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MERIT MEDICAL

CON C IE R G "l:c)ellence

GUIDING CATHETER

INSTRUCTIONS FOR USE

Read Instructions Prior To Use

ONLY: Caution: Federal (USA) law restricts this device to sale by or on the
A order of a physician.
Sterile (Ethylene Oxide). Non-pyrogenic.
For one time use only. Do not autoclave.

Indications
These Guiding Catheters are intended for wuse 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).

mAdvancement, manipulation, and withdrawal of the guiding catheter should always be performed
under fluoroscopic guidance.
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» 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 dis-section or occlusion.

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 ofother intravascular devices or infusion of contrast
agents.

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or reslerilize. 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, illness 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 ofthe patient.

www.merit.com

- d EC REP

I Authorized Representative

Manufacturer  Merit Medical Ireland Ltd, Parkmore Business
Merit Medical Systems, Inc. 1600 West Merit Park West, Galway, Ireland

Parkway, European Customer Service by Country:
South Jordan, Utah 84095 U.S.A. 1-801-253- Belglum 0800 72906; France 0800 916030;
1600 Germany 0800 1820871; Ireland 091 703700;

U.S. and Foreign Patents Pending
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Annex to Instructions for use
DEVICE SPECIFICATION
The ConcierGE Guiding Excellence Catheter is available in 5.6. 7 and 8 French sizes and
100cm working length. The proximal end of the catheter consists of an ergonomic, molded
winged hub with a tapered strain relief. The catheter distal segment is available either with two
side holes or without side holes.
A variety of catheter tip shape configurations are available to fit the requirements of the
)hvsician. the nature of the procedure and anatomical features of the patient's vasculature.

Distal Tip Strain Relief Hub {top view)
Midttie  Proximal Shaft Hub (bottom view)
Tip Tip

5F 0.070” (1.78mm) 0.057" (1.45 mm)

6F 0.082” (2.08mm) 0.070" (1.78 mm)

7F 0.092” (2.34mm) 0.078" (1.98 mm)

8F 0.105” (2.67mm) 0.088" (2.24 mm)

ivViil iiillilrth -

100cm

Sifl6 holes . N .. < J -

upto 2

.Redbmmended'BuiS*"VTreV -
0.038“ (0.97 mm)

Teiiiies-N-*;""" ! Ve ' -
Variety of shapes to suit requirements of the physicians and anatomical features of the
patients:

Amplatz Left 1, Amplatz Left 2, Amplatz Left 3, Amplatz Left .75, Amplatz Right 1, Amplatz
Right 2, Amplatz Right 3, EI Gamal, Hockey Stick, Internal Mammary, Judkins Left 3.0,
Judkins Left 3.5, Judkins Left 3.5 (Short Tip), Judkins Left 4.0, Judkins Left 4.0 (Short Tip),
Judkins Left 4.5, Judkins Left 5.0, Judkins Right 3.0, Judkins Right 3.5, Judkins Right 4.0,
Judkins Right 5.0, Judkins Right 6.0, Left Coronary Bypass, Multipurpose 1, Multipurpose
A2, Right Coronary Bypass, Renal Double Curve, SBS 3.0, SBS 3.5, SBS 3.5 (Mod), SBS
3.75 (Mod), SBS 4.0, SBS 4.0 (Mod), SBS 4.5, SBS 4.5 (Mod), SBSLAD 3.0, SBSLAD 3.5,
SBSLAD 4.0, SBSLAD 4.5, SBSRCA, Ultimate 1, Ultimate 2, Ultimate 3, Ultimate 4-T40,
Ultimate 4-T45
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APbc majbimatcrials'ijscd” tlip.Cpii?lerCjrlj;
GuldintExcdlehce Csv™ A

iIROKUDprSin"e. m MATERIALIiIM--A
Hub Pebax, Titanium Dioxide
Liner Polytetrafluoroethylene (PTFE)
Braidwire Stainless Steel
Pebax, Polyamide,
Shaft (Body) Bismuth Subcarbonate
Tip Pebax, Bismuth Subcarbonate

Oxidized PE

y1178Ppkxn'A014y,8Tpl1ACEANITIOP4el T 101\ .

Transportation temperature  -35 °C to +55 °C

Storage temperature +5  to+27 X

Usage 15 °C to 35 @C, relative humidity <80%, atm.
Pressure 84.0 - 106.7 kPa (630-800 mm Hg).

The following medical devices/ accessories can be used during the procedure (if necessary):
1 Arterial sheath

Guidewire

Angioplasty products - stent/balloon catheters

Aspiration catheter

Hemostasis valve

Stopcock

Manifold (in conjunction with a hemostasis valve)

Inflation device

. Microcatheter

10. Support catheter

©EoNOU A WN

Use Conditions; in medical and preventive treatment facility.

INFORMATION ABOUT POTENTIAL USERS AND USE CONDITIONS

To be use only in medical facilities by medical staiT (interventional surgeons, vascular surgeons,
specialists in diagnostic and surgical departments and centers) who has been specially trained how
to work with this type of medical device.

SHELF LIFE
Shelflife-3 years.

STERILIZATION
Ethylene Oxide

DISPOSAL

Dispose the devices according to local environmental requirements.

Environmental Monitoring

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological
composition (in accordance with Russian Sanitary Regulations and Standards 2.1.3684-21)
Class B.
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WARRANTY

Limited Warranty

Merit represents and warrants that the products shall materially conform to the specifications
at the time of shipment to Customer and will remain materially free of defects in materials
and workmanship for the period specified on the written limited warranty separately
provided with each product. This warranty shall not apply to products that have been (i)
modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit;
(ii) subjected to misuse, mishandling, re-use, re-sterilization, accident, abuse, neglect or
tampering; (iii) damaged by excessive physical, environmental or electrical stress; or that
have had a serial number altered, defaced or removed; (iv) combined with any other product;
(v) used outside the approved "Indications for Use” as cleared by the relevant competent
authority, used contrary to the use outlined in the product specifications or in an application
or environment for which such product was not designed or contemplated. Any technical
product advice furnished by Merit is provided without duty or compensation and Merit
assumes no obligation or liability, all such advice being given and accepted at Customer’s
risk. EXCEPT AS EXPRESSLY SET FORTH HEREIN MERIT MAKES NO
REPRESENATION OR WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, TO
CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES WITH RESPECT TO THE
PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND ALL OTHER
EXPRESS, IMPLIED, AND STATUTORY WARRANTIES, INCLUDING WITHOUT
LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR
PURPOSE.

Limitation of Liability

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR
ANY OTHER PERSON OR ENTITY FOR ANY PUNITIVE, SPECIAL, INCIDENTAL
OR CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST GOODWILL,
LOST RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT
OF OTHER PRODUCTS OR OTHERWISE AND WHEI'HER IN A CONTRACT, TORT
OR OTHER ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY,
BREACH OF CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR
OTHERWISE.

Russian Authorized Representative:
Merit Technologies LLC

119017, Moscow,

1st Kazachiy pereiilok,

bid 7, 1 floor, room 6, Russian Federation
+7 495 221 89 02
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TVWRL oMCIpBpil . ©
This symbol means that the device
C £ fully complies with European
Directive 93/42/EBC.
FRENCH SIZE
F
MAX.GUIDEWIRE
NAGLIEVFE
Y > Working length
100 CM
Internal Diameter
% O 1?7-’
Manufacturer
w1
[EC{rep} Authorized Representative
CD Single use
REF Reference Number
LOT Lot Number

[sterileTeo 1 Sterilization: Ethylene-Oxide Gas

Caution: U. S. federal law restricts
Fronly this device to sale by or on the
order of a physician.

2 Use by
|nns Manufacturing date
)K Caution: Consult Accompanying
Documents
( § ) Do not use if package is damaged.

)K Non-pyrogenic
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[MepeBof c aHIIMIACKOT0 A3blKa Ha PyCCKMiA A3bIK

WNHCTpYKLMA MO NPUMEHEHUIO
KateTep ConcierGE

[ata: 05 okTabps 2021 r.
CocTouT 13 7 cTpaHuL,

MOATBEPXAEHWNE

LWrar KOTa )
) @ UMEHHO:
Okpyr Cont-fleitk )

CerofHa, 05 okTa6ps 2021 roga»ko MHe, HoTapuycy >xeHHUgpep ®opaxam, TMUYHO ABUNCA [ IeHH
HopToH, Bwuue-npesngeHT no HOPMATUBHO-NPaBOBOMY O06ecrneyeHUto, MNpeAbsBUBLLNIA MHe
[0CTaTOYHble [oKas3aTeNbCTBa TOr0, YTO OH fABMAAETCA /NINLOM, MMEHeM KOTOPOro mnoAnucaH
npunaraeMblii JOKYMEHT, Y NOATBEPAMBLLWIA, YTO OH JIMYHO NOANUCAN ero.

Y nocToBepsieTCs Moeli NOAMUCHIO M OPULMaNbHOV MeYaTbio.

[LWTamn: Inodnucbl

IKEHHUN®EP ®OPAX3OM HoTtapwnyc

HoTapuyc - WWtaT KOTa

NTnueHsna Ne 718608 Mosa nuueH3na fgeincTBuTenbHa ao 27

Mos nuueH3na geiictBuTeNnbHa A0 27 noHa 2025 r.]  uioHa 2025 T.
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Imdnuchbl

["neHH HopToH

Buue-npe3neHT No HOpMaTUBHO-NPaBOBOMY 00ecrneveHuto
«Meput Megnkan Cuctems, VIHK.»

(Merit Medical Systems, Inc.)

CLUA

05 okTAb6psa 2021 T.

[MevaTsb:

«Meput Megukan Cuctems, VIHK.»
1987

Meuvatb KOMMNaHWUK

HOTa]

KaTeTep NpoBOAHUKOBLIN
ConcierGE Guiding Excellence

NHCTPYKUMS N0 NPUMEHEHWIO
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«Meput Meankasn»
KaTeTep NPOBOAHNKOBbI
ConcierGE Guiding Excellence

VHCTPYKUMS N0 NPUMEHEHWNIO

Mepen NPUMEHEHWEM MPOYTUTE UHCTPYKLMIO

~ONLY; BHumaHue: ®egepanbHoe 3akoHogatenscTso CLUA paspeltaet npojaxky AaHHOro
n3genusa ToNbKO Bpayam uau no ux npegnucaHuio.
MpocTepnnn30BaHO (3TUNEHOKCUAOM). AMUPOTeHHO.
[na ofHOKpaTHOro npvMeHeHns. He cTepnnn3oBaTh B aBTOK/NABE.

MOKA3AHNA K MTIPUMEHEHWKO/HAZHAYEHWNE

MpPOBOAHMKOBbIE KaTeTepbl MPegHa3HaueHbl 411 MPUMEHEHUs MU BHYTPUCOCYANCTOM BBEEHUN
WHTEPBEHLMOHHbIX/ANArHOCTUYECKNX YCTPOCTB B CUCTEMbI KOPOHAPHBIX UK Neputepuyeckmnx
COCy/j0B.

MPOTNBOMOKASAHWNA
MpoTuBOMNOKa3aHMs K NPUMEHEHNIO NPOBOAHUKOBLIX KAaTETEPOB HEN3BECTHbI.

MPEAYNMPEXOEHUNA

Mocne NpoBeAeHUs OAHOW Npoueaypbl YAanUTe NPOBOAHNKOBbIE KaTeTepbl. VI3aMeHeHMe GopMbl,
MOBTOPHOE WCMNOMb30BaHWE WM MOBTOPHAs CTepUNM3auUMs MOFYyT NPUBECTU K HapyLIeHWto
CTPYKTYPHOI LEeNnocTHOCTW W/ unn PyHKUMOHUPOBaHNA. Vcnonb3yitTe KaTeTepbl A0 UCTEYEHNS
CpOKa rOAHOCTM, YKa3aHHOTO Ha YNaKOoBKe.

MEPBI MPEAOCTOPOXHOCTW

* XpaHuTb B NPOXNafHOM TEMHOM MeCTe.

* He ucnonb3yiite n3genve, ecnm ynakoBka BCKpbITa Uy NOBPeXAeHa.

* He cTepunusyiite KaTeTep NOBTOPHO.

* He cTepnnmn3oBaTh B aBTOKNaBe. TemnepaTypsbl Bbiwwe 54 °C (130 °F) moryT nospeAnTb KaTeTep.
* He fonyckaiTe BO34elCTBUS pacCTBOPUTENEN U MOHU3NPYIOLLETO U3NTYYEHNS.

* [epes NpYMeHEHNEeM OCMOTPUTE MPOBOAHWKOBLIV KaTeTep, YTo6bl y6eAnTbCA B COOTBETCTBUN
ero pasmepa, (opMbl ¥ COCTOAHUA NPOBOAUMOW NpoLesype.

» [lepes wWcnonb3oBaHMEM MPOMONTE BCe YCTPOMCTBA, BBOAWMbIE B KPOBEHOCHbIN coOCy[,
renapuHU3NpPoBaHHbIM (U3M0N0TMYECKUM UAN NOLOOHBIM M30TOHUYECKUM PACTBOPOM.

e Ecnn nNpu MaHUNynAauuax C KaTeTepoM BCTPeYaeTcs CUbHOe COMPOTUBEHME, MpPekpaTute
BbIMO/HEHWE NPOLEAYpbl WU ONpPefennTe NPUYMHY COMPOTUBIIEHUSA, MPEXAe YeM MPOLOSIKUTD
npouenypy. Ecnv npuynHy conpoTuMBNeHUs onpesenTb HEBO3MOXHO, U3BNIEKNTE KaTeTep.

* BpauieHune neperHyToro rnpoBOLHWUKOBOrO KaTeTepa MOXET MPUBECTU K MOBPEXAEHUAM U K
BO3MOXXHOMY MNOSIBNEHUIO pa3pbiBOB BAO/SIb TPYOKM KaTeTepa. Ecnu npoBOLHMKOBbLIV KaTeTep
M30THYT, W3BNEKUTe BClO cucTeMmy (MPOBOAHWKOBBLIN KaTeTep, MPOBOAHWK W WHTPOAbIOCEP
KateTepa).

* [pogBvKeHWe Bnepes, MaHUNYNALMM 1 U3BJIeYEHME NPOBOAHUKOBOIO KaTeTepa cneayeT Bcerja
MPOBOAWUTbL NOJ, PEHTTEHOCKOMUYECKUM KOHTPOJIEM.
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e Cnefyet NposiBNATh KPaliHIOK OCTOPOXXHOCTb, YTOObI M30eXaTb MOBPEXAEHWS COCYAO0B, MO
KOTOpbIM npoaBuraetca kKateTep. MPOBOAHUKOBBIN KaTeTep MOXeT 3aKynopuTb HebosbLive
cocyabl. CnefyeT NPosABAATb OCTOPOXHOCTb, YTOObI M36€XaTb NOMHON 6/10KaAbl KPOBOTOKA.

* MpOBOAHMKOBbIE KaTeTepbl C KPYMHbIM BHYTPEHHMM NPOCBETOM TPEOYOT MEHbLUEr0 YCUANS Ha
WNpuLe Npyu UHbEKL MK,

OCNMOXHEHWHA

MprUMeHeHVe NPOBOAHUKOBOTO KaTeTepa A0/MKHO 6biTh pa3peLleHo ToMbKO nLaM, NPoLleALLM
06yueHne BbTOTHEHMIO NpoLeayp, A8 KOTOPbLIX MOoKa3aHo AaHHOoe usgenne. OCMoXKHEHUS MOryT
BO3HWKHYTb B N1t060/i MOMEHT BOBPEMS WM MOCMe NpPOoueAypbl, ¥ MOTYT BK/OYaTb, B uuc/e
npoumx, cnegylolllee: KPOBOTEUEHME, TeMaToOMy, afepruyeckyto peakuuio, WUHDEKLMIO,
3M60/IMI0, PACCNIOEHUE UMM OKK/HO3UI0 KPOBEHOCHOTO Cocya.

PEKOMEHAYEMAA MPOLEAYPA

1. Co6ntoast CTePUNILHOCTb, U3BNEKMTE MPOBOAHNKOBLI KaTeTep U3 YNaKoBKM.

2. MpomoiiTe MPOCBET MPOBOAHMKOBOrO KaTeTepa renapuHU3NPOBaHHbIM (DU3NONOrNYECKUM
pacTBOPOM.

3. CneayeT npoBOAMTb COOTBETCTBYIOLYH aHTUKOArynsUMOHHYH W Ba3ofunaTalUMOHHY0
Tepanuio.

4. BBeAnTe NPOBO/JHVKOBBIV KaTeTep B COCYAMCTYIO CUCTEMY Yepes MHTPOAbOCep KaTeTepa u/unm
Nno paHee YCTaHOBNEHHOMY MPOBOAHMKY, OCYLLECTBMB UYPECKOXHbIA LOCTYN MPeanoynTaembim
METO/AO0M.

5. Mof pPeHTreHoCKOMMYeCKMM KOHTPO/SEM NpofBWraliTe MPOBOAHMKOBLIA KaTeTep Brepeg Mo
MPOBOAHWKY UK UHTPOAbIOCEPY, NOKA OH He 3aiiMeT TpebGyemMoe NOoMoXeHUe.

6. Mepea Tem, Kak BBOAWUTb APYrue BHYTPUCOCYANCTbIE YCTPOWCTBA UM BNMBATb KOHTPACTHOE
BELLLECTBO, U3BIEKMTE NMPOBOAHNK.

MPEOJOCTEPEXEHWME @] HEAOMYCTUMOCTWU MOBTOPHOI O
NMCIMOJIb3OBAHWA

Mcnonb3oBaTh TOMLKO AN OAHOIO naumeHTa. He ucnonb3oBaTb MOBTOPHO, He MoasepraTb
NOBTOPHOI 06paboTKe MM cTepunusaumun. MoBTOPHOE UCMONb30BaHWe, NOBTOpHas 06paboTka
WAW NOBTOPHAs CTEPUIM3ALMS MOTYT NPUBECTM K HAPYLLUEHWUIO CTPYKTYPHOI LLeNnoCTHOCTM n/unu
0TKa3y W3[eNnus, KOTopble, B CBOK OYepedb, MOTYT MPUBECTW K TpaBMaM, 3a60N1eBaHMAM WK
CMepTM nauueHTa. [lOBTOPHOE UCMONb30BaHME, MNOBTOPHas 06paboTKa WAM  NOBTOPHas
cTepUnU3aLUnsg W3LeNns TakKe MOXEeT C03[4aTb PUCK €ro 3arpssHeHus W/vnm npuBecTM K
VH(ULMPOBAHMIO UK NEPEKPECTHOMY MH(ULMPOBAHUIO NaLUeHTa, BKIOYas, MOMUMO NPOYEro,
nepefavyy WHMEKNMOHHOTO 3aboneBaHus (3a6oneBaHWil) OT OLHOr0 MauueHTa K Apyromy.
3arpsisHeHne 134eNns MOXET NPUBECTM K TpaBMaM, 3a60/1eBaHUAM WM CMEPTU NaLMeHTa.

[ToroTun kKomnanun «MepuT MeauKiu»]

VVVVVV.merit.com
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MpoussoguTens:

«Meput Megukan Cuctems, VIHK.»
(Merit Medical Systems, Inc.)

1600 Yact Meput Mapkyaii, CayT
O>xoppaH, KOTa, 84095, CLUA
+1-801-253-1600

(1600 West Merit Parkway, South Jordan,
Utah 84095 U.S.A))

Cnyxb6a nogaepxkun knmeHTos CLUA
1-800-356-3748

EC REP

Y NONHOMOYEHHbIN NpefcTaBuTeNb B EBpone:
«Meput Megukan AiipneHg 1t4.»

(Merit Medical Ireland Ltd.)

Mapkmop busHec Mapk YacT, Fonyai,
WpnaHgusa

(Parkmore Business Park West, Galway, Ireland)
O6Ccny>KnBaHMe KNNEHTOB Mo cTpaHaM EBporbl:
benbrua 0800 72906; ®paHuma 0800 916030;
Mepmanns 0800 1820871; NpnaHgns 091
703700;

Hugepnangbl 0800 0228184; BennkobputaHusa
0800 973115

MaTeHTbl CLUA 1 3apy6exXHbIX CTpaH HaX0AATCA Ha PaCCMOTPEHMUM
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MpunoxeHne K MHCTPYKLMM NO MPUMEHEHUIO

CMEUMPUKALIMN YCTPOUCTBA

KateTtep npoBoaHunKoBbliii ConcierGE Guiding Excellence gocTyneH B pasmepax 5,6, 7nM 8 F u
aphekTnBHOW gnnHe 100 cM. MpoKcuManbHbI KOHeL, KaTeTepa npeAcTaBaseT cobol
3PrOHOMMYHbIV (HOPMOBAHHbIA KPbINbYaTbll pa3bemM C KOHUYECKUMM KOMMEHCATOpOM
HaTsOKeHUsi. [MCTanbHbIn CErMeHT KaTeTepa AOCTyneH NMbo ¢ AByMSA 60OKOBbIMW OTBEPCTUAMM,
nn60 6e3 6OKOBbIX OTBEPCTUIA.

Ha BbI6Op cyuiecTBYeT psig KoHurypaymii popmbl KOHYMKA, YTO MO3BONSET COOTBETCTBOBATH
TpeboBaHMAM Bpaya, XxapakTepomM npoueaypbl 1 aHATOMUYECKMMMN OCOOEHHOCTAMU COCYANCTON
CeTn nauueHTa.

A][cT&NbIlblL cermeHT KoHYtoCca KoHneHcaTop HanpsbkeHns  p”\3”em (BuUA cBep3mn)

N\

/

CerMeHT CerMeHT KOH4YMKa

KOH4YMKa
SF 0,070°41,78 mm) 0,057” (1,45 mm)
6F 0,082” (2,08 mm) 0,070” (1,78 mm)
TF 0,092” (2,34 mm) 0,078” (1,98 mm)
8F 0,105” (2,67 mm) 0,088” (2,24 mm)

BapunaHTbl MCMONHEHUSA, KOTOPble COOTBETCTBYKT TpebGOBaHMAM Bpavya U aHaTOMWUYECKUM
0CO6EHHOCTAM MaLMeHTOB:

Amplatz Left 1, Amplatz Left 2, Amplatz Left 3, Amplatz Left .75, Amplatz Right 1, Amplatz
Right 2, Amplatz Right 3, El Gamal, Hockey Stick, Internal Mammary, Judkins Left 3.0, Judkins
Left 3.5, Judkins Left 3.5 (Short Tip), Judkins Left 4.0, Judkins Left 4.0 (Short Tip), Judkins
Left 4.5, Judkins Left 5.0, Judkins Right 3.0, Judkins Right 3.5, Judkins Right 4.0, Judkins Right
5.0, Judkins Right 6.0, Left Coronary Bypass, Multipurpose 1, Multipurpose A2, Right
Coronary Bypass, Renal Double Curve, SBS 3.0, SBS 3.5, SBS 3.5 (Mod), SBS 3.75 (Mod),
SBS 4.0, SBS 4.0 (Mod), SBS 4.5, SBS 4.5 (Mod), SBSLAD 3.0, SBSLAD 3.5, SBSLAD 4.0,
SBSLAD 4.5, SBSRCA, Ultimate 1, Ultimate 2, Ultimate 3, Ultimate 4-T40, Ultimate 4-T45.
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PazpéM Pebax, AHOKCHA THTaHA

IoxpuiTHe Momrerpadroportunen (I1ITOI)
IlpoBonovnas omIeTKA Hepxaseloinas CTaIb

IadT (xopnyc) Pebax, nonnamua, cyOxapboHar BUCMYTa
Konauk Pebax, cyOkapGouar sucMyTa, okuciaeHHui 12

Temnepatypa npH TPAHCDOPTHEPOBKE

ot -35°C no +55°C.

TeMmnepatypa xpanenng

ot +5°C no +27°C

IxcryaTanug

15°C a0 35°C, oTHOCHTETBHAR BIAKHOCTD
Bo3ayxa: <80%, at™.
Atmocdepnoe aasnenue: 84,0 -106,7 xIla
(630-800 MM pr. CT.).
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Bo Bpems npoueypbl MOryT 6bITb UCMOMb30BaAHbI CNefYyOWMNE MEULMHCKNE n3genns/
NPUHAANEXHOCTM (eCNM HEO6XOANMO):
1. ApTepuanbHblil UHTPOLbOCEP
MpoBOAHUK
YcTpoiicTBa ANs aHrMoNIacTUKK - CTEHT/6anNoHHbIe KaTeTepsbl
Katetep ana acnvpauuu
CemocTaTMy4eCcKnin KnanaH
CTONOpPHbINA KpaH
Konnektop (COBMECTHO C remoCcTaTMyecKUM KianaHom)
YCTpOICTBO ANA pasgyBaHus
MwuKpokaTteTep
10. Mopaep>XXunBatoLLnin Katetep

© o0k wN

Y cnoBus akcnayatauuu: B ne4e6HO-NPoGUIaKTUUECKOM YUPEXAEHNN.

VH®POPMALUUVA O MOTAHUWMANBHBIX MOTPEBUTENAX NYCNOBUNA
SQKCMNNYATALUNN

MoXeT 6bITb MCMONb30BaHA TONbKO B MEAULUHCKUX LeNsiX MegULUHCKUMUN PaboTHUKaMK
(MHTEPBEHLMOHHbIE XUPYPTU, COCYAUCTBIA XMPYPT, CNeLnannucTbl LUarHOCTUYECKUX U
XUPYPrUYeCcKnNX OTAENEHWNIA 1 LLEHTPOB), KOTOPbIE MPOLUN CNeLnanbHy NOAroTOBKY Mo paboTe
C 3TUM TUNOM MeAWNLMHCKOTO U3Aenus.

CPOK XPAHEHWA
Cpok xpaHeHua - 3 roga.

CTEPUNNIALNSA
STnneHokeng

YTUNN3ALNA
YTUAU3NpoBaTh N3Jenns CorfiacHo MeCTHbIM 3KONOrUYECKUM TPe6OoBaHUAM.

OKONOrMYECKNn MOHUTOPUHT

YTUAN3NPOoBaTb U3JeNNA COrNacHO MECTHbIM 3KO/IOTMYEeCKUM TpeboBaHUAM.

Knacc onacHOCTM MeAUUMHCKMX OTXOA0B CO CCbIIKOW Ha cneyugukaumio Mopdosiornyeckoro
cocTaBa (B COOTBETCTBMM C POCCUIACKMMW caHWTapHbIMKW Hopmamu u npasunamu (CanlunH)
2.1.3684-21) Knacc b

FTAPAHTWNA

OrpaHuyeHHasn rapaHTua

KomnaHua «Meput» 3asaBNseT U rapaHTUpyeT, YTo AaHHOe M3fenne MaKkTUYecku COOTBETCTBYET
creunduKaumam Ha MOMEHT ero noctaBku 3akas3umkKy v YTo B TEYEHME Mepuoja, yKasaHHOro B
NMUCbMEHHOIM OrpaHWYeHHOW rapaHTUW, OTAEeNbHO NpPefoCTaBAsAeMON NS KaXAOro M3fgenus, B
[0AHHOM un3fennu He OyfeT BbISBIEHO CYLLeCTBEHHbIX Ae(eKTOB MaTepuana W KayecTsa
n3rotosneHns. [JlaHHas rapaHTUs He nNpuMeHseTcs K um3genuam, Kotopble (i) 6blau
MOAN(ULMPOBAHbI, W3MEHEHbI, OTPEMOHTMPOBAHbLI, BOCCTAHOBJEHbI, MepepaboTaHbl UK
BMAOW3MEHEHbI  CTOPOHOMW, OTAUMYHOM OT KomnaHunm «Meput»; () nogsepranuch
HeHaj/iexkallemy 06palleHunto, UCNoNb30Ba/IMCh HE N0 Ha3HAYeHWI0, MOBTOPHO MCMO/b30Ba/UCh,
MOBTOPHO CTepuUnM30BannCb, MNonajann B aBapuiiHble CUTyauuwu, 3KCNIyaTMpoBaiuCb C
HapyLleHWeM npasun, MOABEPrannucb Heb6pPeXxHOMy 06pallleHU0 UM HeCaHKUUOHWPOBAHHOMY
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BMeLLaTenbcTBY; (iii) 66111 NOBPEXAeHb! BCNEeACTBUE N3OLITOUHON HN3NUYECKON, KNMMaTNUYECKOM
NN 3NEeKTPUYECKON Harpysku UAM MMEeKT M3MEHEHHbIN, CTePTbli UAN yAaNneHHbI CepuiiHbIR
Homep; (iv) 06beAuHANUCb C NO6bIM ApYyrUmM MNpPoAYyKTOM; (V) WCMOMIb30BannuChb B LENsXx,
OTNYHBIX OT «[1oKa3aHWii K NPYMEHEHNI0», 0L0O6PEHHBIX COOTBETCTBYHOLLMMMN KOMMNETEHTHbLIMYU
opraHamu, UCMo/b30BaaUCh C HapyLleHVeM NpaBua NPUMEHEHUS, YKa3aHHbIX B Cleungpukaymax
npogykuuun, nnéo npuMeHsNUcb B 0611acTM WAM cpefe, AN KOTOPOW Takoe wW3fenve He
paspaboTaHO ¥ He npefHa3HayeHOo. JIloOble TeXHWYECKUE KOHCY/MbTauum Mo NpPOAYKUUn
npefocTaBnATCA KoMMaHuein «MepuT» 6e3 0653aTeNlbCTB UM KOMMEHcauuidi, U KOMMaHus
«MepuT» He NpuUHMMaeT Ha cebsi HUKaKMX 0643aTeNbCTB MAM OTBETCTBEHHOCTM 3a Takue
KOHCYNbTauuu, MNOCKONbKY OHW MNPefoCTaBNAlTCA U MPUHUMAKOTCA MO OTBETCTBEHHOCTb
3akasunka. KOMMAHUSA «<MEPUT» HE AENAET HUKAKWX 3AABNEHUW W HE OAET
HUKAKUX MPAMbIX UKW KOCBEHHbIX FTAPAHTUM NOBOM0 POAA 3AKA3UUKY,
Er0 KOHEYHbLIM MOJ/Ib3OBATENAM UJTN HBIM TPETbUUM JIMUAM B OTHOLLUEHWI
JAHHOW MPOAYKLMN, MOMUMO COAEPXALMXCHA BHACTOAWEM JOKYMEHTE.
KOMMAHNA «MEPUT» OTKA3BIBAETCHA OT OTBETCTBEHHOCTU N NCKAKOYAET
BCE MHbIE NMPAMbIE, KOCBEHHbIE N 3AKOHOAATE/IbHO MPEAYCMOTPEHHBIE
FAPAHTNN, B YACTHOCTW, TAPAHTN OT KOHTPA®PAKTA VN KOCBEHHbIE
FTAPAHTUAW NMPUTOAHOCTU ANA MPOAAXWN N COOTBETCTBUA OMPEAENEHHOW
LENWN.

OrpaHunyeHne 0OTBETCTBEHHOCTH

HAN MNP  KAKWUX OBCTOATENILCTBAX KOMMNAHUA «MEPAT» HE HECET
OTBETCTBEHHOCTW NMEPEA 3AKA3UNKOM NN NKOBLIM APYTUM ®U3NYECKUM
nnn FHOPNONYECKNM nnmyom 3A LITPA®HBIE, CNEUNANBHBIE,
HEMPEAHAMEPEHHBIE WA NMPEACKA3YEMBIE KOCBEHHbLIE  YBbITKW,
MOHECEHHbLIE BCNEACTBUE YTPATbl PENYTAUWW. HEAOMONYYEHHON
MPUBEbLINNN  OT MEPEMPOAAXW. MPUNOCTAHOBKW PABOTbI, MOBPEXAEHWNA
MPOAYKUNW, MOPYMN LI,PYFOVI MPOAYKUNN NN UHBIX NMPUUYNH, BYb TO NCKIN
BCNEACTBUVE HENCIMOMHEHNA KOHTPAKTHbLIX OBA3ATE/IBCTB, TIPAXJAHCKWNX
MPABOHAPYLWEHUN W T.4., BO3HUWKAKLWWX B PE3Y/NbTATE HAPYLIEHWA
MONOXXEHWUN TAPAHTUW, OTOBOPA, 3AAEP)XKWN, XANATHOCTW, EE3YC/TOBHOW
OTBETCTBEHHOCTU N NHAYE

YNONHOMOYeHHbI NpeAcTaBuTeNb B Poccuu:
00O «MepuT TEKHONOMXKNC»

119017, MockBa,

1-ii Kasaumnii nepeynok,

aom 7, aTax 1, KOMHaTa 6, Poccuiickaa deaepaums
+7 495 221 89 02

[JaHHbIA CMMBON O3HaA4YaeT, YUTO M34enne NOSHOCTbD COOTBETCTBYET
< € TpeboBaHuam Aunpektnebl EC 93/42/EEC no MegUUUHCKUM U3LENUAM.

F Pa3mep Bo ®dpeHuax

MakcumanbHbIi pasMep NPpoBOAHMKA

< -7 -
MAX GUOE WIRE
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O hekTuBHasa annHa

BHYTpeHHWIT guameTp

ﬂ MNMpownssoguTens

EC REP OdmumnanbHbIi NpeacTaBuTeNb

(D TONbKO AN OAHOKPATHOrO UCMNOb30BaHNS
REF Homep no katanory

LOT Homep napTtum

[ » rile{e6] Crepunusauusa: ras aTuneHokcug

Fronly

MpepynpexpaeHne: ®epepanbHoe 3akoHogaTtenbctso CLUA paspewaert

npoaaBsaTtb AaHHOE uU3gesine ToNbKO BpavyamM uUan no mx npeanmncaHunio.

E Mcnonb3oBaTtb A0

JaTta nsrotosneHnsa

N ¢ MpegynpexaeHne: O6paTuTech K NPUMNOXEHHON AOKYMEHTauuu

He ucnonb3oBaTb Npy NOBPEXAEHHON ynakoBke

)K HenunporeHHo
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MepeBo TeKcTa CeNnaH MHoA, NnepeBOAUYMKOM MpUropsiHoM ApMEHOM ALLIOT OBUYEM.

Poccuitckas depepauus
Nopop Mocksa
UeThbIpHaALaTOro oKTA6pA 4Be ThiCAYM ABajLaTb NepBoro roga
A, PebpuHa EneHa M1 TpUreBHa, BPEMEHHO UCMONHSAKOLWAsA 06513aHHOCTY HOTapuyca

ropoga Mocksbl Akumosa I'ne6a bopucosnya, CBULETENbCTBYH NOLIMHHOCTb NMOANMCY NepeBogUMKa
I"puropaHa ApmeHa ALLIOTOBMYA.

Mognuck caenaHa B MOeM MpUCY TCTBUN.

JInyHoCTb NoANMCaBLUEr0 JOKYMEHT YCTaHOB.MeHa.

3aperucTp Lo Bptecndp*179 77/09-1/77-202I0
YnnayeHo™  OseplLeliverHonw uybHoroMicTems: 400py6.00 kon.

E.[. Pe6puHa
Bcero npa!uypos*&Hp,Mrar*m T

nckpenneHoMUlaTblo "iSMuct

BPWO HoTapuyca

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



