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Impress Angiographic Catheters

INSTRUCTIONS FOR USE

MERIT, DL

AHrnorpaduueckmne Katetepbl Impress

YKA3SAHMA NO NPUMEHEHWUIO

DESCRIPTION:
Angiographic catheters are single-use, sterile, non-pyrogenic, disposable intravascular catheters.

INDICATIONS:
Angiographic catheters are designed to be used for delivering radiopaque media to selected sites
in the vascular system in conjunction with routine diagnostic procedures.

CONTRAINDICATIONS:
None known.

WARNING:

+ The Impress® angiographic catheter with hydrophilic coating should not be used
in the coronary arteries.

+ Angiographic catheters are single use.

« Recommended guide wire size: See the individual catheter label.

+ Guide wire use has been associated with greater incidence of thrombus formation.

PRECAUTIONS:

« Do not use if package is opened or damaged.

Do not use after expiration date.

Do notautoclave.

«  Carefully remove the catheters from the package by grasping the hub and slowly
withdrawing it from the package.

« Ifresistance is felt when removing the guidewire from the catheter, remove the
guide wire and catheter as a unit to prevent potential damage to the vessel wall.

+ Flush all devices entering a blood vessel with sterile heparinized saline or similar
isotonic solution before use.

«  For catheters containing hydrophilic polymer coating on the distal surface of the catheter,
the surface of the distal portion of the catheter must be completely wet to remain lubricated.
Proper caution must be taken to wet the catheter prior to and during use.

ADVERSE EVENTS:

Merit Medical angiographic catheters should be used by physicians familiar with percutaneous
catheter introduction. Complications which may be associated with the use of angiographic
catheters include, but are not limited to, the following.

+ Thrombus formation/emboli + Airemboli

+ Hematoma at puncture site « Arterial wall damage
+ Plaque dislodgement + Myocardial infarction
+ Cardiac arrhythmias + Infection

+ Perforation of the vessel wall
« Vascular occlusion
+  Stroke and death

Allergic reaction to contrast media
Vascular spasm

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or rester-
ilization may compromise the structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, iliness, or death. Reuse, reprocessing or resterilization
may also create a risk of contamination of the device and/or cause patient infection or cross-
infection, including, but not limited to, transmission of infectious disease(s) from one patient to
another. Contamination of the device may lead to injury, illness or death of the patient.

DIRECTIONS FOR USE:
1. A coated guide wire is recommended for use with Merit angiographic catheters.
2. Introduce the catheter into the blood vessel using vascular entry technique of choice.
3. PIGTAIL catheters. Pigtail catheters are fitted with a straightener. It is split for
easy removal after the catheter tip is on the guide wire.
«  Slide straightener forward until pigtail is straight.
«  Place catheter tip on guide wire and remove straightener by pulling on the straightener tab.
4. Marker Band: Anatomical measurement accuracy is +4%.

Storage: Sterile and non-pyrogenic in unopened and undamaged inner package.
Store in a cool dry place.

Shelf Life: The shelf life is established at 3 years from date of sterilization.

Transportation: Do not expose to high temperature or humidity.
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OMUCAHUE
OpHopasoBble, CTepuibHbIE, aNMPOreHHble aHrnorpadryecke KateTepbl NpefHasHaueHbl AN
BHYTPUCOCYAMNCTOTO NPYMEHEHUA.

NOKA3AHMA K NIPUMEHEHUIO
AHrvorpaduyeckie Katetepbl NpeiHasHaueHbl AN BBeAeHNA PEHTTEHOKOHTPACTHOrO BellecTsa B
BbI6paHHble MeCTa COCYANCTO CUCTEMb HAPAAY C OBbIUHBIMI ANArHOCTUYECKMI NPOLIeAyPaMM.

NMPOTUBOMOKA3AHUA
He n3BecTHbl.

NPEAYNPEXAEHUNE

+  AHrnorpaduueckme Katetepbl Impress® ¢ rAPOGUNbHBIM NOKPbITUEM HE [OMMKHbI
MCMOMb30BaTbCA /1A KOPOHAPHbIX apTePUIL.

«  AHrvorpaduyeckue KateTepbl NpefHa3HaueHbl AN OHOPa30BOro NCMONb30BaHMA.

+  PekomeH[10BaHHbI pa3Mep NPOBOMIOYHOTO MPOBOAHMKA: CM. UHAVBUAYabHYI0 MAaPKUPOBKY
KaTeTepa.

+  Wcnonb3oBaHue NpPoBONOYHOrO MPOBO/HIKA CBA3AHO C MOBbILIEHHbIM PUCKOM 06pa3oBaHiA
TPOM60B.

MEPbI MPEAOCTOPOXXHOCTU

+  3anpeLaeTcs NCNoNb30BaTh, €C/IN YNaKoBKa BCKPbITA UM NOBPEXAeHa.

+  3anpeLlaeTca NCMONb30BaHMe NOC/E AaTbl UCTEYEHUA CPOKA FTOAHOCTM.

«  Crepunu3auus B aBTOKNaBe 3anpeLyeHa.

« OCTOPOXHO BbIHbTE KaTeTep U3 YNaKoBKM: 06XBATMB MECTO Pa3bema, MeasIeHHO U3BIEKNTE ero.

+  Ecnu Bo Bpems 13BneYeHUs MPOBOIOYHOIO NPOBOAHNIKA 113 KaTeTepa Bbl MOYYBCTByETE
CONPOTVBAEHVE, YAANNTE MPOBONOYHDBIN MPOBOAHNK BMECTE C KaTETEPOM, YTOObI
NPeLoTBPATUTL MOBPEXAEHNE CTEHOK COCYAa.

« Tepep ncnonb3oBaHMem NPOMOIATE BCE YCTPONCTBA, BBOAVMbIE B KDOBEHOCHDI COCYS,
CTEPUNbHBIM renapuHN3NPOBAHHBIM GU3PACTBOPOM VNV MOAXOAALLMM N30TOHUYECKIM
pacTBopom.

+ [1nA KaTeTepoB, UMEIOLUX rMAPOGUIBHOE NONMMEPHOE NOKPbITVE ANCTANbHOI YaCTH: BCA
NOBEPXHOCTb 3TOM ANCTaNbHOMN YACTV KaTeTepa JOKHA ObITb MOCTOAHHO BIAXHOM, 4TOObI
COXPaHUTb CMa3Ky. HeobxoAMble NPefoCTOPOXKHOCTYN AOMKHbI ObITb COBNIOAEHDI, YTOODI
YBNAXHWUTb KaTeTep nepef UCMofb30BaHNEM 1 B NpoLiecce.

NOBO4YHbIE ABAEHUA

AHrvorpaduyeckue katetepbl Merit Medical fomkHbI MCNONb30BaTLCA Bpauamit, 3HaKOMbIMIA
C TEXHUKOW YPECKOXKHOTO BBeAEHNA KaTeTepoB. OCNIOXKHEHWSA, KOTOPbIe MOTYT 6biTb CBA3aHbI C
1CMO/b30BaHNeM aHrnorpaduyecKx KateTepos, BK/IOYaIoT, TOMUMO NPOYero, crepyiole:

+ obpa3oBaHue TpomM6oB/3mMboNNS; +  BO3AylLHaA 3M6oNUS;

+  rematoma B MecTe NyHKLUK; +  MOBpEeXAeHWe CTEHOK apTepui;

«  CMelyeHMe bnaLek; «  UHOaPKT MMOKapAa;

«  CcepaeuHas apuTMns; « uHbeKums;

+  nepdopaLna CTEHKM cocypa; +  annepruyeckrie peakLmm Ha KOHTPacTHble
+ OKK/I031A COCYAOB; BeLeCTBa;

+ VIHCY/IbT CO CMEPTesIbHbIM MCXOA0M; +  CMasm COCyfoB.

NPEAOCTEPEXXEHUA B OTHOLWWEHU NOBTOPHOIO UCNOJIb3OBAHUA
Vicnonb3oBaTb TONbKO 1A OAHOIO NauyeHTa. MoBTOpHOE UCMoNb30BaHKe, 06paboTka uin
cTepunMsaums 3anpelleHbl. [IOBTOpPHOE UCMoNb3oBaHMe, 06paboTKa UnW CTepUAM3aLms MOryT
HapYLUMTb CTPYKTYPHYIO LIENIOCTHOCTb U3Aents 1 (Min) MPUBECTM K HenpaBuibHoN paboTe
YCTPOWCTBA U, KaK CIe[CTBIE, K TPaBMe, 3a60/1eBaHNI0 AW CMePTM NaumeHTa. [oBTopHOe
1CoNb30BaHme, 06paboTka Nim CTepUIN3aLIMA MOTYT TakKe CO3aTb PUCK 3arpA3HeHNs
YCTPOWNCTBA U (M11) NPUBECTY K 3aPaXKeHUIO WK NEPEKPECTHOMY 3apaXKeHUIo NaLneHTa, BKIoYas,
NOMVMO NPOYEro, NePeHOC MHEKLIMOHHDBIX 3a60/1€BaHNII OT NALMEHTa K NaLyeHTy. 3arpsisHeHne
YCTPONCTBA MOXET NPUBECTM K TPAaBMe, 3a60/1eBaHNI0 U CMEPTM NaLmeHTa.

YKA3AHUA NO NPUMEHEHUIO

1. CaHrunorpadpuyeckumm kateTepamu Merit pekomeHayeTcA NCNONb30BaTb NPOBOSIOYHbIE
NPOBOAHUKM C MOKPbITUEM.

2. BBepwnTe KaTeTep B KPOBEHOCHbIN COCY/, UCMONb3YA BbIOPAHHbI METO KaTeTepr3aLmm.

3. KateTepbl Tuna «CBUHOW XBOCTUK». KateTepbl TvMa «CBUHOM XBOCTUK» MEIOT BbINPAMUTESb.
OH pactuenneH ans 6onee Nerkoro U3BMleYeHNA NoCe TOro, Kak KOHUMK KaTeTepa byaet
pa3smelLeH Ha MPOBOIOYHOM MPOBOAHNIKE.

« [ponyckaiiTe BbINpAMUTENb Briepep, NOKa KaTeTep TMNa «CBUHOW XBOCTUK» He PacnpAMUTCA.

+ PacnonoxwTe KOHUMK KaTeTepa Ha NPOBOJIOYHOM MPOBOAHMKE 1 U3BNEKNTE BbINPAMUTENb,
MOTAHYB 3a A3bIYOK BbINPAMUTENA.

4. MapkepHas nonocka: TOUHOCTb aHAaTOMNYECKUX 13MepeHuil +4%

XpaHeHue: cofepXKrMOoe 3aKpbITON 1 HEMOBPEXAEHHO YNaKOBKI ABNAETCA CTEPUIIbHBIM U
anuMporeHHbIM.
XpaHWTb B NPOXNIafiHOM CYXOM MecTe.

CpOK XpaHeHuA: 3 roaa C MOMeHTa CTepUAn3aLmnn.

TpaHCI'IOpTVIpOBKaZ He nojsepratb BO3[ENCTBUIO BbICOKMX Temneparyp 1 BAaXKHOCTU.



