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Rx only

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

ENGLISH
Instructions for Use - Guiding Catheter

Contents
Intravascular Guiding Catheter.

Device description
The Hydrophilic Coated Guiding Catheter is a single use device that facilitates
the passage of intravascular devices.

Indications

The Convey Guiding Catheter is designed to provide a pathway through which
therapeufic and diagnostic devices are introduced. The Convey guiding catheter
is intended to be used in the coronary or peripheral vascular system.

Contraindications
Mone known.

Warnings

® For the definitions of the warmning symbols, refer to the symbol section of the
Instructions for Use.

Use prior to the “use by" date as indicated on the label.

Contents supplied STERILE using an ethylene oxide (EQ) process. Do not
use if the product’s sterile barrier or packaging is compromised. If damage is
found, contact your company representative.

® For single patient use only. Do not reuse, reprocess or resterilize. Reuse,
reprocessing or restenlization may compromise the structural integnty of
the device and/or lead to device failure which, in turn, may result in patient
injury, illness or death. Catheters are extremely difficult to clean after
exposure to biological materials. Reuse, reprocessing or resterilization may
create a risk of contamination of the device and/or cause patient infection
or cross-infection, including, but not limited to, the transmission of infectious
disease(s) from one patient to another. Contamination of the device may
lead to injury, illness or death of the patient.

* |[nspect the catheter before use to verify that labelled dimensions, shape and
condition are suitable for the specific procedure, and to ensure compatibility
with other devices.

Do not use damaged products.

* Do not expose to organic solvents.

¢ Following use, devices may pose a biological hazard. Handling, disposal
and destruction of used devices and its packaging should be performed in
accordance with applicable laws and regulations and following adequate
processes.

* When there is limited clearance between devices and the guide catheter
lumen, devices must be advanced and withdrawn slowly with the valve open
to reduce the risk of embolism.
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Precautions

® |ndications, contra-indications and use of this catheter should always
consider actual medical insights and standards. The patient’s suitability for
use of the product should be considered.

® An appropriate anticoagulation therapy should be applied.

* To avoid catheter tip damage at unpacking, take the catheter at the hub and
it out gently. Careless handling during unpacking, preparation or during the
procedure can affect product performance.

* |n order to avoid catheter and blood vessel damage, insert the catheter
through an introducer and carefully advance, manipulate and withdraw the
catheter over a pre-positioned guidewire.

® (Catheter manipulation should be performed under fluoroscopic guidance.

* |n case of catheter kink, withdraw the entire system. Torque of a kinked
catheter can result in vessel damage and catheter separation.

* Use slow hand injection of confrast agent whenever attempting to opacify
the vessels using this catheter.

* While manipulating a therapeutic/diagnostic device, always control the
position of the guiding catheter tip.

* |f strong resistance is encountered during manipulation of the guiding or
the therapeutic/diagnostic catheter, do not force passage. Determine the
cause of the resistance before proceeding. If the cause cannot be removed,
withdraw all devices simultaneously.

® The guiding catheter may occlude small target vessels. Avoid obstruction of
the blood flow. Consider using a guiding catheter featuring side holes.

Complications

Use of this product in clinical procedures should be restricted to those
physicians who have had relevant and adequate training and are familiar with
the conceivable complications that may occur at any time during or after the
procedure.

Possible complications include, but are not limited to the following:

® Arrhythmia

Bleeding complications

Death

(Air) Embolism

Haematoma at the puncture site

Haemorrhage

Infection

Myocardial ischemia and/or infarction

Meurological Deficit including Transient Ischemic Attack / Stroke
Plaque migration

Pseudoaneurysm

Thrombus formation

Vessel trauma including dissection, perforation and / or rupture
Vessel occlusion

Vessel spasm

Directions for Use

® Remove the catheter from its packaging and verify that the catheter is
undamaged.
Attach a haemostatic device to the catheter hub

® Flush the catheter with saline.
Introduce the hydrophilic coated guiding catheter into the vasculature over
a guidewire through an introducer, or over an appropriate sized indwelling
guide wire using a percutaneous entry technigue of choice.

® Set up a continuous saline flush through the sidearm of the haemostatic
device.

* Advance the catheter over the guidewire until the desired position is
attained.

* Remove the guidewire while allowing back bleeding. Aspirate and flush the
guiding catheter prior to hand injection of a contrast agent.

® |tis important to determine that the arterial pressure measurements are
appropriate as a confirmation that the catheter is properly positioned.

* |ntroduce the therapeutic/diagnostic device and perform the intended
procedure according to the provided directions.

Note: it is recommended that a continuous saline flush be maintained during

manipulation of the therapeutic/diagnostic device.

* After finalizing the procedure, re-insert a guidewire and remove the guiding
catheter over the guidewire.

Disclaimer of Warranty and Limitation of Remedy

PendraCare International B.V. has exercised reasonable care in the manufacture
of this device.

There is no express or implied warranty, including without limitation any

implied warranty of merchantability or fitness for a particular purpose, on the
PendraCare product described in this publication. Under no circumstances shall
PendraCare be liable for any direct, incidental or consequential damages other
than as expressly provided by specific law. No person has the authority to bind
PendraCare to any representation or warranty except as specifically set forth
herein.

Descriptions or specifications in PendraCare printed matter, including this
publication, are meant solely to generally describe the product at the time of

Perucrpanus MH & Pocagpaeragsope manufacture and do not constitute any express warranties.

www.nevacert.ru | info@nevacert.ru



PYCCKUW

HHGTP}‘KL{HH no HCNonb3oBaHWK — HEI'IPEBHHIOI.II,HFI Katetep

Cogepxumoe
BHYTpMCOCYANCTLIA HANPABNAKOWWA KATETEP.

OnucaHue ycTpoicTBa

Hanpaensowwia kaTeTep ¢ rMapodMnbHLIM NOKPLITUEM — YCTPOCTBO ANA
OOHOKDATHOMD NPMMEHEHWA, NPEAHA3HAYEHHOE ANA 0BNErYeHs NPpoBEaSHUA
BHYTPWCOCYWCTbIX YCTPONCTE.

Moka3aHuA K NCNONb30BaAHMIO

MNposoaxukosbIf kaTetep Convey paspabotax Ana obecneyeHua npoxoaa,
Mo KOTOPOMY BEOOATCA TEPANEBTUYECKNE W AMATHOCTUYECKME YCTPOWCTEA.
MNpoeoaHWKkoBLIA KateTep Convey NPpeOHa3HaYeH ANA MCNONLI0BAHWA B
KOPOHAPHOA W NepUdepHYECKOR COCYANCTON CUCTEME.

MpoTtrBONOKa3aHUA
3BECTHBIX NPOTUBONOKA3AHWIA HET.

Mpepynpexgexuns

* 3HaveHWe NpeaynpeauTEnbHbIX YCNOBHLIX 0D03HAYEHWIA MOXKHO HaHTH B
pasnene YenosHeIx 0603HaYeHMA MHCTPYKLMK NO MCNONL30BAHWK.

& |icnonbayiTe 40 UCTEYEHUA CPOKa FOAHOCTH, YKA3aHHOMO Ha YNaKoBKe
(«Mcnonb3oeats o ...»).

® Copepxumoe ynakoekw noctaensetca 8 CTEPUNEHOM euae.
Crepunuaosano okcnagom atunena (03). He ucnonbayiTte usgenue
NpW NOBPEXAEHUM CTEPUNLHOMO Bapbepa W HapyLLEeHUW repMETUYHOCTH
ynakosk. Mpw oBHapyxeHun nospexaeH1a obpaTTECk K NPENCTABUTENHD
KOMN2HUM.

¢ [IpegHa3sHa4veHo AnsA WCMONL30BAHKA TOMLKD Y OAHOMD NaUKMeHTa.
MoBsTopHOE WCNONL30BAHWE, NOBTOPHAA 0BpaboTka UNKW NOBTOpHAA
CTEPUNM3ALNA 3anpelyeHbl. [TOBTOPHOE UCNonNb30BaHKe, NOBTOPHAS
obpaboTka v NOBTOPHAA CTEPUNM3ALMA MOMYT HAPYLUKTE CTPYKTYPHYHO
LENOCTHOCTE NPUCNOCOBNEHUS WNKU NPUBECTH K £r0 HEMCNPABHOCT!,
4TO, B CBOIO O4Epeab, MOKET NPUYMHWTE BPE NALIMEHTY, NPUBECTM K
3abonesaHuio W cMepTi. KaTeTepkl YpesBb4aiHo TPYOKO O4MCTUTE NOCHE
KOHTaKTa ¢ BronorMdeckumi matepuanamu. [oBTOPHOE MENONBIOBAHME,
NoBTOpPHARA 00paboTka W NOBTOPHAR CTEPUNMIALNA MOTYT BbI3BATL
KOHTaMMHALMK NpUCNocoBneHus, NPUBECTU K MHGMLMPOBAHMIO NALMEHTA,
B TOM YMCIIE K Nepeaaye MHMEKUMOHHbIX 3ab0NeBaHMi OT OOHOMO NaUWeHTa
apyromy. KoHTamuHaLmMsa npUcnocobneHus MOXET NPUBECTH K NPUYMHEHNIO
Bpeaa , 3abonesaHuio UMK CMepPTH NaLMeHTa.

* [lepen MCNONL30BAHMEM OCMOTpWTE KaTeTep u ybeauTecs B TOM, 4TO
£r0 MapKMpOBaHHLIE pa3mepsl, hopma U COCTOAHME NOAXOLAT ANA
WCNONb30BAHMA B KOHKPETHON NpoOLERype, a Takke ybeauTeck B ero
COBMECTUMOCTM C APYTUMK YCTPORCTBAMM.

* He WCNonb3yiTe NOBPEXAEHHLIE M3OENNS.

He nogeepraite kaTeTep BO3NENCTBNK OPraHU4ECKMX PACTBOPUTENENA.

* [locne MCNONL30BAHWA YCTPOWCTEA MOMYT NPEACTABNATE GUONOMYECKYIO
onacHocTb. OBpaluesve, yTUNU3aLMA W YHUTOKEHWE YCTPOMCTB Nocne
MCMONL30BaHMA A0MKHbLI NPOBOAWTLCA B COOTBETCTBUM C NPUMEHUMBIMM
3aKOHOAATENbHBIMKM M HOPMATHBHLIMM aKTamid M ¢ cobnogeHem
HaZNEXALLMX METOOB.

* Koraa 3a3op Mexay yCTPOWCTBAMKM M NPOCBETOM NPOBOAHMKOBOTO KaTeTepa
OfPaHWYeH, YCTPONCTBA CNEAYET NPOBOAMUTL W U3BMNEKATH ME/NEHHO C
OTKPLITLIM KNanaHoM, YTobbl CHU3MTE PUCK 3MB0NMA.
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Mp

efocTepexeHun

MokasaHus, NPOTMBONOKA3aHUA W CaMO UCTIONL30BaHME AaHHOMO KaTeTepa
BCEr1a A0MKHbI COOTBETCTBOBATS COBPEMEHHBIM MEAMLMHCKUM B3FMAAM W
cTaHgapTaM. HeoBxoamMmo y4UTHIBATL BOIMOKHOCTE MCMONB30BAHWA 3TOM
npoAYKTa Y KOHKDETHOIO NALMEHTA.

CrieayeT NpUMEHATE COOTBETCTBYIOLLYK NPOTUROCBENTLIBAKOLLYHD TEPAMNMKD.
Bo u3bexaHue NoBPEXAEHWA HAKOHEYHIKA KATETEPA NPKY MIBMNEYEHUH

13 YNAKOBKM, BO3LMUTE KATETED 38 LEHTPANbHYH0 YaCTb M aKKYPaTHO
u3BnekuTe. HeocTOpOkHOE OBPALLEHHE NPW M3BNEYEHMM M3 YNAKOBKM, BO
BPEMS NOArOTOBKM K MCTIONB30BAHUI0 UMW BO BPEMS CAMO# NPoLEeayps!
MOMET OTPULATENBHO NOBNKUATL Ha TEXHUYECKUE XaPAKTEPUCTUKM NPOAYKTA.
Bo u3bexaHwe NoBpeXASHUA KATETEPA W KDOBEHOCHOMD COCYaa BBOAWUTE
KaTeTEP Yepes MHTPOALIOCED; NPOABWKEHNE, M3BNEYEHNE KATETEPA W
MaHUNYNALWM C HAM OCYLLECTRNAINTE N0 NPEABAPUTENLHO YCTAHOBNEHHOMY
NPOBOAHMNKY.

MaHunynaLMmM ¢ KATETEPOM J0MKHBI NPOBOAKTLCA NOA
PEHTTEHOCKOMWYECKUM KOHTPONEM.

B cnyyae nepekpy4UBaHWA KaTeTepa HeoBXOaUMO M3BNEYL BCH CUCTEMY.
3aTArMBaHNE NEPEKPYYEHHOTO KATETEPA MOKET NPMBECTMW K NOBPEKOEHWD
COCYAA W K PACCOEAMHEHWID KaTETepa.

Mp¥ KOHTPACTUPOBAHWM COCYA C NPUMEHEHWEM KATETEPA MEANEHHD
BPYYHYH0 BBOAUTE KOHTPACTHOE BELLECTRO.

Mpw paboTe ¢ TEPANEBTUYECKUM W IMArHOCTUYECKUM YCTPORCTEOM
KOHTPOMMPYIATE NONOKEHWUE HAKOHEYHWKA HANPABNALLEND KATETEPA.

Ecnu BO BPEMSA MaHUNYNALMKM C HANPABNAOWMM UK TEPANEBTUYECKUM W
AMArHOCTUYECKUM KATETEPOM OLLYLIASTCA 3HAYMTENBHOE CONPOTUBMEHHE,
npuUnaratb YCUNWE ANA €ro NPOABKKEHWS HENb3s. Mpexae Yem Npogonkars
NPOJBWKEHHWE, YCTPAHWTE NPUUMHY CONPOTHBNEHKA. ECnn npudmHy
YCTPAHWTL HEBOIMOKHO, U3BNEKUTE BCE NPUCNOCOBNEHNA OQHOBPEMEHHO.
HanpaenalLmil KaTETEP MOKET BbI3BATL OKKIHI3WH LENEBLIX COCY/0B
Hebonbworo auameTpa. WMaberaiTe oKKMO3UM KpOBOTOKA. PaccMoTpute
NPUMEHEHNE HANPABNAIDLLIErD KATETEPA C GOKOBLIMK OTBEPCTUAMM.

OcnoxHeHua

Mcnonk3oeaHWe NaHHOTO M3NENKS B KNMHWYECKUX NPOLEOYPaX AOMKHO
NPOBOAMTLCA TOMLKO Bpadamu, NPoLLeUMMU COOTBETCTBYHLLYH NOArOTOBKY,
.KOpOI.IJO AHAKOMEIMK C I'IDTBHL[HEJ'IbeIMH OCROKHEHHUAMMN, I(GITOphIE MOWT
BO3HWKHYTL BO BPEMS WNW NOCNE npoueaypbl.

|{ BO3MOMHbBIM OCNOXHEHWAM, NOMUMO I'Ipl'JHI"IX, OTHOCATCAH:

Aputmias

KposoTeueHue

CmepTs

(BozaywHan) 3mBonua

[emaTtoma B MECTE MyHKLMK

Kposouanuanue

WMHMUMpoBaHKe

WMwemus whinun uHthapkT Muokapaa

Heeponormyecknit gedmumT, B TOM YUCNE NPEXOLALEE HApYLEHHE
MO3r0BOr0 KpoBOOBpALLEHUAMHCYNET

Murpaums atepocknepoTyeckai GnsLwkm

Noxkan aHespUaMa

TpomBooBpazosaHie

MoBpemaeHUA COCY0B, B TOM YACNE PACCNOSHUE CTEHKM, nepdopauws u/
WMWK pPaspeie

OKkno3na cocyaos

Cnaam cocynos

¥YKa3aHWA No MCNONb30BaHUIO

M3snexuTe KaTeTEp M3 YNAKOBKM W yDEOMTECE B OTCYTCTBMM NOBPEXIEHHIA.
MpuKpenuTe K LEHTPaNLHOM YacTU KaTETEPa reMOCTATUYECKDE YCTPOIRCTRO.
MpomoiiTe KaTETEP HUIMONOTMYECKAM PACTBOPOM.

BeeguTe HANPABNAKOWNA KATETEP C rMAPOGMNBHLIM NOKDEITHEM

B COCYAMCTOR PYCro N0 NPOBOAHUKY Yepes MHTPOOLHCEp UNW No
NOCTOAHHOMY NPOBOJHWKY COOTBETCTBYIOLErD PasMepa; ONTHMAanbHbIM
ABNAETCA NPUMEHEHHE YPECKOKHON TEXHUKM BBEOSHUA.

HanagsTe nocTOAHHOE NPOMbIEaHWE IM3MONOTMYECKMM PACTBOPOM YEpE3
BokoBoi 0TBOA FEMOCTATUYECKOrD YCTPORCTRA.

MpoBeauMTe KAaTETEp NO NPOBOAHKKY A0 AOCTHKEHWA HEoDXooMMoro
NONOMEHMS.

M3snexuTe NPOBOAHMK 40 NOMYYeHWs 0DPATHOMD TOKA KPOBK. ACTIMpUpYITE
W NPOMOWTE HanpaenALWWA KaTeTep ANA AanbHEMLWEro pY4YHOro BBEOEHWA
4epe3s Hero KOHTPACcTHOIO BELLeCTBa.

BamHO yuMTEIBATE, YTO NOKA3ATENL APTEPUANLHOMO AABNEHNA NOAXOQMT
[ANA NOATBEPXOEHUA NPaBUNLHOCTM NONOKEHNA KaTeTepa.

BBenure TepanesTMYECKOE U AMArHOCTMYECKOE YCTPOWCTBO M NpoBeauTe
3annNaHUpOoBaHHYI0 NPoLEaYPY B COOTBETCTEMM C YCTAHOBNEHHLIMK
npaBsKUnamu.

MpumeyaHmne: BO BpEMA MAHWMYNALWKM G TEPANEBTUYECKUMM 1
[QMArHOCTUYECKUMM YCTPOHCTBAMMU PEKOMEHYETCA HENPEPLIEHOE NPOMBLIBAHWE
HWU3MONOrMYECKMM PACTBOPOM.

Mocne oKoHYaHWA NPOLLEAYPbl BHOBb BBEAWUTE NPOBOAHMK W M3BNEKUTE NO
HeMy katetep.



OTKa3 OT OTBETCTBEHHOCTH U OrpaHMYeHHe Npaea Ha
BO3MelleHune

Komnanwa PendraCare International B.V. nposeuna pazymHyw CTENEHs
OCTOPOKHOCTH MPW NPOM3BOACTEE AAHHOTO NPUCTIOCOBAEHUA.

K onucarHOMY 30eCk M3NENU KoMnanuk PendraCare He NpUMEHNMGI
Kakne-nuBbo NPAMbIE MNK NOAPa3yMeBaEMbIE rapaHTUK, B TOM YMCNE BCE

6e3 MCKNIOUEHUA NOAPA3YMEBAEMbIE FaPaHTUA TOBAPHOR NPUIOLHOCTH

UMK NPUFOAHOCTM AN MCNONB30BAHWA B KOHKPETHBIX UENAX. Hu NPH kakux
obcroaTenscTax komnanua PendraCare He HECET OTBETCTBEHHOCTH 33
NpAMble, CyYaiHbIE UMK KOCBEHHDIE NOBPEXOEHNSA, 38 UCKMYEHUEM

NPAMO YCTAHOBNEHHbBIX COOTBETCTBYIOLIMM 32KOHOAATENLCTBOM. HUKTO HE
BNpaBe CBA3bIBaTb KOMNaHMo PendraCare kakuMu-nubo 3asABNEHUAMK UK
FApaHTUAMM, 33 UCKTIYEHWEM YKA3aHHBIX.

OnucaHua Mni cnelutd kALK B NEYaTHLIX MaTepuanax komnaHum PendraCare,
BKMKOYARA JaHHYK0 nyBnUkaLnio, NpeaHasHadeHsl Ans obLWero onucaHua
NPOOYKTA Ha MOMEHT ero NPOM3BOACTEA W HE YCTAHABNMBAKT HUKAKMX NPAMBIX
rapaHTHil.




