsna PTA- ballongkateter
13. Dra långsamt tillbaka ballongkatetern. En lätt vridning av kateterskaftet 

gör det lättare att dra tillbaka ballongkatetem genom införingshylsan. 
Om du inte kan flytta ballongkatetern genom införingshylsan tar du 
bort katetern och införingshylsan tillsammans.

Ytterligare förfarande enligt gällande medicinska standarder. 

Att tänka på vad gäller Hantering
- - korrekt hantering
-  Vi rekommenderar användning av manometer för att upprätthålla ett 

exakt arbetstryck.
-  Om du upptäcker att du inte kan dra tillbaka den tömda ballongen 

genom hylsan trycker du tillbaka ballongen in i kärlet 1 cm genom 
införingshyl- san och upprepar sedan processen att dra tillbaka 
katetern. En lätt vridning av kateterskaftet kan göra det lättare att föra 
katetern genom införings- hylsan.

- Om du upplever motstånd när du drar tillbaka ballongkatetern 
genom hylsan eller via ledaren bör alla material som används tas bort 
tillsammans för att undvika kärlskador.

- Om bristningar på ballongen orsakar ett tryckfall vid uppblåsning av 
ballongen ska ballongen noggrant avlägsnas via ledaren, vilken vrids 
något moturs.

Rekommenderad medicinering
Preoperativ, intraoperativ och postoperativ medicinering bör inledas i 
enlighet med den information som lämnats av tillverkaren i fråga samt i 
enlighet med gällande medicinska standarder.

Medicintekniska produkter kan utgöra en biologisk risk efter 
användning. De bör endast användas och bortskaffas i enlighet med 
lagstadga- de bestämmelser och erkänd praxis.

GARANTIVILLKOR
Qmedics garanterar att varje enskild del av den här produkten har tillverkats, 
förpackats, testats och steriliserats utan några brister gällande utförande eller 
material. Varje enskild produkt har testats innan den förpackades. Qmedics 
byter ut varje produkt med tillverknings- eller förpackningsbrist(er) mot en 
ny efter beslut av en kompetent, bindande rättslig myndighet. Beroende på 
biologiska variationer mellan individer är inte någon produkt 100% effektiv 
vid alla tillfällen. Därför, och eftersom Qmedics inte har någon kontroll 
över de förhållanden som produkten används under efter försäljnin- gen, 
urvalet av patienter samt tillämpningsmetoderna; frånsäger sig Qmedics all 

garanti med hänsyn till produkten, uttalad eller underförstådd, inklu- sive 
och utan begränsning, de som gäller säljbarhet, lämplighet för ett visst 
ändamål. Qmedics är inte direkt eller indirekt ansvarig för olycksfall, skador 
eller förluster av person som härrör av att produkten används, inte heller är 
Qmedics ansvarig eller skyldig, direkt eller indirekt, för olycksfall, skada eller 
förlust som kan bero på att produkter återanvänts eller återsteriliserats.

BEGRÄNSNINGAR AV ANSVARSSKYLDIGHETEN
Inte i något fall kan Qmedics hållas ansvarig för speciella, följdriktiga, 
indirekta, parallella, tillfälliga skador, straffskadestånd eller förlorad vinst eller 
misslyckande att uppnå förväntade besparingar eller andra kommersiella 
eller ekonomiska förluster av något slag, som beror på någon överträdelse i 
denna bruksanvisning inklusive överträdelser av föreskrifter, varningar och/
eller rekommendationer som nämns häri.

SKYDD AV IMMATERIELLA RÄTTIGHETER
Alla varumärken, logotyper, uppfinningar, know-how, teknik, 
äganderättsinformation och andra immateriella rättigheter gällande denna 
produkt tillhör endast Qmedics. Qmedics kommer hävda sina rättigheter att 
anmana, stämma, söka hjälp inför juridiska myndigheter vid överträdelser 
angående obehörigt bruk eller missbruk av immateriella rättigheter eller 
återanvändning relaterade till produkten.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1. The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2. The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
- The distal end of the catheter shaft holds the balloon.
- Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
- The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
- The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
- Employ X-ray monitoring throughout the entire procedure.
- The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

- The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
- Check packaging for damage. If the packaging is damaged, the product 

must not be used.
- Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
- Check product for damage. A damaged product must no longer be 

used.
- Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
- Distally remove the protective covering of the balloon.

Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation 
Deaerating the Balloon
1. Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2. Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3. Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4. Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5. Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6. Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7. Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8. The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9. Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10. Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11. Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13. Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
- The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
- We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
- If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

- In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

- In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.
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Please Note!
The product is sterile packaged (EO sterilization), designed for single use 
and must not be resterilized. The product must be stored in a cool, dry place 
and protected from light. This product must not be used if either product 
or packaging is damaged. Only a doctor familiar with its application 
may use this product. This medical product is designed for single use 
only. It must not be reprocessed, cleaned, disinfected or sterilized! 
After reprocess- ing, the product is no longer suitable for use and may 
constitute a biological risk for both patient and user: owing to the 
surface composition and design of the product, full effectiveness of 
cleaning after use cannot be guaranteed and contamination cannot 
be ruled out if the product is re-used. Re-sterilization may impair the 
surface composition and material properties of the plastics used.
In this case the original function of the product cannot be guaranteed.

Description/ Composition
The Qmedics PTA Balloon Catheter, 418 BDK / 535 BDK is a dual-lumen 
catheter with semi-compliant balloon. Balloon dilatation catheters are used 
to dilate vascular constrictions.

Catheter Shaft
The proximal end of the catheter is equipped with two Luer Lock 
connections.
1.  The connection labeled 0.018” / 0.035” is the central lumen (1) serving 

as guidance for the guide wire. The allowable diameter of the guide 
wire is indicated on the connection itself.

2.  The“balloon” connection aims at the inflation and deflation of the 
balloon, hereinafter referred to as balloon lumen (2). The balloon size is 
indicated on the connection itself.

Balloon Nominal length = relevant length for dilation
-  The distal end of the catheter shaft holds the balloon.
-  Two radiolucent marker rings (4) indicate the balloon’s nominal length 

(3).
-  The nylon material of the semi-compliant balloon is designed for use at 

high working pressure (see details on label).
-  The balloon reaches its specified diameter at nominal pressure.
Note: Indications, contraindications and application of the above product 
must always comply with current medical standards. The guidelines and 
recommendations of the relevant specialist medical associations must be 
observed.

Indications
Qmedics PTA balloon catheter, 418 BDK / 535 BDK is designed as a dilatation 
method for vascular stenoses (transluminal angioplasty).

Contraindications
Stenoses which cannot be passed by the guide wire.

Possible Complications
Only doctors familiar with the possible complications may apply this 
product. Complications may occur at any time during or following the 
procedure. Possible complications include:
- Dissection
- Arterial-venous fistulas
- Hematoma/Bleeding
- Spasms
- Embolisms /Thromboses
- Contrast medium allergy
- Infections /Sepsis
- Death
- Aneurysm

Caution
-  Employ X-ray monitoring throughout the entire procedure.
-  The PTA balloon catheters are not suited for application in the central 

blood circulation system (according to EC directive 93 / 42 / EEC, Annex 
IX Sections 1.7. and 1.8.).

-  The vessel area concerned is to be prevented from overstretching. The 
diameter of the inflated balloon must not exceed the inner diameter of 
the prestenotic vessel segment.

Preparation
-  Check packaging for damage. If the packaging is damaged, the product 

must not be used.
-  Remove product from the packaging using aseptic methods and 

continue to handle aseptically.
-  Check product for damage. A damaged product must no longer be 

used.
-  Ensure that products not belonging to the set are compatible and read 

their instructions for use carefully.
-  Distally remove the protective covering of the balloon.

 
Registration
Please refer to the Qmedics brochures or product labels for the precise 
details of the above products. Registration of the product data is effected on 
the packaging’s tear-off label (Patient Chart).

Preparation  
Deaerating the Balloon
1.  Connect one two-way or three-way cock (not included in the kit) to the 

Luer Lock connection of the balloon lumen (2).
2.  Apply a syringe and open the two-way or three-way cock. Ensure 

sufficient volume of the syringe.
3.  Use the syringe to feed a negative (hypobaric) pressure. The distal 

catheter end is to be held lower than the proximal catheter end with 
the syringe applied.

4.  Close the two-way or three-way cock at the side of the syringe. You 
are then free to remove the syringe, as the hypobaric pressure will be 
maintained. Repeat the deaerating process if you want to make certain 
that all air was removed from the balloon.

Positioning the Balloon
5.  Rinse the central lumen (1) with sterile heparinised physiological saline 

solution.
6.  Carefully introduce the prepared PTA balloon catheter via an insertion 

sheath using a previously implanted guide wire. A guide wire is to 
remain in the central lumen (1) for the entire course of the procedure.

7.  Radiographically control the positioning of the balloon in the vessel 
segment intended for dilation. The marker rings (4) on the catheter 
shaft indi cate the balloon’s length (3) and thus aim at the correct 
positioning in the stenotic vessel segment.

8.  The tip of the guide wire must protrude from the distal end of the 
catheter (5).

Inflating the Balloon
9.  Inflation should be brought about using a syringe or ideally a pressure 

gauge. Normally, physiological saline solution is added to the contrast 
medi- um at a ratio of 1:1.

10.  Connect the syringe (pressure gauge) to the two-way or three-way 
cock. Make sure that all air was removed from the syringe volume.

11.  Inflate the balloon by injecting contrast medium. Maintain pressure 
for several seconds; however, do not exceed the rated burst pressure 
as exces- sive pressure may damage the balloon material (see product 
label for RBP and compliance chart).

Deflating the Balloon
12. Deflate the balloon by creating a vacuum.
Slowly remove the syringe piston. Shortly maintain the hypobaric pressure 
so that the contrast medium can take its time to completely flow off. Larger 
balloons need longer time to completely deflate. The larger the syringe used, 
the less time is consumed for emptying the balloon.

Removing the PTA Balloon Catheter
13.  Slowly pull back the balloon catheter. Slight turning of the catheter 

shaft will facilitate pulling back the balloon catheter through the 
insertion sheath. In case you are not able to move the balloon catheter 
through the insertion sheath, jointly remove the catheter and insertion 
sheath.

Further procedure according to current medical standards. 

Notes on Correct Handling
-  The smaller the diameter of the syringe used, the higher the pressure 

for inflation of the balloon.
-  We recommend utilizing a pressure gauge to maintain an exact 

working pressure.
-  If you find yourself unable to pull back the deflated balloon through 

the sheath, push the balloon back into the vessel for 1 cm through the 
insertion sheath, and then repeat the catheter pull-back process. Slight 
turning of the catheter shaft may ease the passing of the catheter 
through the inser- tion sheath.

-  In case you experience resistance when pulling back the balloon 
catheter through the sheath or via the guide wire, all materials 
employed should be jointly removed to guard against vessel damage.

-  In case a rupture of the balloon causes a fall of pressure when inflating 
the balloon, the balloon is to be carefully removed via the guide wire 
which is turned slightly counter clockwise.

Recommended Medication
Preoperational, intraoperational and postoperational medication should be 
initiated in compliance with the information supplied by the manufacturer in 
question and with current medical standards.

Medical products may constitute a biological risk after use. They should 
only be used and disposed of in accordance with statutory regulations 
and acknowledged practice.

TERMS OF WARRANTY
Qmedics guarantees that each and every component of this product has 
been manufactured, packed, tested and sterilized without any defect to its 
workmanship or material. Each product has been tested prior to packaging. 
Qmedics shall exchange any product with manufacturing or packaging 
defect(s) with a new one upon a decision of a competent binding judicial 
authority. Due to biological variations among individuals, no product is 
100 % effective in every case. Therefore, and since Qmedics has no control 
over conditions under which the product is used after sales, the selection of 

patients and the methods of application; Qmedics disclaims all warranties 
with respect to the product, expressed or implied including, without 
limitation, those of merchantability, fitness for a particular purpose. Qmedics 
is not directly or indirectly responsible for any injury or damage to or loss of 
any person resulting from the use of the product, nor is Qmedics responsible 
or liable, directly or indirectly, for any injury, damage or loss that may result 
from re-use or re-sterilization.

LIMITATIONS OF LIABILITY
IIn no event shall Qmedics be liable for any special, consequential, indirect, 
collateral, incidental or punitive damages or lost profits or failure to realize 
expected savings or other commercial or economic loss of any kind, arising 
out of any breach of this IFU including breach of any precautions, warnings 
and/ or any recommendation mentioned herein.

INTELLECTUAL PROPERTY PROTECTION
All trademarks, logos, inventions, know-how, technology, proprietary 
information and other intellectual property rights of this product solely 
belongs to Qmedics. Qmedics reserves all the rights to demand, sue, seek 
relief before judicial authorities in case of an infringement regarding any 
unauthorized use or misuse of intellectual property or reverse engineering 
related to the product.

ENGLISH

 ATTENTION! SEE INSTRUCTIONS FOR USE

LATEX-FREE

 STERILISATION WITH ETHYLENE OXIDE

INTRODUCER- & GUIDE WIRE COMPATIBILITY

 KEEP AWAY FROM SUNLIGHT

 KEEP DRY

 DO NOT REUSE

 DO NOT RESTERILISE

DO NOT USE IF THE PACKAGE IS DAMAGED
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