v E L} A

CERTIFICATE

China Council for the Promotion of International Trade is China Chamber of International Commerce

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA



China Council for the Promotion of International Trade
China Chamber of International Commerce

I
IE B1/~
CERTIFICATE ®

n 224403A0/044915
No.

THIS 1S TO CERTIFY THAT: the seal of SHUNMEI MEDICAL
CO., LTD on the annexed DECLARATION is genuine.

China

Authorized
Signature:

BLL 202271080
(Date: Oct. 08, 2022)

Zhou Siyuan

iE "W ebsite for verifying the certificate: http:/7ww. rzccpit. com/validate. html

mt m$ L K T wm m. uM
@ 000 LIUPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



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

Coi

Shunmei Medical Co., Ltd
OpraHuzauusi/Organization

R401 of building B, No.8 of 1st Jinlong Road,
Baolong Industrial Zone, Longgang District,

Shenzhen 518116, Guangdong, China

Agppec/Adress

General Manager
JomkHocTb/Occupation

Tu Zhenjin

damunus, Vims/ Surname, Name
22.09.2022

Jata 40.MM.ITTT/D, [MANYYY

Mognuck/Signature

NHCTPYKUMSA NO NPUMEHEHUIO HA MeANLIMHCKOe U3aenue:
«KaTeTepbl BHYTPUCOCYAUCTbIE NPOBOAHMKOBbIE 0]HOPa30Bble cTepuibHble WINDOW, B BapraHTax UCMO/THEHUS»

Instructions for Use for medical device:
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Instructions for Use for medical device:

“Single-use sterile intravascular guide catheters WINDOW, in variations”



HanMeHOBaHME MEAULUHCKOTO U3feNuns Name of the medical device
KaTeTepbl BHYTPUCOCYANCTLIE NMPOBOAHUKOBLIE OHOPa30BLIe cTepunbHbie WINDOW, B8 Single-use sterile intravascular guide catheters WINDOW,

BapMaHTax UCNONHEHUSA: in variations:

1 KaTeTep BHyTpucocyanucTblil npoBoAHNKOBbLIR WINDOW, AL, Tunopasmepbl: 1. Intravascular guide catheter WINDOW, AL, standard sizes:

1.1. KarteTep BHyTpucocyaucTblii npoBofHuKoBbii WINDOW, AL1.0, gnametp 5F, anunHa 11 Intravascular guide catheter WINDOW, AL 1.0, diameter 5F,
100cwm. length 100 cm.

1.2. KarteTep BHyTpUcOCyAuCTbIA npoBogHuKoBbIA WINDOW, AL1.0, guametp 6F, anunHa 1.2 Intravascular guide catheter WINDOW, AL 1.0, diameter 6F,
100cwm. length 100 cm.

1.3. KaTeTep BHYTpWUCOCYAUCTLIA NpoBOAgHMKOBbIF WINDOW, AL1.0, guametp 7F, gnvHa 13 Intravascular guide catheter WINDOW, AL 1.0, diameter 7F,
100cm. length 100 cm.

1.4, KarteTep BHYTpMCOCYAMCTbI npoBogHuMKOBbIA WINDOW, AL2.0, gunameTtp 5F, annHa 1.4 Intravascular guide catheter WINDOW, ALZ2.0, diameter 5F,
HOOcwm. length 100 cm.

1.5. KateTep BHYTPMCOCYAUCTbIA MPOBOAHWKOBLIH WINDOW, AL2.0, anametp 6F, gnuHa 15 Intravascular guide catheter WINDOW, AL2.0, diameter 6F,
100cm. length 100 cm.

1.6. KaTeTep BHYTPUCOCYAWUCTLIA NpoBoAHUKOBLIN WINDOW, AL2.0, anameTp 7F, annua 1.6 Intravascular guide catheter WINDOW, AL2.0, diameter 7F,
100cm. length 100 cm.

2. KareTep BHyTpUcocyaucTblii npoBoaHUKoBbIA WINDOW, AR, Tunopasmep: 2. Intravascular guide catheter WINDOW, AR, standard sizes:

2.1 KaTeTep BHyTpucocyaucTblii npoBogHukoBbli WINDOW, AR1.0, gnametp 5F, gnuHa 2.1 Intravascular guide catheter WINDOW, ARI.O, diameter 5F, length
HOOcwm. 100 cm.

2.2 KateTep BHyTpucocyaucTblii npoBogHukoBbli WINDOW, AR1.0, guameTp 6F, gnuHa 2.2 Intravascular guide catheter WINDOW, ARI .0, diameter 6F, length
FOOcm. 100 cm.

3. KareTep BHYyTpMcOCyaUCTbIA NpoBOoAHMKOBbLIA WINDOW, JL, Tunopasmeps!: 3. Intravascular guide catheter WINDOW, JL, standard sizes:

3.1 KarteTep BHYTpMCOCYAWCTbIA npoBofgHMKoBbii WINDOW, JL3.5, avameTp 5F, gnvHa 3.1 Intravascular guide catheter WINDOW, JL3.5, diameter 5F, length
FOOcm. 100 cm.

3.2 KateTep BHYTpucoCyaucTblii npoBogHUKoBblii WINDOW, JL3.5, guametp 6F, gnuHa 3.2 Intravascular guide catheter WINDOW, JL3.5, diameter 6F, length
HOOcm. 100 cm.

3.3 KateTep BHyTpucocyaucTelii npoBogHukoBbli WINDOW, JL3.5, guametp 7F, gnnHa 3.3 Intravascular guide catheter WINDOW, JL3.5, diameter 7F, length
HOOcm. 100 cm.

3.4 KateTep BHyTpucocyaucTtblii npoBogHukoBblii WINDOW, JL4.0, gnameTp 5F, gnuHa 3.4 Intravascular guide catheter WINDOW, JL4.0, diameter 5F, length
HOOcwm. 100 cm.

3.5 KateTtep BHyTpucocyauctblii npoBogHuKoBbii WINDOW, JL4.0, gnametp 6F, gnunHa 3.5 Intravascular guide catheter WINDOW, JL4.0, diameter 6F, length
HOOcwm. 100 cm.

3.6 KarteTep BHyTpucoCyamucTblii npoBoaHMKOBbIH WINDOW, JL4.0, gnametp 7F, gnnHa 3.6 Intravascular guide catheter WINDOW, JL4.0, diameter 7F, length
HOOcwm. 100 cm.

3.7 KarteTep BHYTpUCOCYAUCTbIA NpoBoAHUKOBLIA WINDOW, JL4.5, guametp 5F, anuHa 3.7 Intravascular guide catheter WINDOW, JL4.5, diameter 5F, length
HOOcm. 100 cm.

3.8 KarteTep BHyTpucoCcyaucThblii npoBoaHuKoBbIi WINDOW, JL4.5, gnametp 6F, gnuHa 3.8 Intravascular guide catheter WINDOW, JL4.5, diameter 6F, length
FOOcm. 100 cm.
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3.9 Karetep BHyTpucocyaucTbiii npoBofHuKoBbli WINDOW, JL4.5, gnameTtp

100cm.

4. KateTep BHYTPUCOCYAUCTbIA NpoBoAHMKOBLIA WINDOW, JR, TUNnopasmepbl:
nposogHukoBbli WINDOW, JR3.5, gnametp

4.1 Karetep
HOOcm.
Kartetep
100cm.
Kartetep
HOOcm.
Kartetep
HOOcm.
Kartetep
HOOcwm.
KarteTep
HOOcm
KateTtep
FOOcwm.
KarteTep
HOOcwm.
Karetep
HFOOcwm.

4.2

4.3

4.4

4.5

4.6

4.7

4.8

4.9

BHYTPUCOCYANCTbIN
BHYTPUCOCYMUCTbI
BHYTPUCOCYMUCTbI
BHYTPUCOCYMUCTbI
BHYTPUCOCYANCTHIN
BHYTPMCOCYUCTbIV
BHYTPUCOCYANCTbIN
BHYTPUCOCYANCTbINA

BHYTPUCOCYANCTbIA

NPOBOHWUKOBbI
NPOBOHUKOBbI I
NPOBOLHUKOBbI
NPOBOLHWKOBBIN
MPOBOSHUKOBbII
NPOBOAHUKOBBI
MPOBOAHMNKOBBIN

MPOBOAHWNKOBbIN

WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,

WINDOW,

JR3.5,
JR3.5,
JR4.0,
JR4.0,
JR4.0,
JR4.5,
JR4.5,

JR4.5,

AnameTp

anameTp

anameTp

anameTp

anameTp

anameTp

anameTp

LunameTp

5. KaTteTep BHyTpUcocyaucTblil npoBogHMKoBbIA WINDOW, XB, Tunopasmepsbl:

5.1 Kartetep
HOOcwm.
Kartetep
HOOcm.
Kartetep
HOOcm.
Kartetep
FOOcm
Kartetep
FOOcm
Kartetep
FOOcm
KaTtetep
FOOcwm.
Katetep
HOOcm
KarteTep

52

53

54

5.5

5.6

5.7

5.8

5.9

BHYTPUCOCYANCTbIN
BHYTPUCOCYANCTbIV
BHYTPUCOCYANCTbIN
BHYTPUCOCYANCTbIN
BHYTPUCOCYANCTbIV
BHYTPUCOCYANCTHIN
BHYTPUCOCYAMNCTbIN
BHYTPUCOCYANCTbIN

BHYTPUCOCYAUCTBIA
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NPOBOAHVKOBbIA
NPOBOAHWNKOBBI
NPOBOAHWNKOBBI
NPOBOAHWNKOBbIA
NPOBOAHNKOBBI
NpPOBOAHWKOBbI
NPOBOAHWNKOBBI A
NPOBOAHWNKOBbI

NPOBOAHUKOBbI

WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,
WINDOW,

WINDOW,

XB3.0,
XB3.0,
XB3.0,
XB3.5,
XB3.5,
XB3.5,
XB4.0,
XB4.0,

XB4.0,

avnameTp

anameTp

anameTp

anameTtp

anameTp

anametp

anameTp

anameTp

anameTp

TF,

5F,
6F,
7F,
5F,
6F,
TF,
SF,
6F,

TF,

5F,
6F,
7F,
5F,
6F,
TF,
SF,
6F,

TF,

ANMHa

ANMHa

ANnnHa

ANVHa

ANVHa

ANMHa

ANHa

ANMHa

ANMHA

4NMHa

ANMHa

LNVHa

LNVHa

ANvHa

ANnHa

ANHa

ANHa

ANMHa

ANnHa

3.9

4.2

4.3

4.4

4.5

4.6

4.7

4.8

4.9

52

53

54

55

5.6

57

5.8

5.9

Intravascular guide catheter WINDOW, JL4.5, diameter 7F, length
100 cm.

Intravascular guide catheter WINDOW, JR, standard sizes:
Intravascular guide catheter WINDOW, JR3.5, diameter 5F, length
100 cm.

Intravascular guide catheter WINDOW, JR3.5, diameter 6F, length
100 cm.

Intravascular guide catheter WINDOW, JR3.5, diameter 7F, length
100 cm.

Intravascular guide catheter WINDOW, JR4.0, diameter 5F, length
100 cm.

Intravascular guide catheter WINDOW, JR4.0, diameter 6F, length
100 cm.

Intravascular guide catheter WINDOW, JR4.0, diameter 7F, length
100 cm.

Intravascular guide catheter WINDOW, JR4.5, diameter 5F, length
100 cm.

Intravascular guide catheter WINDOW, JR4.5, diameter 6F, length
100 cm.

Intravascular guide catheter WINDOW, JR4.5, diameter'7F, length
100 cm.

Intravascular guide catheter WINDOW, XB, standard sizes:
Intravascular guide catheter WINDOW, XB3.0, diameter 5F,
100 cm.

Intravascular guide catheter WINDOW, XB3.0, diameter 6F,
100 cm.

Intravascular guide catheter WINDOW, XB3.0, diameter 7F,
100 cm.

Intravascular guide catheter WINDOW, XB3.5, diameter 5F,
100 cm.

Intravascular guide catheter WINDOW, XB3.5, diameter 6F,
100 cm.

Intravascular guide catheter WINDOW, XB3.5, diameter 7F,
100 cm.

Intravascular guide catheter WINDOW, XB4.0, diameter 5F,
100 cm.

Intravascular guide catheter WINDOW, XB4.0, diameter 6F,
100 cm.

Intravascular guide catheter WINDOW, XB4.0, diameter 7F,

length
length
length
length
length
length
length
length

length



100cm.

M. 3kcnnyataunoHHasa LOKYMeHTaUuns.

1 NHCTPYKLUSA MO NPUMEHEHUIO.
HasHaueHue MefULNHCKOIo u3genns
MpegHasHaYeHO A1 UYPECKOXHOro TPaHC/AIOMUHAIbHOrO NPoBefeHuA U
pasMeLleHns AMarHOCTUYECKUX/MHTEPBEHLMOHHbIX KaTeTepoB, OTBeAEeHUN
(Hanpumep, OTBEAEHWIA  3NEKTPOKAPAMOCTUMYNATOpa, AWnaTtauMoHHOro
6annoHHOro KaTeTepa) WX NPOBOAHWKOB Yepe3 ero [MpOCBET BHYTPU
COCY[ZUCTON CUCTEMDbI
NMoka3aHus
Mpn HeobxoauMoCTK obecrnevyeHUs KaHana A5 BBELEHUS TepaneBTUUYECKUX U
ANArHOCTUYECKUX U3JeNnii B KOPOHAPHOW MAM nepudepruyeckoil cocyancTon
cucTeme.
MpoTmBONOKa3aHus
- MauuneHTbl ¢ MHeKLMOHHbIMY 3a60/1€BaHNAMN B aKTUBHOW CTaguu;
- TaumeHTbl, KOTOpPbIe He NMEPEHOCAT KaTeTepusaLuio;
- Femopparvnyeckunii guate3 (HU3KOe KO/IMYECTBO TPOMOOLMTOB, MenTUYecKas
f3Ba, Koarynonatus v ap.);
- HecobnogeHve nauveHTOM npouefyp W WMHCTPyKumin nocne YKB
(YpeCKOXXHOro KOpPOHapHOro BMeLlaTe/IbCTBa) M HEBO3MOXHOCTb MPUHUMATb
[ABOVHYI aHTMTpOMOOUUTapHYlO Tepanuio (aueTuncanuuuioBas Kucnora
[ACK], nekapcTBeHHbI npenapat MnaBuke n T. 4.);
- MHoOXecTBeHHble pecTeHo3bl nocne YKB,;
- bepemeHHOCTb;
- HekoHTponupyemas runepTeH3uns
B03MOXHbIe 0CNOXHEHNSA 1 NOBOYHbIE 3PPEKTHI

Bonb B 06n1acTV NPoOKona;

PacceueHune cocyfa nnu cepgua, nepgopauuns;

Nwemns;

Ambonna B cocype;

WNHpapKT Mmokapaa;

MHheKLuMoHHOe 3a60n1eBaHme;

KpoBousnuaHue,
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100 cm.

Il. Operational documentation.
1.. Instruction for use.
Purpose of the medical device
Designed for percutaneous transluminal conduction and
placement of diagnostic / interventional catheters, leads (e.g.
pacemaker leads, dilated balloon catheter) or guides through its
lumen within the vascular system

Indications

In case of necessity to provide a passage for the introduction of
therapeutic and diagnostic products in the coronary or peripheral
vascular system.

Contraindications

-Patients with an active infection;

-Patients who can’t tolerate catheterization;

-Bleeding diathesis (low platelet coimt, peptic ulcer disease,
coagulopathy, etc.);

-Patient noncompliance with procedure and post-PCI
instructions and inability to take dual antiplatelet therapy
(acetylsalicylic acid [ASA], Plavix, etc.);

-Multiple PCI restenoses;

-Pregnancy;

-Uncontrolled Hypertension.

Possible complications and side effects

Pain in puncture region;

- Vessel or heart dissection, perforation;
Ischemia;

- Embolism in the vessel,
Myocardial infraction;
Infection;

- Hemorrhage;



Annepruyeckas peakymns Ha KOHTpacTHOe BELLECTBO;
WNH(papKT mmokapga 6e3 cmepTenibHOro ncxoga.
CBefeHUs 0 nponsBoguTene
HanmeHoBaHue Npon3BoAUTENS:
Shunmei Medical Co., Ltd (LlyHmeid Megukan Ko,, /1Ta)
FOpuanyecknii agpec npou3BoanTENs:
R401 of Building B, No. 8 of 1st Jinlong road, Baolong Industrial Zone,
Longgang District, Shenzhen 518116, Guangdong, China
MecTo Npon3BOACTBA MEAULMHCKOTO N3AENNSA:
Shunmei Medical Co., Ltd (LUyHmeit Meagunkan Ko., /1Ta)
Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District, Huizhou,
Guangdong, China
YcnoBua NpuMeHeHUA
KaTeTepbl npefHasHayeHbl 419 UCNO/b30BaHUA B CTaHAAapPTHbLIX YCOBUAX ANS

MpoBeAeHMs onepauuiAi B MEAULMHCKOM  YUYPEXAEHUU, B OTAENEHUU
WHTEHCWBHOW Tepanuu, B OTAENEHUN HEOTIOXHOWK NOMOLLM.
MoTeHUMaNbHbIN NOTPe6UTENDb

KateTepsl npefHa3HayeHbl Ans MCNONb30BaHMS Bpayamu-
WHTEPBEHLIMOHNUCTAMMN.

Tpe6oBaHMsi 6830NaCHOCTN 1 Mepbl NPeA0CTOPOXHOCTH

MpegynpexaeHus

e CNOXHOCTW, CBSI3aHHbIE C MCMONb30BAHWEM AAHHOFO W3A4ENns, MOryT
MPUBECTU K TPaBMaM W/W NeTaNbHOMY MCXOAy.

« OCTOPOXHO  MaHUNynupyiiTe  KaTeTepoM,  4TOGbl  K36exaTb
MOBPEX/EHNA COCY/0B, HANPUMeEp paccnoeHns, nepdopauny 1 paspblea.

e M3-3a pasmepa HecyXalLllerocs HaKOHEYHMKa 3TOT KaTeTep MOXeT
3aKynopueaTb  60nee  Menkue  cocyabl. Heobxogumo  cob6nroaath
OCTOPOXXHOCTb, YTOGbI MOSIHOCTLIO HE MEPEKPbITh KPOBOTOK.

« Ecnu B N060ii MOMEHT BO BPEMS BblBO/JA NMPOBOJHMUKA Yepe3 MpPocBeT
MPOBOAHNKOBOIO KaTeTepa BO3HUKHET COMPOTUBNIEHNE, He 3abyabTe U3BMEYb
NMPOBOAHWMK W MPOBOJHUKOBbIA KaTeTep BMecTe, B C/lydae MOBPEXAEHUs
M30enus UM CTEHOK COCYAa.

e BygbTe OCTOPOXHblI MNPU  BBEAEHUU KOHTPACTHOrO  BELLECTBA.
N36bITOYHOE AaBNEHNE MOXHO CO3AaTh, MPUNOXUB K WUMNPULY YyTb GONbluee

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Allergic reaction to contrast medium;

Non-fatal MI.
Information about manufacturer
Name of manufacturer:
Shunmei Medical Co., Ltd
Legal address of manufacturer:
R401 ofBuildingB,No. 8of 1stJinlong road, Baolong Industrial
Zone, Longgang District, Shenzhen 518116, Guangdong, China
Manufacturing site:
Shunmei Medical Co., Ltd
Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang
District, Huizhou, Guangdong, China
Usage conditions
Catheters are intended for use at the standard conditions of
hospital operating room environment, in the ICU, in the
Emergency room.
Potential consumer
Catheters are designed to be wused by Cardiologists,
Interventionist or doctors who specialize in the heart.
Warnings and precautions
Warnings

. Complications due to the use of this device can cause
serious injury or death.

. Manipulate the catheter carefully to avoid the damage of
vessels like dissection, perforation and rupture.

. Due to the size of the non-tapered tip, this catheter may
occlude smaller vessels. Care must be taken not to completely
block flow.

. If resistance is encountered at any time during the
withdrawal of the guide wire through the lumen of the Guiding
catheter, remember to retrieve the guide wire and Guiding
catheter as a whole, in case of damaging the product or vessel
walls.

. Be cautious when injecting contrast. Excessive flow can



ycunme n3-3a 60/bLIOTO BHYTPEHHEr0 MaMeTpa KaTeTepa.

Mepbl NpefoCTOPOXKHOCTU

e BHMMaTeNbHO nNpPOYTUTE BCe WHCTPYKUUU nepen NPUMEHEHUEM.
Cobniofarite Bce NpefynpexaeHns n Mmepbl NPejoCcTOPOXHOCTU, YKa3aHHble B
AAHHOW MHCTPYKUMn. HecobntogeHne 3TOro npaBuaa MOXET MPUBECTU K
OCNOXHEHUAM.

e TonbkKo Bpauun, npoweawine COOTBETCTBYIOWYIO MOAFOTOBKY W
3HaKOMble C MpuUHUMNAMK, KINHWYECKUM MPUMEHEeHUEM, MO60YHbIMM
a(hhekTaMn 1 pucKamm, JOMKHbI UCNONb30BaTb 3TO U3JeENNe.

* He BHOCWUTe U3MEHEHUSA B laHHOE U3aenue.

* KaTeTep He cnefyeT UCNOMb30BaTh B TeYEHUE ANUTE/ILHOTO BPEMEHMU.

*  YCTpOICTBO NpefHa3HauYeHo TObKO A/18 04HOPA30BOro UCNOJb30BaHWS.
MoBTOpHOE MCMONb30BaHMe, MepepaboTKa WAM MOBTOPHAas CTepuansayua
MOTYT HapyWwuUTb CTPYKTYPHYHO LENOCTHOCTb U3fennsa u / Wnm cosgatb pUCK
KOHTaMUHaLMUN U34eNnnsa, YTO MOXEeT MPUBECTU K TpaBMe, 3apaXeHuo unu
cMepTH naumneHTa. OUUCTKA, Ae3NHMEKLMA U MOBTOPHAA CTEPUNM3aLUa MOTyT
HapyLWNTbL OCHOBHbIE XapaKTEPUCTUKU maTepuana U KOHCTPYKUUK n3fenus,
YyTO NPMBEAET K HEMCNPaABHOCTU N3Lenus.

* BHumaTenbHO ocmoTpuTe KaTeTep nMepes MWCMOAb30BaHWEM, YTOObI
y6eauThCA, YTO pasmep, Popma 1 BHeLLHee COCTOAHME KaTeTepa NoAXoaaT Ang
npegnonaraembix npoueayp.

* bBosbwoi BHYTPEHHWI AnaMeTp KaTeTepa MO3BOSET BBOAWUTHL LUNPUL,
6e3 npumeHeHuMs ocoboii cunbl. BBoAWTe MeLNEHHO BCAKWIA pas3, Korga
nbiTaeTecb cAenatb COCyAbl HEMPO3payHbIMU Yepes 3TOT KaTeTep.

* W3penue akcnnyaTUpyeTcs B CTEPUIIbHOW cpefe.

* He ucnonb3yiTe 31O U3genune, ecim UCTEK CPOK FOAHOCTH.

* He ucnonb3yiTe 3TO U3aenne, ecav yrnakoBka NoBpeXxaeHa.

* [locne wncnonb3oBaHWA YTUAM3UPYWATE W3LeNne B COOTBETCTBUM C
TpeboBaHUAMY, YCTaHOBNEHHbLIMU MegULUHCKUM yupexzeHunem,
aAMWHUCTPATUBHBLIMWU WN TOCYAAPCTBEHHLIMW OpraHamMu.

N306paxeHne 1 onucaHune naenns
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be generated by using little force on the syringe resulting from
the catheter’s large inner diameter.

Precautions

. Carefully read all instructions prior to use. Observe all
warnings and precautions noted throughout these instructions.
Failure to do so may result in complications.

. Only physicians who have received appropriate training
and are familiar with the principles, clinical applications, side
effects and hazards should use this device.

. Do not alter this device.
. Catheter should not be used for long-term applications.
. The device is designed for single use only. Reuse,

reprocessing or resterilization may compromise the structural
integrity ofthe device and/orcreate a risk of contamination ofthe
device which could result in patient injury, illness or death.
Cleaning, disinfection and resterilization may compromise the
essential material and design characteristics of the device leading
to device failure.

. Inspect the catheter carefully prior to use to confirm the
size, shape and condition of the catheter as suitable for intended
procedures.

. The large internal diameter of the catheter permits
injection with little force being required on the syringe. Inject
slowly whenever attempting to opacify the vessels via this
catheter.

. The device is operated under sterile environment.
. Do not use this device if it is out of date.
. Do not use this device if the package is damaged.

. After use, dispose the device according to hospital,
administrative or government policies.

Picture and description of device



MpOBOAHMKOBbLIN KaTeTep COCTOUT U3 padbema KaTeTepa, pasrpy304Hoin MyqThl,
NPOKCUMasIbHOM YacTu, cpefHel YacTu, ANCTaNbHOM YaCTu N MATKOTO KOHUYMKA.
Pa3rpysouHas mydta ncnonb3yetcs 418 3aWuTbl KateTepa OT pas3pyLLeHns npu
BBEJEHUN KOHTPACTHOrO BellecTBa Noj AaBneHneM. MpoKCMMasbHbI CErMeHT,
CPefHWIA CerMeHT, AUCTalIbHbI CEFMEHT COCTOAT U3 TPEX C/I0EB: BHELLIHENO C/10S
PEBEX, Nn/ieTEHON MPOBO/IOKN U3 HepXXaBeloLLeil cTannm 1 BHYTPEHHEro C/os
PTFE. HakOHEYHMK MMeeT pasMUHYr KOHCTPYKUWUIO C Pa3snnyHOi (hopMmoii
n3rnba ANg KAMHUYECKOro npumeHeHus. Cxema COCTaBHbIX 4acTeill katetepa
npefcTaB/ieHa Ha pucyHkax 1u 2. 'padmyeckne n3obpaxeHns TMNOB KOHYNKOB
npefcTas/ieHbl B Tabnuue 2.
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Guiding catheter is composed of catheter hub, strain relief,
proximal segment, middle segment, distal segment and soft tip.
The strain relief design is used to protect the catheter from
breaking when injected contrast media under pressure limit. The
proximal segment, middle segment, distal segment has three
layers: PEBEX outer layer, braided stainless steel wire and PTFE
inner layer. The tip has different design with various curve shape
to meet clinical use. The structure diagram see Figure 1 and
Figure 2. Graphic drawings oftip types are presented in the table
2.



catheter hub

aé

H naddU s*{DMOt
snnmli® proaaraal sepnoit {

di&tal Mpxun

Puc. 1 CocTtaBHble yacTu KaTeTepa/ Fig. 1 Structure of Guiding catheter

pa3beM KarteTepa
pasrpysoyHas mygra
NpoKcuManbHasa 4yacTb
CpefHAs YacTb
AncTanbHas 4acTb
MATKUA KOHUYMK
L A (eKTMBHAA fMHA
Tabnuua 2 Mpauyeckre n3obpaxeHnsa TMNos KoOHUYNKOB /Table 2 Graphic drawings of tip types

0O603HaueHne hopMmbl KOHUYMKa/ Tip type padnyeckoe n3obpaxeHne koHunka/ Graphic drawing

ALILO
AL2.0

ARI.O
JL3.5

JL4.0
JL4.5
JR3.5

JR4.0
JR4.5
XB3.0

XB3.5
XB4.0
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MoaroToBKa K NCMo/b30BaHUIO

1. Mepen ncnonb3oBaHMEM M3BNEKNTE YCTPOKCTBO M3 YNaKOBKN U yb6eanTech
B LLe/IOCTHOCTY U yL,06CTBE UCMO/Ib30BAHUA.

MpeaynpexaeHne: He UCNONb3yinTe NPOBOAHUKOBLIV KaTeTep, KOTOPbIA Obl
noBpeXaeH Kaknm-nn6o obpasom. Ecnm o6Hapy)XeHO NoBpexaeHue, 3aMeHnTe
€ro Ha HEMOBPEX/EHHbIN MPOBOAHMKOBLIV KaTeTep.

2. [pomoiTe NPOBOAHMKOBbLIA KaTeTep CTEPUIbHbIM (HMU3MONOTUYECKUM
pacTBopoMm. MNpu He06XOAMMOCTM NMPOMONTE paclUUpUTENb
Cnoco6 npumeHeHUA

1. VHTepBeHUMOHHasa aHruorpagus

11  TponyHKTUPYWTe  KPOBEHOCHbIA  COCYL  WI/I0W-MHTPOLbIHOCEPOM.
MpoBOAHMK, WCMONb3yeMbIA [ANA NPOKona, BBeAWTE B MPOCBET  WUM/ibl-
MHTPOAbOCEPa, NOC/Ie Yero UrNy-uHTPOLbIOCEP U3BNEKUTE.

1.2 O60/104Ky WMHTpOAbIOCEpPA C AMNAaTaTOPOM BBeAMTE MO MNPOBOAHUKY ANA
NYHKLMKN B COCYA, MOC/e Yero yganute gunatatop v NPOBOAHUK ANS MYHKLUUN.
1.3 3aBeguTe NPOBOAHUK ANs aHrnmorpauueckoro kartetepa yepes MnpoceeT
NHTpOAbtOCEpa NPUMEPHO Ha 5 CM 3a MATKWIA KOHUYMK KaTeTepa nof AeliCTBUEM
reMoCcTaTM4ecKoro KanaHa, 3aTeM BBeMTe MPOBOAHUK OTAE/NIbHO B apTeputo, a
aHrnorpauyYeckKunin katetep BBeAUTE C NOMOLLbLIO UHTPOAbIOCEPA L0 HYXXHOTO
cocyfia yepes NPOBOAHUK MOJ PeHTreHorpauyecknm KOHTPOJIEM.

1.4. 3BneknTe NPoBOJHUK, BBEAUTE KOHTPACTHOE BELLECTBO A/1A aHTrnorpapuum.
15 Tlocne 3aBepleHns Mpoueaypbl MW3BNEKUTe KaTeTep M3  MecTa
ncnonb3oBaHnsa. BBoguTe NPOBOAHMK B KaTteTep 40 TeX Mop, NokKa OH HEMHOIO
He BbliAfleT 3a AWUCTa/bHbIA KOHel, KateTepa. OCTOPOXHO yfanuTe KaTeTep U
NPOBOAHWK BMeCTe.

2. "HTepBeHUMOHHAaA npouesypa
2.1 BBeguTe MNPOBOAHUKOBBLIA KaTeTep MO MPOBOAHWMKY B COCyfd, MOA
PeHTreHoNOrMYeckMM KOHTPOJIeM, OMpefefninTe MoM0OXKeHMe KOHUYMKA KaTeTepa
M NPOABUHbLTE NPOBOAHUKOBbIN KaTeTep B HYXXHOE MOJI0XKeHMe.

2.2 Tlpn npoBefeHUM KaTeTepusaumm 6e3 MHTPOAbIOCEpPA CHayana yganute
WHTPO/bOCEP M OCTaBbTe NPOBOAHUK B COCY[e, 3aTEM BBEAMUTE HaMpPaBAOLW Wi
KaTeTep u Aunaratop B COCy[ MO NPOBOAHUKY.

2.3 N3BneknTe NPOBOAHMK M gmMnataTop, eciinm aTo HeobXo4UMO.
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Preparation for use
1. Remove the device from package and ensure the integrity and
usability before use.

Warning: Do not use a guiding catheter that has been damaged
in any way. If damage is detected, replace with an undamaged
guiding catheter.

2. Flush the Guiding catheter with sterile saline solution. Flush
the dilator if it is necessary.

Mode of application

1. Interventional angiography

1.1 Puncture blood vessel with an introducer needle. A guide
wire used for puncture is then advanced through lumen of the
introducer needle, and then the introducer needle is withdrawn.
1.2 Introducer sheath with dilator will be passed over the
puncture guide wire into vessel, and after that remove the dilator
and puncture guide wire.

1.3 Guide wire for Angiographic catheter is advanced through
the lumen under to approximately 5 cm beyond the catheter’s
soft tip under the function of hemostasis valve and then guide
wire is inserted alone into the artery and Angiographic catheter
is advanced into introducer sheath to reach the desired vessel
over guide wire with development under the fluoroscopy.

1.4 Withdraw the Angiographic guide wire and contrast media
are injected for angiography.

1.5 After the procedure is completed, draw the catheter back
from the site. Insert the guide wire into the catheter until it
extends slightly beyond the distal end of the catheter. Carefully
remove the catheter and guide wire together.

2. Interventional operation

2.1 Through the guide wire, the Guiding catheter is placed into
the vascular system, under the X-ray, the position of the catheter
tip is located, and the Guiding catheter is pushed to the desired
position.

2.2 While applying sheathless catheterization, remove the sheath



2.4 TlpousBognTte MaHUNynauUM C KaTteTepoM COBMECTHO C Apyrnmu
COCYANUCTbIMW MHCTPYMEHTaMU, TaKUMW KakK 6annoHHbIA KaTeTep, NPOBOAHUK
PTCA, MukpokateTep, CTEHT W T. A., ANS WHTEPBEHLMOHHbIX Onepauunii ¢
cocyfamu.

2.5. TIpOBOAHNKOBbIM KaTeTepoM cfiedyeT MpPOBOAUTbL MaHUMYNALUM TONbKO
Nnof PeHTreHOCKONWYecKMM HabnwogeHneM W B BbIOPaHHOM COCYLMUCTOM
yyacTke.

NHpopmaumsa 06 04nCTKe, fe3NHPEKLUN U CTepUIn3aunm mMeguumHCKOro
n3genua (NS CTepUNU3yeMblX U3[ennii), nopsgke [AeNCTBUMA npu
HapyLweHUNn CTepubHOW YynakoBKW (4NA w34eNuin, NnocTtaBNseMbliX B
CTepUILHOM BUAE)
MeTog CTepuaM3aumnn: rasoBblili C NOMOLLbIO 3TUNEHOKCUAA.
TexHu4veckoe 06cnyxmBaHue

HenpumMmeHumo
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first and leave the guide wire in the vessel, then advance the
Guiding catheter and the dilator into the vessel through the guide
wire.

2.3 Remove the guide wire and the dilator if it is necessary.

2.4 Guiding the catheter for other vascular instruments, such as
Balloon Dilation catheter, PTCA guide wire. Micro-catheter,
Stent and so on, for vascular interventional therapy.

2.5 The Guiding catheter should be manipulated only under
fluoroscopic observation and address the vascular site selected.
Information on cleaning, disinfection and sterilization of a
medical device (for sterilized products), the procedure in
case of package appears damaged (for sterilize products)

Ethylene oxide
Maintenance
Not applicable.



OCHOBHbIe TeEXHNYECKME N (PDYHKLMOHA/IbHbIE XapaKTEPUCTUKN Main technical and functional characteristics
Tabnuua 3. NepeyveHb KaTtanoXXHbIX HoMepoB nsgenus /Table 3. Catalogue numbers

No BapwaHTbl ncnonHeHws, Tunopasmepsl /variations, standard sizes KatanoxHsbiii Homep/ Catalogue number
1 KaTteTep BHyTpucocyancTbI npooagHKoBbIi WINDOW, AL/ Intravascular guide catheter WINDOW, AL
11 KaTeTep BHyTpucoCyauCTbIin NpoBogHMKOBLIN WINDOW, ALIO, guametp 5F, gnivHa 100cwm. / 622720
Intravascular guide catheter WINDOW, ALI.O, diameter 5F, length 100 cm.
12 KateTep BHyTpucocyaucTbiii npoogHuKoBbii WINDOW, ALIO, guametp 6F, garHa 100cm. / 622723
Intravascular guide catheter WINDOW, ALI .0, diameter 6F, length 100 cm.
13 KareTep BHyTpucocyaucTbiii npoBogHKKoBbIA WINDOW, ALIL.O, gnametp 7F, ginHa 100cwm. / 622726
Intravascular guide catheter WINDOW, ALLI.O, diameter 7F, length 100 cm.
14 KareTep BHyTpucocyaucTbii npoBogHUKoBbIA WINDOW, AL2.0, anameTp 5F, gimHa 100cm./ 620721
Intravascular guide catheter WINDOW, AL2.0, diameter 5F, length 100 cm.
15 KareTep BHyTpucocyaucTbii npoBoHKKoBbIA WINDOW, AL2.0, gnameTtp 6F, gninHa 100cm./ 622724
Intravascular guide catheter WINDOW, AL2.0, diameter 6F, length 100 cm.
16 KaTeTep BHyTpucoCcyaucTbIin npoBogHuKosbli WINDOW, AL2.0, guametp 7F, anivHa 100cwm. / 622727
Intravascular guide catheter WINDOW, AL2.0, diameter 7F, length 100 cm.
2. KateTep BHyTpucocyaucTbii npoBogHKoBbIN WINDOW, AR / Intravascular guide catheter WINDOW, AR
21 KateTep BHyTpucocyaucTbiin npoBogHuKosbli WINDOW, ARI.O, anametp 5F, ganHa 100cm./ 622728
Intravascular guide catheter WINDOW, ARI .0, diameter 5F, length 100 cm.
2.2 KaTeTep BHyTpucocyaucTblin npoBogHMKOBLIN WINDOW, ARI.O, guametp 6F, givHa 100cm./ 622730
Intravascular guide catheter WINDOW, ARI.O, diameter 6F, length 100 cm.
3. KaTteTep BHyTpucocyamcTblin npoBogHuKoBblii WINDOW, JL / Intrayascular guide catheter WINDOW, JL
31 KaTeTep BHyTprcoCyauCTbI NpoBogHMKoBbIn WINDOW, JL3.5, gnavetp 5F, ganna 100cm. / 622701
Intravascular guide catheter WINDOW, JL3.5, diameter 5F, length 100 cm.
3.2 KateTep BHyTpucocyamncTblin npoBogHMKoBbIA WINDOW, JL3.5, anametp 6F, aimHa 100cm./ 622705
Intravascular guide catheter WINDOW, JL3.5, diameter 6F, length 100 cm.
33 KaTteTep BHyTpMcOCyANUCTbIN NpoBoAHNKOBbLIA WINDOW, JL3.5, anameTp 7F, anvHa 100cm./ 622709
Intravascular guide catheter WINDOW, JL3.5, diameter 7F, length 100 cm.
34 KaTeTep BHyTpucocyaucTbIin npoogHuKosbln WINDOW, JL4.0, anameTtp 5F, ganHa 100cwm./ 622702
Intravascular guide catheter WINDOW, JL4.0, diameter 5F, length 100 cm.
35 KateTep BHyTpucocyaucTbIin npoBogHMKoBbIn WINDOW, JL4.0, gnaveTtp 6F, gnvHa 100cwm./ 622706
Intravascular guide catheter WINDOW, JL4.0, diameter 6F, length 100 cm
3.6 KateTep BHyTpucocyaucTblin npoBogHMKoBbIn WINDOW, JL4.0, gnavetp 7F, gnnHa 100cwm./ 622710
Intravascular guide catheter WINDOW, JL4.0, diameter 7F, length 100 cm.
3.7 Karetep BHyTpucocyaucTbii npoBogHMKoBbIA WINDOW, JL4.5, guametp 5F, gnvHa 100cm./ 622703

Intravascular guide catheter WINDOW, JL4.5, diameter 5F, length 100 cm.
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3.8

3.9

4. KateTep BHyTpucocyaucTbI npoBoaHnKoBbIi WINDOW, JR / Intrayascular guide catheter WINDOW, JR

41

4.2

43

4.4

4.5

4.6

4.7

4.8

4.9

5. KarteTep BHyTpucocyancTbii npoBogHMKoBbIA WINDOW, XB / Intravascular guide catheter WINDOW, XB

51

5.2

53

54

55

5.6

57

KaTeTep BHyTpMcoCyauCTbIN npoBogHMKoBbIR WINDOW, JL4.5, gnameTtp 6F, gavHa 100cm./
Intravascular guide catheter WINDOW, JL4.5, diameter 8F, length 100 cm.
KateTep BHyTpucocyamcTbiii npoBoHnKoBbIi WINDOW, JL4.5, anameTtp 7F, annHa 100cm./
Intravascular guide catheter WINDOW, JL4.5, diameter 7F, length 100 cm.

KateTep BHyTpucocyaucTbiii NpoBofgHnKoBbii WINDOW, JR3.5, anametp 5F, annHa 100cm./
Intravascular guide catheter WINDOW, JR3.5, diameter 5F, length 100 cm.
KaTeTep BHyTpucoCcyaucTbii npoBogHMKoBbIi WINDOW, JR3.5, anametp 6F, gnvHa 100cm./
Intravascular guide catheter WINDOW, JR3.5, diameter 6F, length 100 cm.
KateTep BHyTpucocyaucTbiin nposogHukosbli WINDOW, JR3.5, anametp 7F, anmHa 100cm./
Intravascular guide catheter WINDOW, JR3.5, diameter 7F, length 100 cm.
KateTep BHyTpucocyaucTbI NpoBoAHKKOBbIN WINDOW, JR4.0, anameTp 5F, anvHa 100cm./
Intravascular guide catheter WINDOW, JRA4.0, diameter 5F, length 100 cm.
KaTteTep BHyTpucocyaucTbiii NpoBoaHnKoBbii WINDOW, JR4.0, anametp 6F, annHa 100cm./
Intravascular guide catheter WINDOW, JR4.0, diameter 6F, length 100 cm.
KateTep BHyTp1COCYAMCTbI NpoBoAHMKOBbLIA WINDOW, JR4.0, anameTtp 7F, anmHa 100cm./
Intravascular guide catheter WINDOW, JR4.0, diameter 7F, length 100 cm.
KateTep BHyTpMcocyanCTbIin NpoBoAHNKOBbIM WINDOW, JR4.5, amameTtp 5F, annHa 100cm./
Intravascular guide catheter WINDOW, JR4.5, diameter 5F, length 100 cm.
KaTeTep BHyTpucocyaucTblin npoBogHMKoBbIR WINDOW, JR4.5, anametp 6F, onmHa 100cm./
Intravascular guide catheter WINDOW, JR4.5, diameter 6F, length 100 cm.
KaTeTep BHyTprcOCYAuCTbIN NpoBogHMKOBbLIA WINDOW, JR4.5, anametp 7F, anmHa 100cm./
Intravascular guide catheter WINDOW, JR4.5, diameter 7F, length 100 cm.

KateTep BHyTpucocyaucTbiii NpoBoLHMKOBbIN WINDOW, XB3.0, anametp 5F, gnuHa 100cm./
Intravascular guide catheter WINDOW, XB3.0, diameter 5F, length 100 cm.
KateTep BHyTpucocyaucTbIvi NpoBoAHMKoBbIn WINDOW, XB3.0, gnametp 6F, gnnHa 100cwm./
Intravascular guide catheter WINDOW, XB3.0, diameter 6F, length 100 cm.
Katetep BHyTpucocyamcTbii npoBoaHuKoBbIi WINDOW, XB3.0, anameTp 7F, anvHa 100cm./
Intravascular guide catheter WINDOW, XB3.0O, diameter 7F, length 100 cm.
KateTep BHyTpucocyamcTbii nposoaHnkosbln WINDOW, XB3.5, anametp 5F, anvHa 100cm./
Intravascular guide catheter WINDOW, XB3.5, diameter 5F, length 100 cm.
KateTep BHyTpucocyamcTtbii npoBofgHuKoBbli WINDOW, XB3.5, anameTp 6F, anmHa 100cwm./
Intravascular guide catheter WINDOW, XB3.5, diameter 6F, length 100 cm.

KaTeTep BHyTpucocyancTblii npoBogHMKoBbii WINDOW, XB3.5, anametp 7F, anvHa 100cm./
Intravascular guide catheter WINDOW, XB3.5, diameter 7F, length 100 cm.

KateTep BHyTprcocyauCTbI NpoBogHMKOBLIN WINDOW, XB4.0, anametp 5F, agnivHa 100cm./

12
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622707

622711

622713

622715

622717

622714

622716

622718

622426

622427

622428

622734

622737

622740

622735

622738

622741
622736



Intravascular guide catheter WINDOW, XB4.0, diameter 5F, length 100 cm.

5.8 Karetep BHyTpVI_Cocy,CI,VICTbII‘/JI NMPOBOAHUKOBBIi W!NDOW, XB4.0, anametp 6F, gnuHa 100cm. / 622739
Intravascular guide catheter WINDOW, XB4.0, diameter 6F, length 100 cm.
59 KaTtetep BHyTpM_cocy,qMCTbM NPOBOHNKOBbII W!NDOW, XB4.0, anametp 7F, annHa 100cm. / 622742
Intravascular guide catheter WINDOW, XB4.0, diameter 7F, length 100 cm.
Tabnuua 4. TexHnyeckne xapakrepuctmku/Table 4. Technical characteristics
O603HaueHMe Hapy>xHoro gnametpa / Outer diameter 5F 6F 7F
HapyxHbiin gnameTtp (£0,10mm)/ Outer diameter (£0,10mm) 1,67 2,00 2,33
BHyTpeHHUI gnameTp (£0,10mm)/ Inner diameter (£0,210mm) 1,42 1,75 2,08
Macca (+0,2 1)/ Weight (0,2 g) 2,4 2,6 34
Ycunue Ha paspbiB, H /Force at break, N >10 >15
dhdpekTnBHaa gnunHa(cm)/ Effective length (cm) 10045
BokoBble oTBepcTUA / Vents OtcyTcTBYOT /INA
PeHTreHKoHTpacTHOCTb/ Radio-detectability KateTep peHTreHKoHTpacTHbI/ Catheter Radio-detectable
KoHnyeckasa coBmectumocTb/Conical fitting O6nafaeT COBMeCTUMOCTb C 6% NpUCOeAUHUTENIbHBIM KOHYCOM
(J1toap)/ Conical fitting with a 6%(Luer) taper

CoBmMecTUMOCTb € nNpoBogHuUKoM / Compatibility with guide wire MpoBogHuk anametpom 0.038 atoinma (0.97 mm)/

Guide wire with a diameter 0f0.038 in. (0.97 mm)
MepmeTnyHocTh / Tightness YTeuka XULKOCTU 1 BO3JyXa OTCyTCTBYeT/

Freedom from liquid and air leakage

Koppo3noHHas cToiikocTb/ Corrosion resistance KarteTep He nogsepraetcs koppo3uu/ Catheter does not corrode
CkopocTb noToka/Flow rate HenpumeHnumo / NA
BbicokonoTouHasa nHbekymna/High flow injection Henpumenumo / NA
AuncTanbHblii KoHew/ Distal end [OvcTanbHbI  KOHeW [O/MKeH 6biTb  rNafKuM, 3aKpYr/ieHHbIM,

KOHYC006pa3HbIM nMan o06paboTaHHbIM MOLO6HBIM 06pa3oM, YTOObI
CBECTU K MUHUMYMY TpaBMy COCYZOB BO BpeMs MCMo/b3oBaHus/ In
order to minimize trauma to vessels during use, the tip of the distal
end should be smooth, rounded, tapered or similarly finished.
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Tabnuua 5. TexHnueckne xapaktepuctuku/Table 5. Technical characteristics
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dopma KoHumka/ Tip form

ALIO
AL2.0
ARI.O
JL3.5
JL4.0
JL4.5
JR3.5
JR4.0
JR4.5
XB3.0
XB3.5
XB4.0

14

SF
622720
622721
622728
622701
622702
622703
622713
622714
622426
622734
622735
622736

KaTtanoxHblin Homep/Catalogue number
6F
622723
622724
622730
622705
622706
622707
622715
622716
622427
622737
622738
622739

7F
622726
622727

622709
622710
622711
622717
622718
622428
622740
622741
622742



OnucaHne NPUHAAEXHOCTEN, MEANLNHCKMUX U3AeNWUA AN U3AENNIA, He
ABNAKOWNXCA MEAULMHCKMMN, HO NPEeayCMOTPEHHbIX ANS UCMNOb30BaHUSA
B KOMOMHAaLWUN C 3aABNEHHbIM MeLULUHCKUM U3Le/TUEM

MpUHAANEXHOCTU OTCYTCTBYIOT.

B KOMOGMHaLMK C 3a89BNIEHHbIM MEANLMHCKUM U3AeNnem MOryT MCNOMb30BaTbCA:

MpoBOAHUK;

MpoBoaHUK PTCA;

BannoHHbI KaTeTep;

CTeHT;

ApTepunanbHasa 060/104Ka;

KoHTpacTHas cpefa: MCnonb3yeTca Ansa aHrunorpagpuu;

OpfHopa3osble n3genns ans BMELLATeNbCTB: MaHU(OoNAabI.
coegnHuTenbHas Tpybka, Y-o6pasHbli KnamaH remoctasa W gpyrue
KOMMOHEHTbI;

Lnpunu;

L npuy-maHoMeTp;

Cnnpr;

dun3nonornyecknii pacTeop: Aas8 NPOMbIBAHWA BHYTPEHHEro npoceeTa
KaTeTepa.

CBefleHMss 0 JleKapCTBEHHbIX CpeAcTBax BXOAAWWMX B COCTaB
MeAVULUMHCKOro n3genusa

HenpumeHumo.

CBefleHNs 0 MaTepuanax XXUBOTHOro/4e10BeHeCKOro NPonCXoXaeHus
HenpumeHnmo

Ycnosua akecnayataymm MegULMHCKOro U3genmsa

MeanunHCKoe n3genve npegHasHayeHo ANS MCMNONb30BAHWA BO BHYTPEHHEV
cpefe opraHusma, npu Temnepartype ot 32°C go 42°C.
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Key accessories, medical devices or non-medical devices, to
be used in combination with medical device submitted for
registration

No accessories available.

In combination with medical device submitted for registration,
the following devices and materials can be used:

Guide wire;

- PTCA Guide Wire;

Balloon catheter;

Stent;

Arterial sheath;

Contrast medium: used for angiography;

Intervention accessories for once: manifold devices.
connecting tube, Y-Hemostasis valve component and other
components;

- Syringe;

Inflation device;

Alcohol;

Saline: flush the inner lumen of the catheter.

Information about the medicines included in the medical
device

Not applicable.

Information about materials of animal/human origin

Not applicable.

Operating conditions of the medical device

Medical devices, that are intended to be used in the body's
internal environment, are used in temperature range from 32°C
to 42°C.



Y CnoBUA TPaHCNOPTUPOBKN N XPaHEHNS MeAULNHCKOTO N3aenns
Y CNOBUA XpPaHEHUA U TPaHCNOPTUPOBaHUS:

Temnepatypa: 0—40 °C

BnaxHocTb: <80%

Bo Bpemsi TpPaHCMOPTMPOBKM M36eraiiTe CMATUA Tpy3a, MPSAMbIX COMTHEYHbIX

I'Iy‘-leVI, HaMOKaHWUA OT A0XAA U CHEra, a TakKXXe BbICOKUX TeMNeparTyp.
CocTaB ynakoBKM
MprMep KOMMEKTa NOCTaBKU:

KaTteTep BHyTpucocyaucTtblini npoBogHukosblin WINDOW, JR4.5, anametp 6F,

AnnHa 100cm - 1 wr.

WMHCTPYKLUMA NO NPUMEHEHUIO - 1 wWT.
CpoK rogHocTu / cpokK akcnayatauum
3 ropa

MopAAOK OCYLLECTBAEHUS YTUNM3ALUN U YHUUTOXEHUS MefULUHCKOTO

n3penus

yTVIfII/I3VIpyVITE B COOTBETCTBUN C NPUMEHUMbBbIMWN MECTHbIMWU, PETMOHA/IbHbIMW

HOPMaMMu.

Mo wWCTeYEHMM CpoKa TFOAHOCTM WM MPU Hanuuun [edeKToB u3genue

yTUNM3npyrT cornacHo CaHluH 2.1.3684, knacc A.

YTunusaumnsa usgenus, UMeBLIEro KOHTAKT C 6MOMOrMUYECKUMU XUAKOCTAMMN,
JOMKHA MPOUCXOAUTL B COOTBETCTBUM € Tpeb6oBaHMAMM CaHlunH 2.1.3684,

Knacc b.
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Storage and transportation conditions

Storage and transportation conditions:

Temperature: 0-40°C

Humidity: <80%.

During transportation, avoid weight pressing, direct sunlight,
rain and snow soaking, and high temperature.

Package contents

An example of package content:

Intravascular guide catheter WINDOW, JR4.5, diameter 6F,
length 100cm - 1pcs.

Instructions for Use - 1 pcs.

Shelf life / Service life

3 years

Disposal

Dispose in accordance with applicable local, regional
regulations.

After the expiration date or in the presence of defects, the device
is disposed of in accordance with SanPiN 2.1.3684, class A.
Disposal of a product that has come into contact with biological
fluids must be in accordance with the requirements of SanPiN
2.1.3684, class B.



MapaHTUitHblE 0653aTeNIbCTBA

MpounssoanTensb:

Shunmei Medical Co., Ltd (LUyH™meli Megukan Ko., J1Ta)

TeneoH: +86 183 4436 9007

DNeKTPOHHbIN agpec: nora@shunmed.com

KOpuanyecknin agpec: R401 of building B, No. 8 of 1st Jinglong Road, Baolong,
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China

Y NONHOMOUYEHHbIN NpeAcTaBUTENb:

O6uecTBO C OrpaHuYeHHoin OTBETCTBEHHOCTbHO
«MEOVNKOP»)

TenegoH: +79167676029

AnekTpoHHasa nouta: grovient@gmail.com

KO puaunyeckunii agpec:

420138, Pecnybnnka TaTapcTaH, r. KasaHb, npocnekt ob6easl, 4. 466, k8. 46
CpoK COXpaHeHuUs CTePUNbHOCTU U3genunsa- 3 roga

«MEAVKOP» (000

Peknamauus

MpoussoguTens:

Shunmei Medical Co., Ltd (LUlyHmein Meankan Ko., N1Ta)

TenedgoH: +86 183 4436 9007

DNeKTPOHHbIN agpec: nora@shunmed.com

KOpuanuecknin agpec: R401 ofbuilding B, No. 8 of 1st Jinglong Road, Baolong,
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China
YNONHOMOYEHHbIN NpeAcTaBUTEeNb:

O6wecTtBo € oOrpaHMyeHHoW OTBETCTBEHHOCTbIO
«MEOVNKOP»)

TenegoH: +79167676029

AnekTpoHHaa noyta: grovient@gmail.com

KO pnanyeckuii agpec:

420138, Pecnybnuka TaTapcTaH, r. KasaHb, npocnekt Nob6eabl, 4. 466, KB. 46

«MEOWNKOP» (00O
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Warranty

Manufacturer:

Shunmei Medical Co., Ltd

Telephone: +86 183 4436 9007

Email address: nora@shunmed.com

Legal address: R401 of building B, No. 8 of 1st Jinglong Road,
Baolong, Industrial Zone, LongGang District, 518116 Shenzhen,
Guangdong, China

Authorised representative:

Limited Liability Company "MEDIKOR" (LLC "MEDIKOR")
Telephone: +79167676029

Email: grovient@gmail.com

Legal address:

420138, Republic of Tatarsmn, Kazan, Victory Avenue, 46b, apt.
46

Shelf life - 3 years

Reclamation

Manufacturer:

Shunmei Medical Co., Ltd

Telephone: +86 183 4436 9007

Email address: nora@shunmed.com

Legal address: R401 of building B, No. 8 of 1st Jinglong Road,
Baolong, Industrial Zone, LongGang District, 518116 Shenzhen,
Guangdong, China

Authorised representative:

Limited Liability Company "MEDIKOR" (LLC "MEDIKOR")
Telephone: +79167676029

Email: grovient@gmail.com

Legal address:

420138, Republic of Tatars/an, Kazan, Victory Avenue, 46b, apt.
46



%

PacwmnppoBka cMMBO/OB, MPUMEHAEMbIX NPU MapKUpoBKe MeanuUnHCKOro mnsgenmsa/Explanation of symbols used in labelling the

medical device

Caution/OcTOpOXHO

Batch code/Homep naptum

Do not re-sterilize/He nogsepraTb
NMOBTOPHOI CTepuan3aunn

Use by date/cnonb3oBatb 4o
OKOHYaHMA CpoKa rogHOCTK

Sterilized by ethylene
oxide/CTepunusayms
3TUNIEHOKCU0M

Catalogue number/KaTanoxHblil
HoMep

Manufacturer/[1ponssoanTens

Temperature limit/TemnepaTypHble

YCNnoBuA XpaHEHNA

CE Marking/Mapkunposka CE

[laTa BbiNycKa nnm nepecmoTpa MHCTPYKLUN

22.09.2022, Bepcua 3
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Keep dry/[lep>kaTb B CyXoM MecTe

Non-pyrogenic/HennporeHHo

Do not use if package is damaged/He
MCNonb30BaTh, €CNN YNaKoBKa MOBpexaeHa

Do not re-use/He ncnonb3oBaTb NOBTOPHO

Date of manufacture/[lata npon3BoacTBa

Consult instructions for use/lMepea NpUMeHeHNEM
03HaKOMbTECb C UHCTPYKLWME

Keep away from sunlight/fep>xaTb Baanu ot
CONHEYHOrO LBeTa

Authorized representative of European
Community/Y NONHOMOYEHHbIN NpeacTaBUTENb B
Esponeiickom CoobuiecTse

Notified Body ID number/aeHTUHUKALUOHHbINA
HOMep YMO/IHOMOYEHHOT0O OpraHa

Date of issue or revision of instructions
22.09.2022, version 3



MepeBof C aHTNINIACKOr0 M KATANCKOTO S13bIKOB Ha PYCCKUIA A3bIK

CEPTUPUKAT

CKPMT

CogeT Kutas Mo pasBuTMiO MeXayHapoAHOl Toproenm - Kutaiickas nanata MexayHapoAHO TOprosm
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CoBeT Kntas no pa3smuTuio MeX4yHapo4HO TOPros/v
KuTtanckas nanata mMexxayHapoaHOoW TOProB/iv

CEPTUDPUNKAT

Ne 224403A0/044915

Mevatb: CEPTUPUKALINA CKPMT * CoeT KuTas no passuTuio Me>KLyHapoAHOR TOProsau

HACTOSAWMWMM YAOCTOBEPSAETCA UTO: nevatb komnanun «LUYHMEW MEAVKAN KO., NTA4.»
(SHUNMEI MEDICAL CO., LTD.) Ha npunaraemoMm JOKYMEHTE sBnseTca Nog/MHHOIA.

CoBeT KnTas no passututo
MeXAyHapoAHOI TOprosun

Y NOTHOMOYEHHbIT npeacTaBuTESb:
Uxxoy CutoaHb

/Moanuce/
[Hata: 08 oktsi6ps 2022 roga

Mevats: CEPTU®PUNKALUNA CKPMT *
CoseT Kutasd no passnTuio
Me>XlyHapOoHO TOoproenu

Meyvatb: CEPTUOUNKALIA CKPMT

Beb-caiAT 415 NpoBepKu cepTudmkata: http://www.rzcepit.com/validate.html
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CornacoBaHo

«LLyHmeli Meaukan Ko. TTO» (Shunmei Medical Co., LTD)
OpraHusauuns

R401 of Building B, No. 8 of 1st Jinlong road, Baolong Industrial
Zone, Longgang District, Shenzhen 518116, Guangdong, China

Aipec

["eHepa/ibHbIA AVPEKTOP
JO0mKHOCTb

Ty YX3HbL3NHb
damunug, s

22.09.2022
Jata AA.MM.ITTT

/Moanuce/
Mognuck

Mevartb: «LLyHmeii Megnkan Ko. 1T a» (Shunmei Medical Co., Ltd) *
LU3HbYKOHb, KUTAN

Meyvats: CEPTUOUNKALUNA CKPMT * CoBeT Kutas nopassuTuio
Me>KAyHapOAHOI TOoprosnu

NHCTPYKUMSA N0 NPUMEHEHMIO HA MeAMLVNHCKOE M3fenme:

«KaTeTepbl BHYTPUCOCYANCTbIE MPOBOAHNKOBbIE 0HOPa30Bble CTepUbHbIe WINDOW, B BapuaHTax UCMOMTHEHUS»
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Mepe>keT,HOro TeKCTa BbINO/HEH NepeBoAUMKoM KoTnsipoBbIM AHTOHOM ropeBrnyem.

( I Poccuitckas degepauns
"opog Mocksa
[BaguaTb NepBoro gekabps fge ThicAum ggajuaThb BTOPOro roga.
A. Kopcuk Bragumup KoHCTaHTUHOBMY, HOTapuyc ropoga MockBbl, CBUAeTENbCTBYI NOAIMHHOCTb
nognucu nepesopuyvika, Kotnaposa AHTOHa Vropesuya.
Mognuck caenaHa B MOEM NPUCY TCTBU.
JInyHocTb nognu&xs LU LU LyMeH T ycTaHoB/eHa.

3aperucTwposaus'speéablte A7 /2 138-H/77-2022- 4
YnnauyeH(k3a’ogé”"0 y*oTapucuybHoro geiicTaus: 400py6. 00 kor.

1\

B. K. Kopcuk
I
Bcero npow H MY w » nfi t0BaHO
W CKpenneHo nevar nmcT(a)(oB)

HoTapuyc
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