English
Deutsch
Francais
Italiano
Espaiiol
Buarapcku
Hrvatski
Cesky
Dansk
Nederlands
Suomi
EAANVLKG
Magyar
Latviesu
Lietuviy
Norsk
Polski
Portugués
Romana
Pycckuit
Slovenéina
Slovenscina
Svenska

Tiirkce

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

Peripheral Dilatation Catheter
Peripherer Dilatationskatheter
Cathéter de dilatation périphérique
Catetere per dilatazione periferica
Catéter de dilatacién periférico
Mepudepen aunataumoHeH KaTeTbp
Periferni dilatacijski kateter
Periferni dilataéni katétr

Perifert dilatationskateter

Perifere dilatatiekatheter
Perifeerinen laajennuskatetri
Mepipepikdg kabethpag BlaaTohng
Periférias tagitékatéter

Periferais dilatacijas katetrs
Periferinis pleé¢iamasis kateteris
Perifert dilatasjonskateter
Obwodowy cewnik poszerzajacy
Cateter de dilatacao periférica
Cateter periferic de dilatare
KaveTep pacluupsiowmii nepudepudeckuit
Periférny dilatacny katéter
Periferni dilatacijski kateter
Perifer dilatationskateter

Periferal Dilatasyon Kateteri

e @ A\
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Instructions for Use
Gebrauchsanweisung
Mode d’emploi
Istruzioni per {'uso
Instrucciones de uso
WHcTpyKkuuu 3a ynotpeba
Upute za uporabu
Pokyny k pouZiti
Brugsanvisning
Gebruiksaanwijzing
Kayttoohjeet

Odnyieg xphong
Hasznalati utasitas
Lieto3anas noradijumi
Naudojimo instrukcija
Bruksanvisning
Instrukeja uzycia
Instrugdes de utilizacao

Instructiuni de utilizare

WHCTpyKLKA No npuMeHeHuio

Navod na pouZitie
Navodila za uporabo
Bruksanvisning

Kullanma Talimat

é® BIOTRONIK

excellence for life
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Abbl’eViati0nS/Abkﬁrzungen/Abréviations/Abbreviazioni/Abreviaturas/AspesuaTypulKralice/Zkratky/Forkorlelser/Afkorlingen/Lyhenteel/Iuvwr'\oetquiividllések/SaTsinEjumi/Sanlrumpoleorkortelser/
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Deutsch:

BL: Ballonlénge (mm)

UL: Nutzldnge (em]

NB @: Nenndurchmesser des Ballons {mm]
Frangals:

BL : longueur du ballonnet (mm)]

UL : longueur utile {cm)

NB @ : @ nominal du ballonnet (mm]
ltallano:

BL: Lunghezza del palloncino [mm)

UL: Lunghezza utile [cm)

@ NB: Diametro nominale del palloncino {mm)
Espaiiol:

BL: Longitud del balén [mm]

UL: Longilud util [cm]

NE @: @ nominal del balén {mml
Buarapexu:

BL: QunxuHa Ha GanoHa (mm)

UL: PaGoTHa aunxuna (cm)

NB @: HomuHaneH Avametbp Ha 6anoHa (mm)
Hrvatskl:

BL: Duljina balona Imm]

UL: Korisne duljina [em]

NB @: Nominalni promjer balona [mm)]
Cesky:

BL: Déika balonku {mm)

UL: PouZilelna délka (cm)

NB @: NominaInf @ balonku {mm)]
Dansk:

BL: Ballonlaengde [mm)

UL: Anvendelig laengde (cm]

NB @: Nominel ballondiameter (mm]
Nederlands:

BL: Ballonlengte [mml

UL: Bruikbare lengte (cm)

NB @: Nominale ballondiameter (mm)
Suoml:

BL: Pallon pituus (mm)

UL: Tybpituus [cm)

NB @: Pallon nimellinen @ [mm)
ENnvika:

BL: Mikog pnoAoviot [mm)]

UL: Xpnotponothoipo phkog leml

NB 8; Ovopaotikn S1dperpog pnooviot (mm]
Magyar:

BL: Ballon hossza [mm]

UL: Hasznos hossz [em)

NB @: Névleges ballonatmérs {mm)

.\.
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Latvie3u:

BL: balona garums {mm]

UL: lietojamais garums [cm)

NB @: nominlais balona @ [mm)
Lletuvly:

BL; balionélio ilgis (mm)

UL: naudojamas ilgis (cm)

NB @: nominalusis baliono skersmuo @ (mml|
Norsk:

BL: Ballonglengde (mm)

UL: Arbeidslengde [cm)

NB @: Nominell ballongdiameter (mm)
Polskl:

BL: Dtugoé¢ balonu (mm)

UL: Dlugos¢ uylkowa (cm)

NB @ Nominatna @ balonu {mm|
Portugués:

BL: Comprimento do bal3o (mml]

UL: Comprimenta util [cm)

NB @: @ nominal do balac (mm)
Roménd:

LB: Lungimea balonului {mml|

LU: Lungime util3 [cm)

@ NB: @ nominal balon (mm)
Pycexuii:

BL: flnuHa Gannona (M)

P

NBg: H {Mm)
Sloventlna:

BL: D(¥ka balénika [mm]

UL: Pracovnd dl#ka {em|

NB @: Nominalny priemer baldnika (mm)
Sloven&tina:

BL: dolZina balona {mm)|

UL: uporabna dol¥ina (cm)

NB @: nominalni # balona [mm|
Svenska:

BL: Ballonglingd [mm]

UL: Arbetslingd {cm)

NB @: Nominell ballong-8 {mml
Tarkge:

8L: Balon Uzunlugu [mm)

UL: Galisma Uzunlugu [em]

NE @: Nominal Balon @ (mm]

1 guametp &
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Sym bol Legend/Symbollegende/Légende des symboles/Legenda dei simboli/Leyenda de simbolos/flerenna wa cumsonute/Legenda simbola/Popis symbold/Symbolforklaring/Verklaring van symbolen/
Symbolien selitykset/EneEnynon cupBohwv/Jelmagyarazat/Simbolu skaidrojums/Simboliy reikimés/Symbollorklaring/Wyjasnienie symboli/Legenda dos simbolos/Legenda simbolurilor/YcnoaHbie o6osnauenun/
Legenda k symbolom/Legenda simbolov/Symboltérklaring/Sembol agtklamasi

Sterilized using ethylene oxide
Sterilisation mit Ethylenoxid

Stérilisé a 'oxyde d'éthyléne
Sterilizzato mediante ossido di etilene
Producto eslerilizado con éxido de elileno
CTepunuanpano ¢ eTUNEHOB OKCUR
Sterilizirano elilen oksidom
Sterilizovdno elthylenoxidem
Steriliserel med ethylenoxid
Gesleriliseerd met elhyleenoxide
Sleriloitu etyleenioksidilla
Anootcipwytvo pe xpion ofcidiou Tou alBuleviou
Etilén-oxiddal sterlizlva

Sterilizéts, izmantojot etiléna oksidu
Sterilizuota elileno oksidu

Steriliserl med elylenoksid
Slerylizowano llenkiem etylenu
Esterilizado com éxido de elilena
Sterilizat cu oxid de etilend
CTepuUnu3oBaHo OKCUAOM 3TUAEHa
Sterilizované elylénoxidom
Sterilizirano z etilenoksidom
Steriliserad med etylenoxid

Etilen oksitle sterilize edilmistir

Q@

Do not reuse

Nicht zur Wiederverwendung
Ne pas réuliliser

Non riutilizzare

No reutilizar

[a He ce uanon3sa noeTopHo
Nemajle ponovno upolrebljovati
NepouZivejte opakované

M3 ikke genbruges

Niet opnieuw gebruiken

Ei saa kaylta3 uudelleen
Mnv To enavoxpnolponoleite
Tilos vjra lelhasznalni!
Nelictol atkartoti

Nenaudoli pakartotinai

Shal kke brukes lere ganger
Nie uzywaé ponownie

N3o reutilizar

Anu se relolosi

He ucrionbaosaTs noaTopHo
Nepouzivajle opakovane

Ne uporabite ponovno

Far e} dteranvdndas

Tekrar kullanmayin

A

Caulion
Vorsichl
Atlention
Attenzione
Aviso
BHumMaHue
Oprez
Upozornéni
Forsigtig

Lel op
Huomio
Npoooxn
Figyelem
Piesardziba
Démesio
Forsiktig
Przeslroga
Cuidado
Atentie

He ucnonk3oraTh NoaTopHo
Upozernenie
Pozor
Lakia (orsiktighel
Dikkal

4
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Keep dry

Trocken aufbewahren
Conserver au sec
Tenere all'asciullo
Manlener seco

Dla ce nasu or enara
DrZali na suhom
Uchovavejte v suchu
Holdes tor

Droog houden
Pidelava kuivana
Atatnpnotc 1o oTeyvo
Szarazon larlandé
Uzlurét sausu

Laikyti sausa)

Holdes tert

Chroni¢ przed wilgocia
Manter em local seco
A se pasirain slare uscald
XpaHuTL B CYXOM MecTe
Uchovavajle v suchu
Shranjujte na suhem
Forvaras torrt

Kuru lutun

e

AN
Keep away from sunlight
Vor Sonnenlicht schiitzen
Conserver a l'abri de (a lumiére du soleil
Mantenere al riparo datla luce solare
Mantener lejos de la luz solar
[a ce naaw o7 cipud g CHETARNR
Ne izlaZile sunevoj svjellosti
Chrapte pied sluneénim svéllem
M3 ikke udsalles for sollys
Niet blootstellen aan zonlicht
Suojattava auringonvalolta
DaTnphaTe To pakpld oné To pug
Napsugarzastel védve larlandd
Sargal no saules gaismas
Laikyti alokiau nuo saulés spinduliy
M3 ikke utselles for sollys
Chroni¢ przed $wialtem
Manter afastado da luz solar
Ase feri de lumind

Do not reslerilize

Nichl resterilisieren

Ne pas restériliser

Non rislerilizzare

No reeslerilizar

[la He ce cTepUnu3upa NoaTopHo
Nemojte ponovno slerilizirati
Neresterilizujte

M lke resteriliseries

Niet opnieuw steriliseren

Ei saa sleriloida uudelleen
Mnv enavanooTcipovere
Tilos Gjraslerilizalnt!
Nesterilizét atkartoti
Nesterilizuoli pakartolinai
Skal ikke resieriliseres

Nie slerylizowac¢ ponownie
Nao reeslerilizar

Nu resterilizati

He nopsepraiiTe NoBTOPHON CTEpUAUIaLIUK
Nesterilizujte opakovane

Ne sterilizirajie ponovno

F&r inte omsteriliseras
Tekrar slerilize etmeyin

]

Dale of manufacture
Herstellungsdatum
Date de fabrication
Data di fabbricazione
Fecha de fabricacién
[ata Ha npou3eoacTeo
Dalum proizvodnje
Datum vyroby
Fremstillingsdalo
Producliedatum
Valmisluspdivamadra
Hpepopnvia kataokeung
Gyarlasi dalum
RaZo3anas datums
Pagaminimo data
Produksjonsdalo

Data produkcji

Dala de fabrico

Dala fabricaliel

XPaHWTL B IAUIILCHMON 0T CONHOYKero conTa MecTe  Jata uaroToenenus

Uzhovivale mimo slneéného Ziarenia
Zai(itile pred sonéno svellobe
F3rinle utsillas (or solljus

Glncs isigindan vzak lulun

e

Use by
Verwendbar bis

A utiliser avant le
Utilizzare entro il
Fecha de caducidad
Cpok Ha rogHocT
Rok uporabe
Pouzil do
Anvendes for

Te gebruiken voor
Kiaytettdva ennen
Hyepopnvie Angng
Felhasznalhalé a kivetkezé idGpontig
Deriguma terming
Naudoli iki

Brukes innen

Uzy¢ przed
Validade

Dala expirérii

Cpok roeHocTn
Pouzite do
Uporabile do

Sisla fdrbrukningsdag
Son kullanma tarihi

D3tum vyroby
Dalum izdelave
Tillverkningsdatum
Uretim tarihi

Balch code
Chargenbezeichnung
Code de lol
Numero di lolto
Codigo de lole
MaptuaeH HoMep
Oznaka serije
Kéd SarZe
Batch-kode
Balchcode
Erdkood:
Kwdikdg nopridag
Gyartsi lélel kédja
Sérijas kods
Parlijos kodas
Parukode

Numer serii
Caodigo do lole
Cod lot

Kog napTuu

Kéd garze

Koda serije
Satskod

Seri kodu

®

(T3]

Consult instructions for use
Gebrauchsanweisung beachten
Consulter le mode d'emploi
Consullare le istruzioni per luso
Consultar las instrucciones de uso
BuxTe UHCTPYKUMKTE 3a yrioTpeba
Pogledajle upute za uporabu

idte se ndvodem k pouZiti
Se brugsanvisningen
Gebruiksaanwijzing raadplegen
Kalso kdyllsohjeel
TupBouAcurcirc Tig odnyice xpnong
Olvassa el a hasznalali utasilast
lepazistielies ar lietoSanas instrukciju
Skaityti naudojimo instrukcijas
Se bruksanvisningen
Sprawdz w instrukcji uiycia
Consullar as inslrucdes de uliliza¢ao
Consultati instructiunile de utilizare
CMOTpUTE UHETPYKUUIO NO NPUMEHEHNID
Pozrite si ndvod na pauZitie
Glejte navodita za uporabo
Se bruksanvisningen
Kullanma talimatina basvurun

wd

Manufaclurer
Hersleller
Fabricant
Fabbricante
Fabricanle
Mpouaeoguten
Proizvodad
Vyrobce
Fabrikant
Fabrikant
Valmistaja
KotaokeuaoTtng
Gyarté
RaZolajs
Gaminlojas
Produsenl
Wytwérca
Fabricante
Producator
Warotosutens
Vyrobca
Izdelovalec
Bruksanvisning
Uretici

Catalogue number
Bestellnummer
Référence

Codice

Niamero de calalogo
KaTanoxeH Homep
Katalogki broj
Cislo v katatogu
Kalalognummer
Catalogusnummer
Lueltelonumera
Ap(Buog katoloyou
Katalégusszam
Kalaloga numurs
Katalogo numeris
Katalognummer
Numer kalalogowy
Numero do calslogo
Num3r de calalog
Homep no katanary
Kalalogové ¢islo
Kalaloska 3tevilka
Katalognummer
Katalog numarast

12,05.2020
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NP

Nominal pressure
Nenndruck

Pression nominale
Pressione nominale
Presién nominal
HoMuHankHo HanAraHe
Nominalni llak
JImenovity {lak
Nominelt tryk
Nominale druk
Nimellispaine
OvopaoTkn niean
Névleges nyomas
Nominalais spiediens
Vardinis slégis
Nominelt trykk
Cisnienie nominalne
Pressao nominal
Presiune nominalad
HoMmuHanbHoe faBAeHUe
Nominalny llak
Nazivni tlak
Nominellt tryck
Nominal basing

IFU_Passeo-18_Version_M_ml.indd 5

RBP

Raled bursl pressure
Nennberstdruck

Pression de rupture nominale
Pressione nominale di rottura
Presién maxima de hinchado
Hamunanno waancane no cnyreane
Maksimalni dopu3teni llak
Poruchovy llak

Nominelt spraengtryk

Nominale barstdruk

Nimellinen repedmispaine
QOvopaotiki nieon pREng
Névleges szélrepedési nyomas
Nominalais parraus iedi
Vardinis trikimo slégis
Nominelt sprengtrykk
Nominalne cisnienie rozrywajace
Pressao de rotura nominal
Presiune de spargere nominald
Hamunanuias gosnenue padpusn
Nominalny tlak ruptury

Nazivni porusitveni Uak

Beraknat sprangtryck

Anma patlama basinci

X

Temperature limitation
Temperaturgrenze

Limite de lempérature
Limili di lemperatura
Limiles de lemperatura
OrpaHuueHUe Ha TeMnepatypata
Temperalurno ograniéenje
Teplolni omezeni
Temperalurbegransning
Temperaluurgrenzen
Lampétilarajoitus
Meplopropag Beppokpaoiog
Hémérséklethaldr
Temperallras ierobeZojumi
Temperaliiros ribos
Temperalurbegrensning
Ograniczenia lemperatury
Limites de lemperatura
Limitare de temperaturd
OrpaHuyeHUR TeMnepaTypht
Teplotné obmedzenie
Temperalurne omejitve
Temperalurbegransning
Sicaklik sinirlamasi

®

Do nol use if package is damaged

Inhall bei beschadigler Verpackung nicht verwenden
Ne pas utiliser si 'emballage est endommagé

Non utilizzare se la confezione & danneggiata

No utilizar si el envase estd danado

[a xe ce wanniaen, oxo ONAKSRKATE & NORPEAEnD
Nemaojle karstit ako Je pakiranje odiecano
Mepouzivejie, je=li obal potkaran

Anvendes kb, hvis emballages or beskadigel
Niet gebruiken indien de verpakking beschadigd is
Ei saa kayllaa, jos pakkaus on vahingoitlunut

Mnv 70 xpnotponoteite v n QUOKeVadia Exet vnodTel pBopd
Ne hasznalja, ha a csomagolas sériilt

Nelietol, ja iepakojums bojals

Nenaudot, jei pakuoté paZeista

Skal ikke brukes hvis emballasjen er skadet

Nie ¢, jezeli opak ie jesl uszkodzone
Nao utilizar se a embalagem estiver danificada

Nu uliliza}i dac3 ambalajul este deterioral

He UenpfuasBam,, oChH ynokonea Noposigenn
NepouZivajle, ak je poskodeny abal

Ne uporabljajte, €c je ovejnina poskodovana

Far ej anvandas om férpackningen skadals

. Lol
Ambalaj hasarliysa y

in
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Description

The Passeo-18 peripheral dilalalion catheler is inlended for dila-

®

Precautions

+ Do not use the Passeo-18 peripheral dilatation calheler if either the
outer or inner package is damaged or opened

« Only physicians lhoroughly lrained and educaled in the perfor-
mance ol percul us lransluminal ( (PTA) should use
the dilatation catheter.

tation of slenotic segments in peripheral vessels and arteri
dialysis fistulae. The dilalation balloon 1s designed to Inflate to a
known diameler al a specific inflation pressure consislent with the
compliznce chart on the label. One radiopaque marker is localed al
each end of lhe balloon lo facilitate fluoroscopic visualization and
posilioning of lhe balloon calheler towards and across the lesion.
The dilatation calheler includes a safl tapered lip lo facilitale
advancement of the calheter. The dilalation catheler has two
Luer-ports al the proximal end. One port linflation port) serves for
connecling an inflation device lo inflale/dellale the balloon, The other
porl enables flushing ol the guide wire lumen. The dilatalion catheter
has a hydrophebic silicone coating on the shalt outer surface and a
hydrophobic patchwark coaling on the balloon,
The dilalalion calheler 1s compatible with gquide wire and inlraducer
shealh sizes according to the recommendations on the label.
Caution: Non-clinical testing wilh the following introducer sheaths
Cordis Avanti+", "Terumo Radilocus”, ‘Cook Flexor Check-Flo
Performer” and "BIOTRONIK Fortress” has demonsirated Lhal
the BIOTRONIK Passeo-18 balloon catheter is compatible with the
indicaled minimum inlroducer sheath sizes, If Passeo-18 is used
in conjunclion with other, lang and/far beaided inlraduesr sheaths
a larger French size than indicated on the label may be necessary
lo reduce friclion,

How Supplied

Sterile. Non-pyrogenic. Device is sterilized with ethylene oxide.

DO NOT use if the package is opened or damaged, or if any information
provided is obscured or damaged.

Contents

s One [1] Passeo-18 peripheral dilalalion catheler in a sealed,
peel-apen pouch
= One (1] Instructions for Use Manual,

Storage
Store in a dark, dry localion between 10°C and 40°C / 50°F and 104°F.

Indications

The Passeo-18 peripheral dilatation catheler is indicated to dilate
stenosis in the femoral, popliteal and infrapoplileal arteries and for
the treatment of obslructive lesions of native or synlhelic arterio-
venous dialysis fistulae.

Contraindications

Contraindicalions for this device and peripheral dilalalion calhelers
in general are-

« Inability to cross the targel leston with a guide wire

» Bleeding diathesis

Warnings

« The Passea-18 peripheral dilalation catheter is not indicated for use
in coronary, cervical and intracranial arleries,
« This device is designed and intended for single use only. DO NOT
reslerilize and/or reuse. Reuse of single-use devices creales s
potential risk of patienl or user infections, Conlaminalion of the
device may lead to injury, illness or death ol Lhe patienl. Cleaning,
disinfection and sterilizallon may compromise essential malerial
and design characteristics leading ta device failure. BIOTRONIK
will nol be responsible lor any direcl, incidental or consequenlial
damages resulling from resterilization or reuse,
The inflated diameler of Lhe balloon should never exceed the
original diameler of the vessel proximal and distal Lo the lesion.
Balloon pressure should not exceed the given rated bursl pressure
{RBP). The use of a pressure moniloring device is mandatory to
prevenl overpressurizalion
Use only an appropriale balloon inilalion medium, le.g. 50:50
mixture by volume of contrast medium and saline, Never use air or
any gaseous medium Lo inilate Lhe balloon,
Do nol expose Lhe catheter lo organic solvenls, e, g. alcohol
When the dilatalion catheter is in the body, it should be manipulated
whilst under sufflicienl and/ar high-quality {luoroscopy.
Precaulions lo preven! or reduce clolling should be laken. Flush or
rinse all producls entering the vascular syslem wilh slerile isolonic
saline or a similar solution prior lo use. The use al systemic hepa-
rinization during Lhe procedure is recommended.

IFU_Passeo-18_Version_M_mlindd 6

Use prior to Lhe ‘use by” dale.

Use only guide wires with a maximum 0.018" (0.46 mm] diameter.

Use only with inlroducers of an appropriale size as specified on the

label

Non-clinical tesling wilh the following inlroducer sheaths

‘Cordis Avanli+”, Terumo Radilocus’, Cook Flexor Check-Flo

Performer” and "BIOTRONIK Fortress’ has demanstraled that

the BIOTRONIK Passeo-18 balloon catheler 1s compatible with the

indicaled minimum introducer sheath sizes, If Passeo-18 1s used
in conjunction with other, long and/or braided introducer sheaths

a larger French size lhan indicaled on the label may be necessary

to reduce (riclion

 Exercise care during handling Lo reduce Lhe possibilily of accidenlal

breakage, bending or kinking of the catheter shaft,

Prior 1o commencing lhe procedure, the dilatation catheter should

be examined lo verily funclionalily and ensure that ils size is

suilable for the specific procedure for which il is lo be used.

« If slrong resislance is experienced during manipulation, stop
the procedure and determine lhe cause of the resistance belore
proceeding,

= Balloons excceding 3.5 mm diameler ond 60 mm length should be
deflaled for al least 90 seconds to assure thal all inflation medium
was complelely removed. Il is recommended lo maintain vacyum
whenever the dilatalion catheter is subsequently advanced or
wilhdrawn. Failure 1o do so may resull in difficulties pulling back
the balloon through the inlroducer sheath

Disposal of packaging materials can be handled per normal indus-

trial/local slandards. The used device shall be handled according to

hospital procedure.

Potential Adverse Events/Complications

Possible complications include, but are nol limited lo:

¢ Dealh

[njury ta the vessel wall, intimal tear

Arleriovenous listula

Embolization of air, thrombotic or atherosclerotic malerial
Pseudoaneurysm (ormalion

Vessel spasm

Restenosis of the dilaled vessel

Tolal occlusion of lhe vessel

Infection

Hemorrhage or hematema

Embolism

Thrombosis

Allergic reactions lo contrast media, anliplalelets, anlicoagulants
Balloon catheler evenls: Failure to reach or cross the lesion,
inllalion difficullies, ruplure or pinhole of the balloon, dellation diffi-
cullies, withdrawal dilliculties, embolization of catheter material,

Directions for Use

Dilatation catheter preparation

1. Remove Lhe dilatalion calheler prolection ring from the package
and place it onlo a sterile field

, Genlly withdraw the dilalalion catheter from the protection ring
Carefully remove the balloon proteclor by pulling on Lhe very distal
end of the prolector.

Flush guide wire lumen

4, Connecl a 10 ml or 20 ml syringe containing sterile saline to the
Luer porl of the guide wire lumen al Lhe proximal end of lhe dila-
lalion calheter.

5. Flush the guide wire lumen,

6. Remove Lhe syringe.

Insertion technique

7. Posilion the guide wire, under {luoroscopic quidance, in accor-
dance with slandard percutaneous transluminal angioplasty IPTA)
techniques,

. Insert Lhe distal tip of the dilatation catheter onlo the proximal end
of the guide wire and advance unlil lhe guide wire exils the Luer
lock at the proximal end of the calheter.

9. Caretully insert the dilalation catheler Lhrough the introducer.

10, Advance the dilalalion catheler over the guide wire lowards the

lesion
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11. Posttion the balloon across the lesion using the balloon radiopague
markers as reference poinls

Purge air from catheter inflation lumen

12.Fill a 20 ml capacily inflalion device with 6 ml of contrast solulion,
Use 10 ml of conlrast solution for balloons exceeding 5 mm
diameler and 120 mm length.

13, Remove air from the inflation device according to the manufac-
turer's recommendations and instruclions.

14, Altach the inflalion device o the inflation port of the dilatation
calheler.

Cautlon: Do nol permuit air to enter the system,

15.Pull back on the plunger and aspirate for 30 seconds until no
bubbles appear inside the barrel of the inflation device during aspi-
ralion, Repeal lhis process several limes il necessary.

16.Relurn to neutral pressure.

Balloon inflation/deflation

17, Inflale the balloon with the inflation device lo dilate the lesion
using standard PTA techniques,

Caution: Do nol exceed the RBP slated on Lhe label

18.To dellale the balloon completely pull back the plunger of the
inflation device and lock il in this pesilion. Apply vacuum 1o the
balloon under fluoroscopic conlrol for at least 30-90 seconds
depending on the balloon size.

Cautlon: Balloons exceeding 3.5 mm diameter and 40 mm lenglh
should be dellaled for al least 90 seconds lo assure that all
inflation medium was completely removed

Caution: It 1s recommended to maintain vacuum whenever Lhe dila-
lalion catheler is subsequently advanced or wilhdrawn.

Dilatation catheter removal

19, While maintaining a vacuum with the inflation device and stable
guide wire position across the lesion, withdraw the dilatation
catheter carefully from the lesion and oul through the introducer
sheath

Caution: Failure to do so may result in difficullies pulling back the
balloon through the introducer sheath,

Note: If the balloon has been dilaled several times, lhere may be some
resistance as il 1s pulled back into the introducer shealh, In case
of difficulties, pull out the dilatation catheter and the introducer
sheath logelher.

20, Completely remove Lhe dilatation catheter from the guide wire,

Warranty/Liability

This product and each of its companents [hereinaller producl] were

designed, manufactured, lested and packaged with all reasonable

care. However, since BIOTRONIK does nol have control over the

condilions under which the product is used, the contenls of this

Instruclions For Use {IFU] are to be considered as an inlegral part of

this disclaimer for cases when a disturbance of the producl's inlended

function may occur lor various reasons.

BIOTRONIK does nol guaranlee Lhat the following events will not

occur:

« Product malfunctions or lailures

= Patienl's immune response to the product

o Medical complicalions during the use of the product or as a conse-
quence of the producl being in contact wilh the patienl’s body

BIOTRONIK does nol assume any liabilily for:

¢ The use of the product that 1s nol in accordance with the staled

inlended usefindication, contraindicalions, warnings, precautions

and the directions for use of lhis IFU

Modiicalion lo the original product

Evenls which could nol have been foreseen at the time of product

delivery using the available levels of science and lechnology

Events originaling from other BIOTRONIK products or products nol

from BIOTRONIK

» Force majeure events including, withoul being limited 1o, nalural
disaslers

The above provisions shall be withoul prejudice to any disclaimer and/

or limitation of liability agreed separalely with the cuslomer lo lhe

exlent permitted by applicable laws

For US only:

BIOTRONIK disclaims all warranlics, expressed or implied regarding

the product, including but not limited to, any warranty of merchanl-

ability or filness for a particular purpose of the product, BIOTRONIK

is not liable for any direcl, incidental or consequential damages or

expenses caused by any use of the product whether the claim is based

on conlract, warranly, tort or otherwise.
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