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Read Instructions Prior To Use

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

Sterile (Ethylene Oxide). Non-pyrogenic.

For one time use only. Do not autoclave.

INDICATIONS

These guiding catheters are intended for use for intravascular
introduction of interventional/diagnostic devices into coronary
or peripheral vascular systems.

CONTRAINDICATIONS
None known for guiding catheters.

WARNINGS

Discard guiding catheters after one procedure. Structural
integrity and/or function may be impaired through reshaping,
reuse, or resterilization. Use catheters prior to the expiration
date on the package.

PRECAUTIONS

- Store in a cool dark place.

« Do not use open or damaged packages.

+ Do not resterilize the catheter.

« Do not autoclave. Exposure to temperatures above 54°C
(130°F) may damage the catheter.

« Do not expose to solvents or ionizing radiation.

Inspect the guiding catheter before use to verify that its size,

shape, and condition are suitable for the specific procedure.

- Before use, flush all devices entering the blood vessel with
sterile heparinized saline or a similar isotonic solution.

- If strong resistance is met during manipulation, discontinue

the procedure and determine the cause of the resistance

before proceeding. If the cause of the resistance cannot be
determined, withdraw the catheter.

Torquing the guiding catheter while kinked may cause

damage which could result in possible separation along the

catheter shaft. Should the guiding catheter shaft become
kinked, withdraw the entire system (guiding catheter,
guidewire, and catheter sheath introducer).

« Advancement, manipulation, and withdrawal of the guiding
catheter should always be performed under fluoroscopic
guidance.

« Extreme care must be taken to avoid damage to the
vasculature through which the guiding catheter passes. The
guiding catheter may occlude smaller vessels. Care must be
taken to avoid complete blood flow blockage.

- Large internal lumen guiding catheters require less force on
the syringe during injection.

COMPLICATIONS

Use of guiding catheters should be restricted to those specialists

trained to perform procedures for which the product is indicated. Complications
may occur at any time during or after the procedure and may include, but are not
limited to, the following:

hemorrhage, hematoma, allergic reaction, infection, embolism,

blood vessel dissection or occlusion.
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RECOMMENDED PROCEDURE

1. Remove the guiding catheter from its packaging using
sterile techniques.

2. Flush the guiding catheter lumen with a heparinized
saline solution.

3. Appropriate anticoagulation and vasodilation therapy
should be used.

4. Introduce the guiding catheter into the vasculature through
the catheter sheath introducer, and/or over an indwelling
guidewire using a percutaneous entry technique of choice.

5. Under fluoroscopic guidance, advance the guiding catheter
over the guidewire or introducer until the desired position
is attained.

6. Remove the guidewire prior to introduction of other
intravascular devices or infusion of contrast agents.

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse,
reprocessing or resterilization 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, 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.

Storage Conditions: Store in a cool, dry place.

Transportation Conditions: Avoid contact with high temperature and moisture
during transportation.

Shelf Life: 3 years.

Manufacturer: Merit Medical Systems, Inc. 1600 West Merit Parkway, South Jordan, Utah 84095

U.S.A. 1-801-253-1600 U.S.A. Customer Service 1-800-356-3748

Authorized Representative: Merit Medical Ireland Ltd, Parkmore Business Park West, Galway, Ireland
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CONCIERGgz,..

MHCTPYK

Mepen Hauanom paboTbl MPOUTUTE UHCTPYKLMN.

Tonbko ana npodeccnoHanbHOro ncnonb3oBaHua. BHimaHue: depepanbHoe
3akoHopaTenbcTo (CLLUIA) paspeluaeT npofaxy 4aHHOrO YCTPONCTBA TONbKO
Bpayam Unv no nx 3akasy.

CTepunbHO (CTEPUIM30BaHO STUNEHOKCMAOM). ANMPOreHHO.

MckniountenbHo AnA ofHOPa3oBOro UCnosib3oBaHusA. He ctepunzosathb B
aBTOKNaBe.

MOKA3AHUA K MIPUMEHEHUIO

3TN NPOBOJHNKOBbIE KaTeTepbl NpeAHa3HauYeHbl AJ1A NPUMEHeHUA nNpu
BHYTPUCOCYAUCTOM BBEAEHWNN UHTEPBEHLVIOHHBIX 1 ANAarHOCTUYECKMX YCTPONCTB
B CICTEMbl KOPOHAPHbIX U Nepripepuyeckux CoCyaoB.

MPOTUBOMNOKA3AHUA
MpoTnBonoKasaHNaA K NPUMEHEHNIO MPOBOJHNKOBbIX KaTeTePOB He N3BECTHbI.

NPEAYNPEXAEHUA

Mocne npoBeaeHna ogHON NpoLeAyPbl yAanmTe NPOBOAHNKOBbIE KaTeTepbl
B 0TX0fpbl. /I3MmeHeHMne GopMbl, TOBTOPHOE NCMOMb30BaHVE UM MOBTOPHaA
cTepynM3aLma MOryT NPUBECTY K HaPYLLIEHMIO KOHCTPYKTUBHOW LIENOCTHOCTN
1 (nnu) GyHKUMOHUpPOBaHUA. Vicnonb3yiiTe KaTeTepbl A0 UCTEYEHNA CPOKa
rOAHOCTU, YKa3aHHOTO Ha YNaKoBKe.

MEPbI MPEAOCTOPOXXHOCTU

+ XpaHuUTb B MPOX/IaAHOM TEMHOM MecTe.

+ He ucnonb3yiite n3genve, ecnv ynakoBka BCKpbITa WV MOBPEXAEHa.

+ He cTepnnusynTe Katetep NOBTOPHO.

+ He cTepunuszoBatb B aBTOKNaBe. Temnepatypbl Bbiwwe 54 °C (130 °F) moryT
noBpeuTh KateTep.

+ He ponyckaiTe Bo3aencTBmA pacTBOpUTENel NN NOHU3NPYIOLLEro
N3NTyYeHuns.

+ [Nepepn NnpuMeHeHNEeM OCMOTPUTE MPOBOAHMKOBBIN KaTeTep, YTobbl yoeamnTbes
B COOTBETCTBUM €ro pasmepa, GopMbl U COCTOAHMA NPOBOANMOIA NpoLeaype.

+ [lepep ncnonb3oBaHUeM NPOMONITE BCe YCTPONCTBA, BBOAUMbIE B
KPOBEHOCHbI COCYA, renaprHN3MpPOBaHHbIM GpU3NONOTMYECKIM NN
Nof06HBIM V30TOHNYECKVIM PaCTBOPOM.

+ Ecnu npy MmaHUNynALMAX C KaTeTepoOM BCTPEYaeTCA CUIIbHOE CONMPOTUBIIEHNE,
npeKpaTnTe BbIMOMHEHVIE NPOLIEAYPbI 1 ONpeAennTe NpuUnHy
COMPOTUB/EHUA, MPeXAe YeM MPOAOIIKUTL NpoLeaypy. Ecnn npuunHy
COMPOTUB/EHUA ONPEeAeNTb HEBO3MOXHO, N3BJIEKUTE KaTeTep.

+ BpalleHmne cKpyYeHHOro NPOBOAHUKOBOIO KaTeTepa MOXeT NPUBECTH K
NoBpeXAeHNAM 1 K BO3MOXHOMY MOAB/IEHUIO Pa3pbliBOB BAOJb TPYOKM
KaTeTepa. ECnu npoBOAHMKOBbI KaTeTep CKPYUeH, U3BJIEKUTE BCIO CUCTEMY
(NMPOBOAHMKOBbIN KaTeTep, NPOBOAHWK N UHTPOAbIOCEP KaTeTepa).

+ [NpopBuxeHve Bnepes, MaHUNYNALUN 1 3BNeYeHNe MPOBOLHNKOBOIO
KaTeTepa crieflyeT BCerfa NpoBOANTb MO PEHTFEHOCKOMMYECKUM KOHTPOJIEM.

+ CnepyeT NpoABNATb KPaiHIO OCTOPOXKHOCTb, YTOObI N36exaTb NoBpexaeHNA
COCYAOB, MO KOTOPbIM NPOoABUraeTcs Katetep. [IPOBOAHNKOBbIV KaTeTep MOXeT
3aKynopwuTb HebonbLune cocyfbl. CnefyeT NPOABNATb OCTOPOXKHOCTb, YTOObI
n36exatb NnosHow 610Kafbl KPOBOTOKaA.

+ [poBoAHUKOBbIE KaTeTepPbI C KPYMHbIM BHYTPEHHUM NPOCBETOM TPebyioT
MeHbLLEro yCUMa Ha WnpuLe Npy MHbeKLUN.
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MA NO 3KCNJNYATA

nuu
OCJIOMHEHMA
MpumeHeHne NPOBOAHMKOBOrO KaTeTepa AOIKHO ObITb Pa3peLLeHO TONIbKO
nuuam, NpoLeALLM 0byyeHre BbINMOSIHEHUIO NpoLefyp, AJ1A KOTOPbIX MOKa3aHo
AaHHoe nsgenvie. OCNOXHEHUA MOTYT BO3HUKHYTb B /1060 MOMEHT BO BpeMs
UnY nocsne NpoLeaypbl, ¥ MOTYT BKIOUATb, B UMCIIE MPOUNX, ClieAyioLLee:
KpOBOTEUEHMe, reMaToMy, alfiepruyueckyto peakumio, HdeKLmio, sMoonuio,
pacceyeHue N OKKITI031I0 KPOBAHOTO COCyAa.

PEKOMEHAYEMAA NPOLIEAYPA

1. Cobniopasn cTepuibHOCTb, U3BJIEKUTE MPOBOAHNKOBbIN KaTeTep 13 yNakoBKY.

2. [pomoiiTe NPOCBET NPOBOAHNKOBOrO KaTeTepa renaprHN3MpoBaHHbIM
dr3ronornyecKM pacTBOPOM.

3. CnepyeT NPOBOAWTb COOTBETCTBYIOLLYIO aHTUKOATYSIALIVIOHHYIO 1
Ba30AMIaTaLVIOHHYI0 Tepanuio.

4. BBepauMTe NPOBOJHVKOBbIN KaTeTep B COCYANCTYIO CUCTEMY Yepes
MHTpOAblocep KaTteTepa v (Mnn) No paHee yCTaHOBIEHHOMY MPOBOAHUKY,
OCYLLECTBMB YPECKOXKHbIN JOCTYN NpeAnoymTaeMbiM METOLOM.

5. Top peHTreHOCKOMMYeCKMM KOHTPOIEM NMPOABHMraiiTe MPOBOAHUKOBbIN
KaTeTep Bnepeq no NpPOBOAHVIKY UM MHTPOAbIOCEPY, MOKa OH He 3aiiMeT
Tpebyemoe nonoxeHue.

6. [lepep Tem, Kak BBOAWTb APYriie BHYTPUCOCYANCTbIE YCTPOWCTBA UM BAMBATb
KOHTPACTHOe BeLLeCTBO, 13BNeKNTE NPOBOAHMK.

NPEAOCTEPEMXXEHUE O HEAONMYCTUMOCTU MOBTOPHOIO
NCNoJib30BAHUA

Mcnonb3oBaTb TONbKO A1 OQHOrO NaLmeHTa. He ncnonb3oBaTb NOBTOPHO,

He noaBepraTtb NOBTOPHO 0bpaboTke nnu ctepunusauum! MosTopHoe
1CMosnb3oBaHMe, MOBTOpHaA 06paboTka 1y NOBTOPHasA CTepUM3aLysa MoryT
NMPUBECTN K HapYLLEHWIO CTPYKTYPHOW LIeNOCTHOCTY YCTPOCTBa U/unn cboam B
paboTe, KOTOpble, B CBOI ovepeb, MOTyT NPMBECTY K TpaBMaMm, 3aboneBaHnAM
Uy CMepTH NaumeHTa. [oBTOpHOE Mcnonb3oBaHne, NOBTOpHaA obpaboTka unu
MOBTOPHaA CTEPUNN3aLIMA U3LENNA TaKXKe MOXeT CO3AaTb PUCK ero 3arpA3HeHus
U/Unv NPMBECTY K MHGVLIMPOBAHWIO MW NepeKpecTHOMY UHGMLIMPOBaHIIO
nauueHTa, BKoyas, MoMUMO Npoyero, nepefayvy NHGEKLMOHHOro 3aboneBaHnsa
(unn 3a6oneBaHuin) OT OQHOTO NaLUMEHTa K APYroMy. 3arps3HeHre yCTporcTBa
MOXeT NMPUBECTM K TPaBMaM, 3a6051eBaHNAM ST CMePTU NaLyeHTa.

Ycnosus XPaHeHnA: XpaHI/ITb B MpoxnagHoOMm, CyxomMm mecTe.

Ycnous TpaHCMOpTMPOBKY: M36eraiiTe BO3AENCTBUA BbICOKUX TeMMepaTyp 1
BJlarvi Npv TPaHCMOPTUPOBKeE.

CpokK xpaHeHus: 3 ropa.
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