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Shunmei Medical Cn i bl
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3rd Floor and R401 of building B, N0.8 of 1st Jinlong
Road, Baolong Industrial Zone, LongGang District,
518116 Shenzhen, Guangdong, China
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General Manager
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Tu Zhenjin
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at 0.2 03.4
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NHCTPYKLUMA N0 NPUMEHEHUIO Ha MEAMLILLITCKOE U3fenne:
«[MpoBoAHMK Nepudepnyecknin Shunmei B BapraHTax UCMOSTHEHUS»

Instruction for use

«Peripheral guide wire Shunmei, in variations»

2024



HaumMenoBaHRe MEARIIAHCKOrO H3iileNRs

Name of the medical device

L Ilposonanx ueprdepuyecxnit Shunmei s BapranTax scnosuenus

1. Iposoauux nepudepuueckuii Shun Super-V ¢ nommypeTaHoBOMH
obonoukoi ¥ ragpodHNbLHLIM NOKpHTHEM, AHameTp 0,018 moiima (0,45
mMM), andHa 110 ©M, ¢ KOMIIO3HTHEIM CEpACYHHKOM, [/UHA
PEHTTEHOKOHTPACTHOIO MOKPHITUA 5 CM, KOHYHMK NPAMOH, XKECTKOCTb 3 T,
15cm—1 wit,;

2. Tposonnuk nepudepuyeckuit Shun Super-V ¢ noauyperanosoil
obonouxoli ¥ ruapodHIBHEIM MOKpsiTHEM, AuaMetp 0,018 miolima (0,45
MM), JumHa 150 cM, ¢ KOMOO3HTHHIM CEPACYHMKOM, UIHHA
PEHTTCHOKOHTPACTHOIO NOKPHTHA 5 ¢M, KOHYHK NPAMOiA, xkecTKocTs 3 T,
15¢m—1 mr,;

3. Iposognux nepudepuyecknii Shun Super-V ¢ nonuypetaHosoik
obonoukoit ¥ ruApoduaEHEIM noKpaTHEM, AuameTp 0,018 motima (0,45
MM), amuHa 200 CM, ¢ KOMIO3HTHEIM CEPAEYMHHKOM, ATHHA
PEHTTEHOKOHTPACTHOTO MOKPHITHA 5 CM, KOHYHK NPAMOIA, XKecTKOCTh 3 T,
15 cM— 1 wit;

4. Ilpomoguux nepudpepmsieckuii Shun Super-V ¢ noauyperanoroii
obonoukoit ¥ rMapopuIEHEIM NOKpHTHeM, quametp 0,018 moiima (0,45
MM), mmHa 300 cM, © KOMNO3UTHHIM CCPACYHMKOM, /JIMHA
PEHTTeHOKOHTPACTHOTO NOKPHTHA § CM, KOHUHK NPAMOIi, JKeCTKOCTE 3 T,
1Scm—1mr,;

5. Nporoanuuk nepudepuyecknit Shun Super-V14 ¢ nonxyperanoro
obonouxofi B mapodMILHEM NOKpHTHEM, auametp 0,014 agoiima (0,36
MM), anuHa 300 c©M, €O cTanbHBIM  CEpACYHMKOM, J[UIMHA
PEHITCHOKOHTPACTHOTO MOKPHITUA 5 CM, KOHYMK M3OTHYTHIHA, XeCTKOCTh 3
r, 18cmM—1 mm,;

L Peripheral guide wire Shunmei in variations

1. Peripheral guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 110 cm,
with a composite core, length of the radiopaque coating 5 cm, straight
tip, stiffness 3 g, 15ecm—1 pc,;

2. Peripheral guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 150 cm,
with a composite core, length of the radiopaque coating 5 cm, straight
tip, stiffness 3 g, 15cm -1 pc.;

3. Peripherat guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 200 cm,
with a composite core, length of the radiopaque coating 5 cm, straight
tip, stiffness 3 g, IScm -1 pc.;

4. Peripheral guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 300 cm,
with a composite core, length of the radiopaque coating 5 cm, straight
tip, stiffness 3 g, 15cm -1 pc.;

5. Peripheral guide wire Shun Super-V14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 300
cm, with a steel core, length of the radiopaque coating 5 cm, angled
tip, stiffness 3 g, 18 cm -1 pc.;
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6. Ilposopnux nepugepuueckmii Shun Super-V14 ¢ nonuyperanosoi
obonoukoit W ruapodUILHEIM NoKpriTHeM, auameTp 0,014 moiima (0,36
MM), amaHa 300 cM, CO CTAIBHRIM = CEpPACYHMKOM, JAJIMHA
PEHTIEHOKOHTPACTHOIO MOKPHITHA 5 CM, KOHYHK NIPAMOI, XKECTKOCTh 3 T,
18 oM — 1 wrt.;

7. Ilpopommuux nepudepuyeckuii Shun Super-V ¢ nonuyperasopoii
obonoyxo#t u ruapoduIbHEIM nokpermueM, auametp 0,018 moitma (0,45
MM), fmmasa 110 cM, CO CTaNBHMM  CepAEYHMKOM, JNHHA
PEHTTEHOKOHTPACTHOIO MOKPHITHA 3 €M, KOHYHK NpaMoit, JecTKOCTh 6 T, 9
cM—1 mr.;

8. Ilposoaunk nepubepuyeckuit Shun Super-V ¢ nonmyperanosoi
obonouxoii u ruapoduasHEM noxkpurtyeM, guamerp 0,018 mofima (0,45
MM), mmHa 150 cM, cO cCTaNBHEM  CepACYHHKOM, AIMHA
PSHTTCHOKOHTPACTHOTO NOKPHTHA 3 CM, KOHYMK NPAMOI, XKecTKOCTE 6 T, 9
cM— 1 mT.;

9. Ilposoarnk nepudepuueckuit Shun Super-V ¢ non Boit
obonoukoii 1 rugpoduntHEM nokpertueM, auamerp 0,018 motima (0,45
MM), ammHa 200 cM, CO CTanBHBIM  CEpACYHHKOM, JIMHA
PEHTTeHOKOHTPACTHOTO NOKPEITHA 3 €M, KOHYHK NPAMO#, JeCcTKOCTb 6 1, 9
cM— | wr.;

10. Ilposounnx nepupepuueckuii Shun Super-V ¢ nonmyperanosoi
obonoukoii u rMapodunsHEM noxkpwTHeM, anamerp 0,018 mofima (0,45
mMM), AnmHHa 300 CM, CO CTAIBHBIM  CEPAEYHMKOM, IJIHHA
PEHTTCHOKOHTPACTHOIO MIOKPHITHA 3 CM, KOHYMK NPAMOH, JKECTKOCTh 6 T, 9
¢M — 1 1r.;

11. Tposoaunk nepupepuueckuit Shun Super-V14 ¢ noauypetanosoit
oGonouxoit 1 ruapodunsHEIM nokphiTHeM, Auamerp 0,014 moiima (0,36
MM), amHa 200 c©M, €O CTANBHBIM  CEPACYHMKOM, JJIMHA

6. Peripheral guide wire Shun Super-V14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 300
cm, with a steel core, length of the radiopaque coating 5 cm, straight
tip, stiffness 3 g, 18 cm -1 pc.;

7. Peripheral guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 110 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffness 6 g, 9cm -1 pe.;

8. Peripheral guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 150 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffness 6 g, 9cm -1 pc.;

9. Peripheral guide wire Shun Super-V with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 200 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffness 6 g, 9 cm—1 pc.;

10. Peripheral guide wire Shun Super-V with a polyurethane sheath
and hydrophilic coating, diameter 0.018 inches (0.45 mm), length 300
cm, with a steel core, length of the radiopaque coating 3 cm, straight
tip, stiffness 6 g, 9cm -1 pc.;

11. Peripheral guide wire Shun Super-V14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 200
cm, with a steel core, length of the radiopaque coating 3 cm, straight
tip, stiffness 6 g, 9cm -1 pc.;
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PEHTTEHOKOHTPaCTHOIO MOKPLITHA 3 cM, KOHYHK MPAMOA, xecTKoCcTs 6 T, 9
cM~—1 mT.;

12. Ilpoeoaunx nepudepuueckuii Shun Super-V14 ¢ nonmyperanopoi
obonouxoit ¥ mapohunsHEM nokpeiTHeMm, anametp 0,014 gotima (0,36
MM), aaqHa 200 cM, CO CTANBHBIM  CEpPACYHHKOM, JUIMHA
PSHTTEHOKOHTPACTHOTO MOKPHITUA 3 €M, KOHYMK H3OTHYTHIHA, JKECTKOCTD 6
r,9cm- 1 wr.;

13. Ilposoanuk nepudepuueckmii Shun Super-V14 c nommyperasopoii
oGonouxoii ¥ ruapodpuibHEIM NOKpEITHEM, Auamerp 0,014 moiima (0,36
MM), mmHa 300 M, CO CTANBHEIM CEPACYHMKOM, JJIHHA
PCHTTEHOKOHTPACTHOTO NOKPHITHA 3 CM, KOHYHK M30THYTHIH, KECTKOCTE 6
r,9cM—1mm.;

14. Ilporoguuk nepudepuuecknii Shun Super-V14 ¢ nonxyperaHosol
obonoukol W MAPoQUILHEM NOKphTHeM, auameTp 0,014 mofima (0,36
MM), amHa 200 c©M, ©O CTANBHEIM  CEPACYHMKOM, JJIMHA
PEHTTEHOKOHTPACTHOIO NOKPHITUS 5 CM, KOHYHK MPAMOH, JKECTKOCTh 3 T,
18 cm—1 wiT.;

15. Tlposoanux nepudepuveckuii Shun Super-V14 ¢ nomuypetaHosoii
obonouxoli 1 mApodunEHEM NOKpHTHEM, auameTp 0,014 moiima (0,36
MM), mnuHa 200 cM, ©O cCTanbHBIM = CEpPACYHHKOM, AJHMHA
PEHTIreHOKOHTPACTHOIO MOKPHTHA 5 CM, KOHYHK H30THYTHIH, KECTKOCTS 3
r, 18 cM -1 wr,;

16. TIIposoammx nepudepudecknit Shun Fore ¢ mnommyperanosoii
obonouxolt ¥ ruapodHNbHEIM NOKpuITHEM, AuameTp 0,018 moiima (0,45
MM), amHa 110 cM, CO CTanbHHM  CEpACUHMKOM, [JIHHA
PEHTTEHOKOHTPACTHONO NOKPHTHA 3 CM, KOHYMK npaMoif, sxecTkocTs 3 1,
46 cM - | wr,;

12. Peripheral guide wire Shun Super-V14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 200
cm, with a steel core, length of the radiopaque coating 3 ¢cm, angled
tip, stiffness 6 g, 9cm -1 pc.;

13. Peripheral guide wire Shun Super-V 14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 300
cm, with a steel core, length of the radiopaque coating 3 cm, angled
tip, stiffness 6 g, 9cm - 1 pc.;

14. Peripheral guide wire Shun Super-V 14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 200
cm, with a steel core, length of the radiopaque coating 5 cm, straight
tip, stiffness 3 g, 18 cm -1 pe.;

15. Peripheral guide wire Shun Super-V 14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 200
cm, with a steel core, length of the radiopaque coating 5 cm, angled
tip, stiffness 3 g, 1I8cm - 1 pc.;

16. Peripheral guide wire Shun Fore with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 110 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffness 3 g, 46 cm -1 pc.;
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17. Tlpopogumk mnepudepuyeckuii Shun Fore ¢ mon BoO#
obonoykoit n ruapodHIEHEM nokpuTHeM, aHametp 0,018 motiMa (0,45
MM), aamHa 150 ©M, CO CTAIBHRIM  CEpPACYHHKOM, AJHHA
PEHTICHOKOHTPACTHOI NMOKPHITHA 3 €M, KOHYHK NpAMOM, JKECTKOCTh 3 T,
46 cm — 1 it

18. IlpoBoauux nepudeprueckuit Shun Fore ¢ noimyperanooii
obonoukoit ¥ ruapodunsHEIM nokpuTHeM, Auamerp 0,018 moiiMa (0,45
MM), mmHa 200 CM, CO CTANBHHM  CEPACUHMKOM, JJIMHA
PCHTTCHOKOHTPACTHOTO NMOKPHTHA 3 CM, KOHYMK IIPAMOiA, JKECTKOCTh 3 T,
46 cm - 1 mt;

19. TIlposoguux nepudepuvecknii Shun Fore ¢ nonmyperanosoi
ofonouxoit M ruapodrnsHNM nokpwuTHEM, guaMerp 0,018 mofimMa (0.45
mM), amHa 300 oM, CO CTaNbHBIM  CEPACYHHKOM, JUTHHA
PEHTTEHOKOHTPACTHOTO NOKPHTHA 3 CM, KOHYMK npaMof, xecTkocTs 3 T,
46 cM -1 wi,;

20. INposoauuk nepupepuyeckuii Shun Super-V14 ¢ nonmyperaHoroik
oGonouxolf ¥ ruapodrBHEIM nokpuTHEM, AuaMetp 0.014 motima (0,36
mMM), amHa 300 oM, €O CTaNbHBIM CEPICYHMKOM, JUIHHA
PEHTTCHOKOHTPACTHOTO NIOKPHTHUA 3 CM, KOHYHK NPAMOIA, XKeCTKOCTL 6 T, 9
oM - 1 urr.

II. KCIIyaTAUHOHHAS AOKYMEHTARMSA
1. HucTpykuns no npuMeHenwto — 1 mr.

17. Peripheral guide wire Shun Fore with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), iength 150 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffness 3 g, 46 cm -1 pc.;

18. Peripheral guide wire Shun Fore with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 200 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffness 3 g, 46 cm -1 pc.;

19. Peripheral guide wire Shun Fore with a polyurethane sheath and
hydrophilic coating, diameter 0.018 inches (0.45 mm), length 300 cm,
with a steel core, length of the radiopaque coating 3 cm, straight tip,
stiffnress 3 g, 46 cm -1 pc.;

20. Peripheral guide wire Shun Super-V14 with a polyurethane sheath
and hydrophilic coating, diameter 0.014 inches (0.36 mm), length 300
cm, with a steel core, length of the radiopaque coating 3 cm, straight
tip, stiffness 6 g, 9cm - 1 pe.

I1. Operational documentation
1. Instructions for use — 1 pc.

Ha3zpavienne MOARITHECKOTO H3AenHs

Purpose of the medical device

IMpeanaznayeno s oOneryeHdst pasMeleHus M 38MEHH
BHATHOCTHYECKHX H  TEpanmeBTHYECKHX H3aeauii Bo  BpeMs
BHYTPHCOCYAMCTHIX NpOLIEAYP. ITO H3ACIHE NPEOHA3HAYEHO TONBKO A
HCNONS30BaHHUA B neprubeprtecKoil cCOCYAKCTOM cHCTEME.

Intended to facilitate placement and replacement of diagnostic and
therapeutic devices during intravascular procedures. This product is
intended for use in the peripheral vascular system only.

Indications

- [Topaxenue nepudepuveckoli cocyancToll CUCTEME! py XpoHUYecKoi
HAOJIHOH OKK/IO3HH;

- Peripheral CTO lesion;
- Limb ischemia or claudication Rutherford class I-III (grade 1-5)
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- Hmemua xoHeuxHocTel MnH nepeMexatomaica xpomora crenenu [-HI
KaTeropua 1-5) no wkane Pyrepdopaa, BH3BaHHAS OKKIHO3HEH APTEPHH.

caused by the occluded artery.

IIpoTnBONOKAZARAN Contraindications
- Hcnonb3osanus B cocyaax roNnoBHOTO MO3ra; - Use in the cerebral vasculature;
- CunpapoM cnabocTH CHHYCOBOTO y3/a; - Sick sinus syndrome;
- AtpuopenTpuKyipHas 6noxana (11 crenens u Bume); - Atrioventricular block (grade II and above);
- Cucronnueckoe aprepnanntoe gannende (CAJ)) < 90 mm pr.ct. s | - SBP < 90mmHg or cardiogenic shock;
KAPIMOTEHHEIH IOK; - Heart Rate <60 bpm;
- Yactora cepaeyHsIx coxpanleHuit <60 yaapoB B MUHYTY; - Pregnancy;
- bepemMeHHOCTD; - Renal or hepatic failure;
- [Toyeynas HAH NEYUEHOYHAA HEAOCTATOYHOCTD; - Diabetes;
- Nuaber; - Cancer;
- Pak; - Allergic to contrast medium.
= AJUIepria Ha KOHTPACTHOE BELIECTBO.
BosmoxRbie 0c/10kHeHES B noGounbie 3$pdexrTn Possible complications and side effects
- Bosaymnxas sMGonus/tpomboambons; - Air embolism/ Thromboembolism;
- Annepruyeckas peaxums; - Allergic Reaction;
- Aunmm; - Amputation;
- ApTepHoBeHo3Han PUCTYNA; - Arteriovenous (AV) Fistula;
- CmepTs; - Death;
- Bmbonus; - Embolism;
- F'emaToMs; - Hematoma;
- KporoTeuehnue; - Hemorrhage;
- lemornobunypua; ) Hemo.globmurla;. .
’ - Infection or Sepsis/Infection;
- Muexund uny cencuc; - Myocardial Ischemic and /or Infarction;
- Vmemus Muoxapaa u/unu uupapxr; - Pseudoaneurysm;
- Ilcennoanespusma; - Stroke (CVA)/Transient Ischemic Attacks (TIA);
- Hucymt (OHMK)/Tpansuropsnle muemuyeckne araku (THA); - Thrombus:
- TpoMG; - Vessel Occlusion;
- Oxxmo3ns cocyna; - Vessel Perforation, Dissection, Trauma or Damage;

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




- ITepdopanus, pacceueHue, TpaBMa WM NOBPEX/IEHHE COCYAA;

- Vessel Spasm,;

- CocyaucTaiii cnasm; - Wire Entrapment/Entanglement;
- 3axBat/3a0yTEIBAHKE [IPOBOJHHKA; - Foreign Body/Wire Fracture.

- Unopoanoe Ten10/nonoMxa npoBoagHHKA.

Crenenns 0 npou3pogATENe Information about manufacturer
Hanmenopanne nponspogutens: Name of manufacturer:

Shunmei Medical Co., Ltd («Illyameit Meaukan Ko., Jita», KHP) Shunmei Medical Co., Ltd
IOpusanyeckuit agpec nponseoauTeNs: Legal address of manufacturer:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China

MecTo Mpou3BOACTBA MEAULIMHCKOTO H3ACTHA:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,
Huizhou, Guangdong, China

3rd Floor and R40I of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong,
China

Manufacturing site:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,
Huizhou, Guangdong, China

Ycnosan npHMeHeHHS

Usage conditions

Iepudepuueckuii NpoBOAMMK NpeAHAZHAYEH ANA HCMONB3OBAHMA B
CTAHAAPTHEIX YCNOBHAX WA NPOBEACHMA Onepaluii B MEAMLEHCKOM
YUPCKOCHUH, B OTACNEHHHM HHTEHCHBHOR Tepanuu, B OTICICHHM
HEOTNOXHON MOMOINMY.

Peripheral guide wire is intended for use at the standard conditions of
hospital operating room environment, in the ICU, in the Emergency
room.

TloTennuansubiit noTpefnrens

Potential consumer

Tepndepuyeckuif npoBOAHMK NpPeAHA3HAYEH AMA  MCIOAB30BaHMA
CMenManMcTaMd B HHTCPBCHUMOHHOM XWDYPrMH HIH  Bpa4aMH,
CTICLHANTH3HPYIOMEMHECS B JICYECHHH CepAaNa. ]

Peripheral guide wire is designed to be used by Cardiologists,
Interventionist or doctors who specialize in the heart.

TNonynauxa nauueHTos — p3pocnnie (18+)

Patient Profile - adults (18+).

TpeGoBanusg 6e30NACHOCTH H MEPHI TIPEAOCTOPOKHOCTH

Warnings and precautions

- ITauuent fomxeH ONTH NpeABaPHTENBHO NPOMHPOPMHPOBAH O pHCKax
NPHMCHEHHS MEAUIHHCKOTO M3CAMA, 8 Takke O MONOXKMTENBHBIX U
OTPHLATENRHAIX 3P PEeKTaX OT HCMOIBLIOBAHMA,

- [NaupeHT ROMKEH OBITH NpEAYNPEIKACH, YTO NPHUMEHEHHE MEHLIMHCKOIO
H3/1€/1MA OTPAHHYEHO 10 BPEMEHH, MOXKET OHITh OBPEXKICHO B PE3yLTaTe

- The patient must be informed in advance about the risks of using the
medical device, as well as the positive and negative effects of use;

- The patient must be wamed that the use of the medical device is
limited in time, may be damaged as a resuit of active use or injury,
and may be changed in the future;
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AKTHBHOTO MKCIMOJIb30OBAHHA WM TPAaBMEI M MOXET OBITR M3MEHEHO B
Oymyuiem;

- [Toxany#cTa, 03HaKOMbTECE C HHCTPYKLMEH Nepell HCMOAb30BAHHEM;

- H3penne oaxopasosoro ucnons3opasua. He ucnons3syiire ero nosTopHo;
- Ilepen ucnonb3opatiMem yGeaurech, YTO y M3ACAHA HE MCTEK CPOK
TOZHOCTH;

- He ucnoas3yiite H3genua npH HANMMYMY Y [TALMEHTA NPOTHBOTIOKA3AHMIA,
ONMCAHHLIX B COOTBETCTRBYIOLIEM IYHKTE HHCTPYKLIHM NIO NIPUMEHEHHIO;

- AJnEprutueckHe peakUMM H8 MATepHafibl, H3 KOTOPHIX HM3IOTOBAEHO
H3/E/IHE, JOKHE OBITE PACCMOTPEHH, NNpoBepeHk! (IPH HeOOXOAUMOCTH)
nepen onepanyei, XOTA OHH He SBIHIOTCA YACTHIM ABJICHHEM;

- He ncnonsayiite MeauiMHCKOe M3ACAHE MPH HANMYHM [IOCTOPOHHMX
YACTHL| HWIH MATCPHANIOB B YNAKOBKE HIIM Ha MOBEPXHOCTH M3JC/IHA;

- He nenone3yiire H3nenue, ecii OHO MOBPEXNEHO;

- Y6eaurecsh, 4TO M3fenHe NPONUIO KOHTPOJb KAYECTBA H COOTBETCTBYET
3a8BJACHHBIM XApaKTepPHCTHKAM;

- Please read the instructions before use;

- Disposable product. Do not reuse it;

- Before use, make sure that the product has not expired;

- Do not use the product if the patient has contraindications described
in the relevant paragraph of the instructions for use;

- Allergic reactions to the materials from which the product is made
should be considered and tested (if necessary) before surgery,
although they are not common;

- Do not use the medical device if there are foreign particles or
materials in the packaging or on the surface of the product;

- Do not use the medical device if it is damaged;

- Make sure that the medical device has passed quality control and
meets the stated characteristics;

H3obpaxesne B ONECAHEE HIJETHS

Picture and description of device

MenpumHackoe M3geHe COCTOMT M3 MPOBOJHMKA NEpH(PEPHYECKOro H
3aIMTHARIX KOMNIOHEHTOB, COACPXKAIMX TPYOKY, TPH MIAPHHUPHBIX 32XKHMA,
markuili saxuM #@ Jhosp Jlok. IIposoaunk nepudepuueckuit (co
CTANEHLIM/KOMIIOSHTHRIM  CCPACYHUKOM) € mojauMepHO# obonouxoii:
MPOBOAHHK COCTOUT M3 CEPHCYHMKA MNPOBOAHHKA, NPOKCHMAILHOM
00MOTKM DpOBOOHMKAa M JMCTAIBHON OOMOTKH  NpOBOAHMKA
(peHTreHOKOHTpacTHOM), noNMMepHO# O0CONOMKH H  rHAPOPAIBHOrO
nokpurmus. [lepudepuueckuii npoBOgHUK (CO CTANLHBM/KOMIO3HTHAEIM
cepacuyHAkoM) Oe3 nonuMepHol o00ONOHKM: TIPOBOAHHK COCTOMT M3
CepCYHUKA NPOBOAHHMKA, NPOKCHMANBHOH OOMOTKM DPOBOAHHKA M
aucranbHoli  0OMOTKM  (PEHITEHOKOHTDACTHOK) MNpPOBOAHMKA H
ruapoPUILHONO NOKPEITHS.

JlucTanbHEH KOHYHK Moxer OHTh onpesencHHoM (GopMbl, B TOM YHC/IE
NPAMEIM, H30THYTHM. [TpoBoaHHK nepudepudeckuii o6HapyxuBaercs npu
pextreHockonuu. Ilonpobusifi ueprex mpoBoAHMKA TepHbpepHYECKOro
COOTBETCTBYET pucyHKaM 1-4,

The device consists of Peripheral Guide wire and protective
components containing Coil tube, three toggle clips, soft clip and luer
lock. The Peripheral Guide wire (single/ composite core wire) with
Polymer Jacket: The guide wire is composed of core wire, proximal
coil wire and distal coil wire (which is radiopaque), polymer jacket
and hydrophilic coating. For Peripheral Guide wire (single/ composite
core wire) without Polymer Jacket: The guide wire is composed of
core wire, proximal coil wire and distal coil wire (which is
radiopaque) and hydrophilic coating.

The distal tip is shapable, including straight tip, angled tip. The
Peripheral Guide wire is detected under X-ray. Structural drawing of
Peripheral Guide wire follows Figure 1-4.
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1) Distal tip/QuCTarnbHbIA KOHUMK
2) Distal tip coil wire/OBMOTKa AUCTaNbHOr0 KOHUMKA MPOBOAHMKA

3) Hydrophilic coating/I apodmibHOe MoKpbITVe
4) Proximal tip coil wire/O6mOoTKa NPOKCUMA/ILHOMO KOHUMKA NMPOBOAHMKA

5) Core wire/Cepie4HVK NPOBOAHMKA
6) Proximal tip/MpoKcMManbHbIiA KOHUMK
7) Polymer jacket/TlonmepHas 060/104ka

PucyHok 2.1 Cxematmyeckuii yeptex MpoBogHmka nepudgepmyeckoro (Co CTasibHbIM/KOMMO3UTHBIM CEPAEYHMKOM C MOSTMMEPHO

o6onoukoit) / Structural drawing of Peripheral Guide wire ((single/ composite core wire) with Polymer Jacket)

Hvdrephilic coacioK
L

D -nnawvetp
RL —A/11MHa PeHTreHOKOHTPACTHOIO MOKPbITUA
Hydrophilic coating - rmapoguisHoe NoKpbITHE
L - givHa
PUCYHOK 2.2 CxeMaTun4ecKuin YepTexx MNpoBogHuKa nepudepnyeckoro (Co cTasibHbIM/KOMMO3UTHBLIM CEpAEHHUKOM C NOSIMMEPHOIA
o6onoukoii) (KoHumk npsmoit) / Structural drawing of Peripheral Guide wire ((single/ composite core wire) with Polymer Jacket)
(Straight tip)
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2.Core wire coating 1.Core wire 4.Hydrophaic coating 3.TPU polymer jacket

kegh

2.Core wire coating 1.Core wire 4,llWPb11!c coating 3.TPU polymer jacket

b.coiSwre

6. Tip length

1) Core wire/Cepfie4HMK NPOBOAHMKA
2)Core wire coating/O60n04Ka cepaeyH1Ka NPoBOAHMKA
3) Tpu polymerjacker/MonumepHas o6onouka
4) Hydrophilic coating/l'apotuiibHOe NoKpbITE
5) Radiopaque length/[ivHa peHTreHOKOHTPaCTHOIO MOKPbLITUS
Coil Wire / ObmoTKa NpoBOAHMKA
6) Tip length/iHa KOHUMKa
D - Ouawvetp
L - AnnHa

PucyHok 3 CxemMaTuyeckmii Yeptexx MNMpoBogHMKa nepudepryeckoro (Co ctanbHbIM/KOMMO3UTHBLIM CEPAEYHNKOM C MOIMEPHOIA
o6ono4koi) (KoHumk npsimoid) / Structural drawing of Peripheral Guide wire ((single/ composite core wire) with Polymer Jacket)

(Straight tip)
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2.Core wire cx>a(ing I.Core wire

*

2.Core wire coating I.Corewire

5 AﬁﬂF]pe(%je

4. HydropNlic coaiing

3. IPUpQlymer jacket

S.coflwfre

4.Hydrophlic coating

3.TPU polymer jacket
6 Tip length

1) Core wire/Cepie4HMK NPOBOAHMKA
2)Core wire coating/O6ono4ka cepaeyHmKa NpoBoAHUKa
3) TPU polymer jacker/lMonumepHasi 060/104Ka
4) Hydrophilic coating/I'mapogunnsHoe NOKpbITHE
5) Radiopaque length/vHa peHTreHOKOHTPaCTHOro NOKPbLITHSA
Coil Wire / ObmoTKa NpOBOAHUKA
6) Tip length/JnnHa KoHUMKa

D —lnamvetp
L - AnmHa

PucyHoK 4 CxemaTmyeckuin yeptexx MNpoeogHmKa nepudepmyeckoro (Co cTasibHbIM/KOMMO3UTHBLIM CEPAEUYHNKOM C MOSTMMEPHOIA
060104koin) (KoHumk nsorHyThbIit) / Structural drawing of Peripheral Guide wire ((single/ composite core wire) with Polymer Jacket)

MogroToBKa K MCMOb30BaHUIO

1. IpoBepka nepea Ncrob3oBaHUEM

a. lMepeg wCnonb3oBaHWEM U3AeMUsA, NOXAYIACTa, BHUMATE/IbHO
npoBepbTe U YybeauTeCh, YTO BCE W3LeNVS B YMaKOBKE He WMEHT
NOBPEXAEHWIA;

6. lMepen ucnonb3oBaHWEM, MNOXanyicTa, yoeauTecb, YTO MPOBOAHMK
COBMECTUM C [JPYIMMW  WHTEPBEHLMOHHBLIMY  U3LENUAMKM,  KOTOpPbIE

12
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(Angled tip)

Preparation for use

1. Check before use

a. Before using the device, please check carefully and make sure that
all devices and packaging are not damaged,

b. Before use, please ensure that the guide wire is compatible with
other interventional devices to be used.



Tpelyerca HCnoAb30BaTE.

2. IToproToBKa Xk BHCNOAL3ORAHHIO

a. BruiGepere HauGonee noaxoadmuii NPOBOAHMK ANA NOpaXEHHA,
BHITAIDMTE M3 CTEPHABLHONM yDakoBKM-MAakeTa TpPYOKy, B KoTOpoH
COACPAHUTCSA MPOBOAHMK;

6. OcBo6oauTe MpoKcHMANBHBIH KOHELl NPOBOJHKKA OT MATKOIO 32KMMa U
MCA/ICHHO BRITALIHTE €10 U3 TpyOKm;

B. Koraa aucraneHeii koHen NpOBOAHMKA MOKaXkeTcs Ha 5-6 oM M3
AepaTens, NpH HeoOX0AUMOCTH, ipuaaiiTe GopMy ANCTAILHOMY KOHYHKY
8 COOTBEICTBMM CO cTaHAaaprHolt npakTuxoif. IIpu dopMupoBanuu
AMCTANBHOIO KOHYMKA, NpHIArafiTe HACTONBKO MHHHMAIBHBIC YCHIINA,
HACKOJIBKO BO3MOXHO TAKMM 00pa3oM, 4T00K 000N04YKA He HOBPEAUIACE.
ITonumepnaa o60n0uKa NPOBOAHMKA C IUIACTUKOBBHIM AHCTANBbHEIM
KOHYHKOM O4CHB JIETKo noBpexaalorca. O6pamatire ocoGoe BHUMaHHE Ha
JAMCTANTBHEIA KOHYMK NPH ero GOpMMpOBaHHH, 4TOOH He NOBPEAHTH €ro
nonuMepHyio obonouxy. OcMotpure 000/104MKYy M CaM NPOBOAHMK HA
HRJIMYHe TNOBpexAcHH mocne ¢OPMHPOBAHHA KOHYMKA M TNepes
HCNONb30BAHHEM.

2. Preparation for use

a. Select the most suitable guide wire for the lesion, remove the tube
containing the guide wire from the sterile package;

b. Release the proximal end of the guidewire from the soft clamp and
slowly pull it out of the tube;

¢. When the distal end of the guide wire appears 5-6 cm from the
holder, if necessary, shape the distal tip according to standard practice.
When forming the distal tip, use as little force as possible so that the
coil is not damaged. The polymer jacket of the guide wire with plastic
covered-type distal end is very delicate against damage. Pay special
attention to the distal tip when shaping it to avoid damaging its
polymer jacket. Inspect the coil and guide wire itself for damage after
tip shaping and before use.

Cnocol npumetennsa Mode of application

Iponeayps! BBeeHHs Procedures for insertion

BecnpoBoguan cucrema Over-the-wire system

a. OcTOpoXHO BBEAWTE AUCTANbHLEINA KOHel] MPOBOAHMKA B npocser | a. Insert the distal end of the guide wire carefully into the guide wire
ycTpoiicTBa BBECHHUA. lumen of the interventional device.

6. OcTopoxkHO npoaBHraiiTe NPOBOAHMK JIO TEX NOP, NMOKA €ro KOHYHK He
OKRKETCS YYTh MPOKCUMANEHEEe KOHYHKA YCTPOHCTRA BBEACHHA.

B. 3apeiicTByiiTe nNpOBOJHWKOBEIA KATeTEp (€CNM MCNONB3YyeTCA) U
BCTaBLTE CHCTEMY YCTPOHCTB BBeACHHA (C MPOBOAHNKOM) B Y -KOHHEKTOP.
r. [lpogsuraiite cucreMy YCTpOHCTE BBEACHHA 4e€pe3 IPOBOAHMKOBLIA
K8TeTep AC TeX NOp, NMOKa €ro KOHYMK He OyAeT HenocpeACTBEHHO
NPOKCHMAJIBHES AHCTATBHOTO KOHLA IPOBOAHHKOBOTO KaTeTEpa.

A. 3aTAHWTE KOMNOHEHT Y-00pazHOro KnanaHa reMocTasa, YToOhnl CO3AaTh
YIUIOTHEHHE BOKPYT YCTpOHCTRa )i BEEACHHA. Y 0eauTeCh, MTO ABKESHHE
MPOBOJHHKA BCE CIIEC BOIMOXKHO.

e. Y6enurech, YTO NPOBOJAHHMK ABHIKETCA TUIABHO.

b. Advance the guide wire carefully until its tip is just proximal to the
the interventional device tip.

c. Engage the guiding catheter (if used) and insert the interventional
device system (with guide wire) into the Y connector,

d. Advance the interventional device system through the guiding
catheter until its tip is just proximal to the distal tip of the guiding
catheter.

e. Tighten the Y-Hemostasis valve component to create a seal around
the interventional device. Ensure the guide wire movement is still
permitted.

f. Check to ensure that the guide wire moves smoothly.
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X, [Ipy HeoOXONHMOCTH NPUKPENMTE K NPOBOJHMUKY TOPKEp.

3. TlpoasuHETE MPOBOAHMK MOA pPEHTreHOCKomAeH, ¥TOOM OH mpowen
yepes nopaxende. Iloarsepaure ¢ NOMOmMBIO AHrHOTrpaduH, YTO
OPOBOJHHMK MpOLIE] Jepes LieNeBoe NOPAXKEeHHE.

n. Habmopaltre 3a ABMKCHHEM NPOBOAHMKA B KPOBEHOCHLIX COCYAAX.
Ilepea TeM, Kak NPOBOAHHK nepeMelieH HIM NOABEPrHYT BpALCHMIO,
ABHKEHHE KOHYHKA CICAYET NPOBEPUTH € MOMOMBIO peHTreHockonuu. He
BpauaiiTe 6¢3 HabmoAeHHA 33 COOTBETCTRYIOIHM JBIKEHHEM KOHYHKS. B
MPOTHBHOM CJIydac MOXET NPOM3ONTH TPaBMa coCyaa.

k. He vcnonesyiite B 00nacTax cocynoB, KOTOPHE HE BH3YaNH3HPYIOTCS
HJIH He MOTYT GHITE BH3YanH3BpOBaHhl.

n. INpoapuraiite Yerpoiicrso AN BBeAeHHA NPOBOAHMKA A0 TEX NOP, NOKA
He OyAeT NOCTMIHYTO NOpakeHHe, He Aonyckas, 4ro0n NpOBOAHMK
nepeMelanci. Yoeaurecs, YTo AUCTANBHEIA KOHYMK H €0 MOJ0KCHHE B
COCyZA€ BHAHH BO BpeMA MaHUNYNALMIA ¢ ycTpolicTBaMH BBEACHHA.

Cucrema 6nicTporo ofmena

a. 3apeiicTByiiTe NPOBOAHMKOBHIH KATETED.

6. BeraseTe ycTpolicTBO AN BBEACHHA B Y-KOHHEKTOP NPOBOAHMKOBOrO
xarerepa.

B. OCTOPOXHO BCTAaBLTE AUCTAAbHEI KOHEL NPOBOAHHUKA B YCTPOMCTBO ANd
BBCACHUA.

r. IlpoasHraiite npopOAHMK uepe3 NPOBOJHMKOBHIA Xarerep nOA
peHTreHocKonuel 0 TeX nop, NoKa AHCTaNbHEIA KOHEL| NPOBOAHHMKA He
Oyaer HaxoAMTCA KaK pa3 NMPOKCHMANEHEE KOHYMKA NPOBOAHHKOBOTO

KaTerepa.
A, IpH Heo6XoAMMOCTH MPHKPENNTE K NPOBOAHMKY TOPKEp,

e. Ilposeaure nNpoBOAHMX NOR PEHITEHOCKONMEH 4epe3 NOPAXKECHME.
Tloareepaure ¢ nomMowipio anrHorpaduy, 470 NPOBOAHUK MpowIen depes
LiefieBOe NOPANKCHUE.

®. Habmopaiite 3a JBHXEHHEM NMpPOBOAHUKA B KPOBEHOCHBIX COCYAAX.
Tlepen TeM, Kak NMPOBOAHMK NepeMEUIeH MMM NOJABEPTHYT BPALICHHIO,
ABHXKCHHE KOHYMKA CICAYET NPOBEPUTD € NOMOINBIO PEHTTEHOCKONHH. He

g. Attach a torquer to the guide wire if necessary.

h. Advance the guide wire under fluoroscopy to pass through the
lesion Confirm by angiography that the guide wire has passed through
the target lesion.

i. Observe the movement of guide wire in blood vessels. Before the
guide wire is moved or torqued, the tip movement should be examined
under fluoroscopy. Do not torque without observing corresponding
movement of the tip. Otherwise, vessel trauma may occur.

Jj- Do not use in areas of vessels that are not or cannot be visualized.
k. Advance the interventional device until the lesion is reached while
preventing the guide wire from moving. Ensure that the distal tip and
its position in the vessel are visible during interventional device
manipulations.

Rapid exchange system

a. Engage the guiding catheter.

b. Insert the insertion tool into the Y connector of the guiding catheter.
c. Carefully insert the guide wire distal tip into the insertion tool.

d. Advance the guide wire through the guiding catheter under
fluoroscopy until the distal tip of the guide wire is just proximal to the
tip of the guiding catheter.

¢. Attach a torquer to the gmde wire, if necessary.

f. Advance the guide wire under fluoroscopy. to pass through the
lesion. Confirm by angiography that the guide wire had passed
through the target lesion.

g. Observe the guide wire movement in the vessels, Before the guide
wire is moved or torqued, the tip movement should be examined under
fluoroscopy. Do not torque a guide wire without observing
corresponding movement of the tip. Otherwise, vessel trauma may
occur.

h. Do not use in areas of vessels that are not or cannot be visualized.
i. Remove the guide wire torquer and the insertion tool.
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Bpallaifre 6e3 HabmoAeHUA 33 COOTBETCTBYIOMIMM ABIDKCHHAEM KOHYHKE. B
TIPOTHBHOM CJTy4ae MOKET MPOM3OHTH TpaBMa COCYa.

3. He ucnoss3yiire B oOnacTax cocyqoB, KOTOpHE HE BH3YaIH3HPYIOTCA
WIHM HE MOFYT ONITh BH3YaJIM3HPOBAHEI.

K. Hasnexwre TOpKEp NPOBOAHMKA M YCTPOHCTRO A/19 BBCOCHHSA

K. Orcnexnpaiite YcTpoiicTso [ BBeIEHHUS NPOBOJHHKA 10 NPOBOHMKY,
He JONYyCKasA €ro NepeMellenns, i npoAsHuraiite fo Tex nop, noka He Syaer
AOCTHTHYTO NOpaxKeHHe. YOSAUTECh, MTO AUCTANBLHBIA KOHYHK M €ro
NONIOXKCHHE B COCYyA€ BHAHO BO BpeMaA MAaHMIYMAUMA ¢ YCTpOHCTBOM
BREJCHUS.

IIponexypn 3aMen bl NPOBOAHHKA

BecnpoBoanas cHcTeMa

a. MeanenHo u3snexHTe NpoBOAHMK, CMeAA 38 JBHXEHHEM NPOBOAHMKA
N0/, PEHTTEHOCKONHEH,

6. BerasTe cnefylomuii NPOBOJMHEK B COOTBETCTBHH ¢ YKA3aHHAMHE B pasaene
«VHCTPYKIAH N0 NPHMEHEHHION,

Cuocob mapnedenns

Yerpolicrso A4 BBeJCHHA BHHHMACETCA IOCHE TOIO, KAK IPOBOJHMK
BolizieT B 000M0YKY MHTPOABIOCEPA MMM NPOBOAHMKOBEH Katetep. [locne
YCTAHOBKH HHTEPBCHUMOHHOIO MHCTPYMEHTA NPOBOJAHHK TOCTENEHHO
H3BJICKACTCA NPH PEHTTeHOCKONHH BMECTE C TOPKEPOM. 38TeM BHIBOOSAT
NIPOBOJHHUKOBHIH Karetep (CoeAMHEHHBH Y -KOHHEKTOPOM).

j. Track the interventional device over the guide wire while preventing
the guide wire from moving, and advance until the lesion is reached.
Ensure that the distal tip and its position in the vessel are visible during
interventional device manipulations.

Procedures to change the guide wire

Over-the-wire system

a. Slowly remove the guide wire while monitoring the guide wire
movement under fluoroscopy.

b. Insert the next guide wire in accordance with the direction in this
«Instruction for use» section.

Method of removing

The insertion tool is taken out after the guide wire penetrates into the
introducer sheath or guiding catheter. After the interventional
instrument is placed, the guide wire is gradually and slowly
withdrawn under fluoroscopy together with the torquer. Then the
guiding catheter (connected with Y Connector) is withdrawn.

Hudopmanus of ouncTke, A3HHPEKHHH H CTEPHIHEIALNR
MEeMHIHRCKOrO HJeAHd (AN CTepRARIYeMbIX H3aeaHil), mopsake
AcitcTBHt NpE HapymeHHH cTepHIbHON YNaKoBKR (S HIJEANHi,
IOCTARJISEMbIX B CTEPHIALHOM BHAE)

Information on cleaning, disinfection and sterilization of a
medical device (for sterilized products), the procedure in case of
package appears damaged (for sterilize products)

I'a30BBIM METONOM € NOMOIIGIO STHWIEHOKCHA Ethylene oxide
Texnngeckoe ofcayxunanne Maintenance
HenpuMenumo Not applicable.

OcHOBEBIE TEXHRYECKHE H PYHKIHOHAALHLIE XADAKTEPHCTHKH

Main technical and functional characteristics
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Tabnuua 1. TexHAvuecKHe Xa! MCTHKH NpoBoaHHKa nepudepuyeckoro / Table 1. Technical characteristics of Peripheral guide wire
Di e
(:;:) Effective . Tip Radiopaque
. +10% Length, Corte wire type/Tem . s:m KOHYEER Tip length/Zian | WeightMa length/Lansa
Variations/Bapnan / (cm) 25% Wire coating type/Tam 3(2.5~32) 173 @opua Ha cca PEHITCHOXOMTPACT
TH MCIONBERHY lllp‘lll 1 Dddexras CEPACTHHKA TIOKPSITHA NPOSONHMKA 25325 sh:: xomnxa | 0,3 rA403 HOI0 NOKPMTRA
mofass | 152 KA, : 6 (5.5~6.2) /6 HrAMKR =2 (cN)V 2 g +0.5 (ca)/ £ 0,5
() (o) £5% 5,562 2 (cm) (cm)
+10 % ¢ ¢
Peripheral guide
wire Shug Super-V
with a
polyurethane
sheath and
hydrophilic
coating, diameter
0.018 inches (0.45
mm), length 110
om, with a
composite cose,
length of the
S om, Struight i, | 0,018in
Mfﬂponmim (0,450 Polymer Jacket &
mm0,! . Hydrophilic/Tloauypera .
m 18 llOcc:IllO Co:.:g;meil(oum 1HOBAY 06OACUKS 1 3g3r Sumgh;fnpuno 15 ?uﬂs 1,02 § /S eu
rompermeeh | o o=y
THRpODHNBHEIN um)
NOKPLITHEM,
auamerp 0,018
uotiaa (0,45 uwm),
anana 110 cu, ¢
KOMDOSHTHEIM
COPACIHHKOM,
ANima
PeHTICHOKOHTPACT
HOTO NOKPMTHA 5
CM, KOHIHK
xectxocts 31, 15
oM
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Ay
0.018 inches (0.45
mm), length 150
em, with a
composite core,
length of the
radiopaque coating
3 om, m’f“:‘g’ 0.018in
w"mnw d (0.45 Polymer Jacket &

mad80 | <o om/150 | Composite/Komnosn | HYdrophilicTlomeypera StraightTlpamo | 15 cm/15

nepadepmecxaii
Shun Super-V ¢ l: oM THEIA CEPAETHHR mmoﬁol THOSER B 3ghr (] oM

nonHyperasosolt 045 HoXpLTIE

1.4 5 cm/5 oM

oflonoaxoli v
THAPCRHITLHMM
NOKPHTHEM,

asameTp 0,01
motiaa (0,45 mx),
annea 150 cu, ¢
KOMDO3SHTHMM
CEPRCTHRAROM,
AnHuHA
PEHTTEHOXOHTPACT
HOTO NOKPHITHA 5
CM, KOHHK
npanoi,
xecTkocre 3T, 15

0.018k
polyurethane (045 Polymer Jacket &

mm)0,0 200 cm/200 | Composite/Kounozu Hydrophilic/Tlonypera Straight/Tipmse | 15 cm/15

18 HOBax 0G0IOKA 1 3gi3r 2,05 5 cm/S o

0.018 inches (0.45
mm), length 200 (0,45 NOKpPHTHE
cm, with a
composits core,
length of the
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5 cm, straight tip,
stiffness 3 g, 15 ¢m
{ Ilposogunx

Shun Super-V ¢

obonoaxoit u
MpodHIREBM
MOKPATHEM,
auamerp 0,018
modisa (0,45 Mue),
anva 200 cm, ©
KOMIOAHTHNM
CEPCIHMKOM,
Iia
PeHTMeHOXOHTPACT
HOMO TOKPHTHA §
CM, KOHYIME

xecTROCTS 3 10, 15
M

guide
wire Shun Super-V
witha

coating,
0.018 inches (0.45
e | 0018in
— 0,45 Polyn.se.r Jacket &
lengthofthe | ™™¥00 | 306cm/300 | Composite/Komnoaw | HydrophilicTlomeypera StraightTlpaso | 15 em/15
radiopague coating 1 oM THb cepreuHnK Hosas oGoRouKa 3ghr it oM
S cm, straight tip, n(n;ﬁ;;a ruapodunsHoe

DIOKPHITHE

3,55 Som/Scum
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anusa 300 cN, ¢
EOMIIDIHTHRM
CEPACHHUKOM,
Anmua
PEHTTCHOROHTPACT
HOTO NOKPHITHA 5
CM, KOHIHK

ecTRoCTS 3 I, 15

oM
Peripheral guide
wire Shun Super-
Vi4 witha
polyurethane
sheath and
hydrophilic
coating, diameter
0.014 inches (0.36
mm), length 300
cm, with a steel
core, length of the
radiopaque coating
5 cm, angled tip,
stiffiness 3 g, 18 0.014in
cm/ Tpopoaumk 0,36 Polymer Jacket &
nepadepueckni | mm)0,0 . Hydrophilic/Tlomaypera
Shun SupenVide | 14 | 300omB00 | Singh/Cramuok o pr-——rh 331 Angledsorny | 18 cm/1§ 2,80 5 cn/$ ene
NOMHYPETaROBON motina CopIEHHHX ruapodwmLBOE oM
cbonouxoit u 0,36 TIOKPHITHE
MOPODHANBHEIM MM)

DIOKDPAITHEM,
Auamerp 0,014
mofina (0,36 Mn),
anuna 300 cu, co
CTAIBHEM
CCPACHHKOM,
IHHA
PEHTIEHOKOHTPACT
HOTO NOKPWTHA §
©M, XOHMHK
H3OTHYThiH,

xecrxocTb 3 1, 18

CM
Peripheral guide | 0.014in ) Polymer Jacket & :
wire Shun Super- | (035 | 00omA00 | Single/Cramnoll |y gopyijic/TIomuypera 3ghr Straightillpmeo | 18 c/13 2,63 5 e/ o
V14 with a mm)/0,0 CEPASIHMK Hopax ofonouxa u o
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polyurethane 14 FUIPOPHALHOE
sheath and moiiNa DOXPUITHS
hydrophilic (0.36
diameter

0.014 inches (036
mm), length 300
cm, with a steel

core, length of the

radiopaque coating
5 om, straight tip,

stiffness 3 g, 18 cm
/ Ilposoannx

nepifepHaeckuit
Shun Super-V14 ¢

o6on0uKol u
rEpogaTEHEM

NOKPEITHEM,
auametp 0,014
asofina (0,36 mm),
Amana 300 cu, co
CTAMBHEM
cepasuuazoM,
IHHa
PEHTIEHOXDHTPACT
HOTO NOKPMTHA 5
€M, XOHYAK

xecTROCTL 3 T, 18

Polymn.r Jacket &

coating,
: . HydrophilicTlonaypera .
0.018 inches (0.45 110 cn/110 Single/Cransno 6 u 6g/6r Sumghzl'lpmo

il | A0B | P raspodmmae
core, kl)‘ﬂl of the (0145 NOKPUITHS
radiopaque costing
3 om, straight tip,
stiffhess 6 g, 9 cm/

[posoganx
| |_nepudepireckuli

9 om/9 om
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hydrophilic
coating, diameter
0.018 inches (0.45
mm), length 150
cm, with a steel
core, length of the
radiopaque coating
3 om, straight tip,
stiffness 6 g, 9 cm/
Tlposoanux
nepadeputecxuit
Shun Super-V ¢
ANy peTaHoRO R
obomoxoli u
THAPOPWIMITEM
DOXKPHITHEM,
ananetp 0,018
mofina (0,45 MM),
nnuna 150 e, co
CTRITRHEIM
CepACTHMEOM,
IHHA
PCHITCHOKOHTPECT
MO0 NOKpHTHS 3

0.018in
0.45
mm)/0,0
18

0,45

150 em/150
oM

Single/Cranpuoi
CepueHMK

Polymer Jacket &
Hydrophilic/TTomyypera

6g/6r

Straight/TIpmuo
#t

9 cm9 cu

1,6

3em/3 o

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

21




CM, KOHYHK

xecTROCTH 6 T, 9
oM

Peripheral guide
wire Shun Super-V
witha
polyurethane
sheath and
hydrophilic
coating, dinmeter
0.018 inches (0.45
mm), length 200
cm, with a steel
core, length of the
radiopaque coating
3 cm, straight tip,
stiffncss 6 g, 9cm/ | 0.018in
mm: (0,45 Polymer Jacket &
nep! Hyeckuti | mm)/0,0 . . Hydrophilic/TTonuypera .
Stun SuperVs | 18 2000m/200 | Single/Cramboi HOEaz 0607109xa 6a/6r StalghVlipne | gcmmen | 2.1 3 om/3 on

[ONEY PETEHOBO! moliua A rEAPOQHIHHOC
oGonomxoi 0,45 DOKPHTHE
THIPOPHNEHEIM MM)
NOXPHTHEN,
Aunametp 0,018
motiva (0,45 mm),
amna 200 cu, co
CTA/IbHBHIM
CEPRSTHANOM,
AnnHa
PEHTTEHOXOHTPACT
HOIO [FOKPHITHS 3

Peripheral guide
wire Shun Super-V | 0.018in
with a (0,45 Polymer Jacket &

polyurcthanc mm)/0,0 o/ CramEo Hydrophilic/Tlomaypera .
. i 18 300 z:/SOO Shﬁpmm i nopaz obonosuxa u 6g/6r Stmgh:rlpum 9 cm/ oM 36 3emfAen
coating, diameter 045 NOXpsTHE
0.018 inches (0.45 NM)
[|__mm), length 300
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cm, with a steet
core, length of the
3 cm, straight tip,
stiffness 6 g, 9 cm/
IIpoBoanux

nepadepaTeexHi
Shun Super-V ¢
noaaypeTancsoit
obonouxol u
THAPOPUNBHLIM
DOKPRITUEM,
anametp 0,018
motiva (0,45 um),
ansna 300 cm, co
CTAbHMM
COPRETHAKOM,
ZUTHEA
PEHITEHOKOKTPACT
HOTO DOXPHITHS 3
€M, ROHIHK

npsnoii,
MecTxocTE 6 1, 9

2]
Peripheral guide
wire Shun Super-
V14 witha
polyurethane
sheath and
hydrophilic
coating, diameter
0.014 inches (0.36 | , O14in

mm), length 200 p
v |, 036 pline
core, length of the 13 200 co/200 Single/Cramsuoii o4 6 u
';‘mp' smighqn“ nntin_ € | mobiue o cepA rmapodunsHOoe
cm, t tip,
stiffness 6 g, 9 cm/ (:i'}‘ noKpaTE
IlpoBommumk

6/6r s"“""g”””" 9 cm/9 ox 192 3em/3 cu

Shun Super-V14 ¢

noJHypeTanoBoi
obonouxoii &

THAPODHIBHNM
no;
0,014
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motha (0,36 mm),
zmERa 200 oM, co
CTANBHEIM
CepACHHEKOM,
AnHHA
PEHTITEHOXOHTPACT
HOIO LOKPHITHN 3
CM, ROHUHK
npANOH,
RecTxocTE 6 1, 9

M
Peripheral guide

wire Shun Super-
V14 witha
polyurethane
sheath and
hydrophilic
coating, diameter
0.014 inches (0.36
mm), length 200
om, with a steel
core, length of the
radiopaque coating
3 cm, angled tip,
stiffness 6 g, 9 cm/
IIposopmx

nepisepumecxutt
Shun Super-V14 c
TIONHYpeTAROBOH
obonoaxoii u
rHAPO PRI HEIN
NOKPHTHEM,
auamerp 0,014
mpoitinag (0,36 uu),
amaua 200 oM, co
CTATLHEM
CEPACIHHKOM,
e
PEHITEHOROHTPACT
HOIO NOKpHTHY 3
CM, KOHUNK
HIOrHy TR,

XeCTKOCTH O 1, 9

CM
Peripheral guide

200 cm/200

Single/Cransnoii
CEPACIHHK

Polymer Jacket &

Rydrophilic/Tloanypera
Hopas ofonouxa n

6p/6r

Angled/Msoruy
THH#

9 cm/9 cM

3cm/Iom

wire Shun Super-

0.014in

(0,36

300 cm/300

Single/Cransnolt

Polymer Jacket &

Hydrophilic/Tlomiypera

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Angled/Hsorny

9 cm/9 cm

3,05

3camf3cm
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V14 with a
polyurethane
sheath and

hydrophitic
coating, diameter
0.014 inches (0.36
mm), length 300
cm, with a steel
core, length of the
radiopaque coating
3 cm, angled tip,
stiffness 6 g, 9 cm /

KPMHTHEM,
ananctp 0,014
moiima (0,36 }n),
amna 300 o, co

CTANRHEIN

_ CEPIETHMKON,
Anmana
PEHTICHOROHTPACT
HOIO DOKpRITHY 3
CM, KONYHX

AECTRCTR O T, 9
oM

mm)/0,0
14

0,3

Bosan ofonouxa u

THApOHALHOE
TOKPHTHES

Peripheral guide
wire Shun Super-
Vi4 witha
polyurethene
sheath and
hydrophilic
coating, diameter
0.014 inches (0.36
mm), length 200
cm, with a steel
core, length of the
radiopaque coating
5 cm, straight tip,
stiffness 3 g, 18 cm
/ Tiposonsux

0.014in
(0,36
mm)/0,0
4

(0,36

M)

200 cm/200

Single/Cransnoi

cepaeYHUK

Polymer Jacket &
Hydrophilic/[Tomsypera

3gfir

Stmigh;fﬂpnuo

18 em/18

Scm/Scm
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nepudepnaecxuit
Shun Super-Vid ¢
TIOTHY peTasoboi
ofonoxol B
reapoduITEHEM

MOKPMTHEM,
Anamerp 0,014
motina (0,36 ym),
amua 200 cu, co
CTR/IBHEIM
CCPACTHHKOM,
Amasa
PEHTICHORORTPACT
HOTO DOKPWTHA §
CM, KOHIHK

xecTracte 3 1, 18

N

Peripheral guide

wire Shun Super-
Viqwitha
polyurcthane
sheath and
hydrophilic

ing, diameter

coating,

0.014 inches (0.36
mm), length 200
cm, with a steel
core, length of the

radiopaque coating

5 cm, angled tip,
stiffness 3 g, 18

0.014in
0,36
mm)/0,0
14
nofima
(0,36
MM)

200 em/200

Single/Cranbuoit
CEpAEHHIK

Polymer Jacket &
Hydrophilic/Tlomsypera

Hosan ofonouixa 1
ruapogIILHOe
DOKPRITES

3ghAr

Angled/Msoruy

18 cv/i18

1,94

Som/5on
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HOTO NOKPMTHA 5
CM, XONTHK

H3OrHYTHIH,
axecTxocTE 3 T, 18

CM
Peripheral guide

wire Shun Fore
witha
polyurethane
sheath and
hydrophilic
coating, diameter
0.018 inches (0.45
mm), length 110
cm, with a steel
core, length of the
radiopaque coating
3 om, straight tip,
stiffness 3 g, 46 cm
/ lpoeogwex

motima (0,45 xom),
amna 110 cw, co
CTANLHMM
CEPACTHEKOM,
AnmEsa
PEHTTCHOXOHTPACT
HOI0 DOKpPLITHS 3
CM, KOHTHK
apsof,
EECTROCTR 3 1, 46

]
Peripheral guide

0.018in
045
om)/0,0
18

045

110 em/110
oM

Single/Cramuoii

Polymer Jacket &
Hydvophilic/ITommypera
Hosan oboIoaxa i

TIOKPHTHE

3gi3ir

Straight/TTpamo
&

46 cm/46

1,08

Scmf3cm

wire Shun Fore
witha
polyurethane
sheath and
hydrophitic
coating, diameter

0.018in
0,45
mm)0,0
18

045

0.018 inches (0.45

04)

150 cm/150
oM

Single/Cransuoit
CepALUHMK

Polymer Jacket &
Hydrophilic/Tlonuypera
HoBan 0b0oI0OTKE B
FHOPOGIUIEHOE
DOKPHTHE

3gfir

Sﬁaigh;ﬂlm

46 cm/46

L5

3 om/3 e

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

27




mm), length 150
cm, with a steel

core, length of the
radiopaque coating
3 cm, straight tip,
stiffness 3 g, 46
< [lposoarmx
nepagepuuecxnit

Shun Fore ¢
A0y peTanonoH
olonouxoil
THIPOGERL HEM
DOKPLTHEM,
amemetp 0,018
moitmMa (0,45 mm),
anusa 150 on, c0

CM, ROHINE

npasoit,
wecTxoeTs 3 1, 46

on
Peripheral guide

wire Shun Fore
witha
polyurethane
sheath and
hydrophilic
coating, diameter
0.018 inches (0.45 | 0.018in
mm), kength200 | (045

Polymer Jacket &
cm, with asteel | mm)/0,0 . Hydrophilic/Tlomaypera
core, length of the [ 18 | 200Sm200 | Single/Craniolt Ho82% 06ON0NXA B 3gr Straigh¥llpauo | 46 em/d6
radiopaque coating | agofima cepasd mapodgrntuoe
3 cm, straight tip, 045 TIOKpMWTHE
stiffness 3 g, 46 MM)
cmy/ IIposoamux
Shun Fore ¢
NONKY PETAROBOH
obonouxoif i
FHAPOYIILHEIM
DOKPEITECM,
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auanerp 0,018
meoiina (0,45 Mm),
amana 200 o, co

CTANBHRIM
cepacunuKOM,
ATHHA
PEHTTEBOXORTPACT
HOIO MOXPRITAN 3
CM, ROHTHK
npasioit,
xecTKOCTS 3 T, 46

oM
Peripheral guide

wire Shun Fore
with a
polyurethane
sheath and
hydrophilic
coating, diameter
0.018 inches (0.45
mm}, length 300
cm, with a steel
core, length of the
radiopaque coating
3 cm, straight tip,
stiffness 3 g, 46 cm
/ Tlposoasmk

Shun Fore ¢

ofionouxoli u
ruapodMIEuLIM
TIOKPMTHEM,
mpmseTp 0,013
molima (0,45 wmn),
amana 300 cu, co
CTANRHEIM
COPACUHNKOM,
AnMEA
PEHTTEHOKOHTPACT
HOro NOXpHTHA 3
CM, ROHYEK
PAMOI,
mecTeocTs 3 1, 46
M

0.018in
045
mm)A0,0
18

(0,48

300 cm/300

Single/Cransuoil

Polymer Jacket &
Bydrophilic/Tlomtypera
nHoBan 06onoaxa n
THApOjHILHOE
MOXPHITIE

3g3r

StraightTIpaso

46 cm/46

30

Jem3on
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Peripheral guide
wire Shun Super-
V14 witha
polyurethane
sheath and
hydrophilic
coating, diameter
0.014 inches (0.36
mm), length 300
cm, with a steel
core, length of the
radiopaque coating
3 cm, straight tip,
stiffness 6 g, 9om/ | 0.014in

Tlposozmmx (0,36
Bl | mm)0.0
Shun Super-V14 ¢ 14
DONKHYpeTAHOBOH
oSonouxoil n (0,36
THIpOGMNLHLIM MM)
NIOKPTHEM,
0.014
oiiva (0,36 mu),
anuna 300 cm, co
CTATLHWM
CEPACUHHEDM,
ANMHA
PEHTTCHOXOHTPACT
HOI'0 DOXpHTES 3
CM, ROMMHE
npamoi,
®EeTXOCT 6 T, 9

300 em/300 Single/Craasnoit

Polymer Jacket &
nosan oGoO9KE K

rEapopuIERHOe

6gér

9cm9cu 2,87 3 em/3 en

nepudepuyeckoro

CM
Tabmaua 2. Texuuueckne XapaKTEPHCTUKY NPOBOJHHKA

Table 2. Technical characteristics of the peripheral guide wire

HosepxHOCTR

BHeumHas nopepxHOCTh 3ddexTuBHOM
AMMHN HE  HMEeT  MOCTOPOHHHX
BKIIOYSHHN,

Baewnas noBepxHocTh pdekTuBHOM
IUIMHEL M3feMUA, BKMIOYAd JAUCTAIBHLIH
KOHYHK, A0/DKHA OTh

cBoOOZHA OT TEXHONOTHMYECKHX H

Appearance

The external surface of the effective
length of the device shall appear free
from extranecous matter.

The external surface of the effective
length of the device, including the
distal, shall be free from process and
surface defects, which could cause
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MOBCPXHOCTHHX JePeKTOB H NMPHIHHATD
MHMHHMAJIBHOE TPABMHPOBAHME COCYZOB
BO BPEMS HCIIONB3OBAHHA.

IIpoBOoAHKK HMECT NMOKpPBITHE, BHEWIHAA
NMOBEPXHOCTE HE  JO/MKHA  HMMETh
BK/IOYCHHS B BHAE (KANEAL XKHAKOCTHY.

trauma to vessels during use.

The guide wire is coated, the outer
surface must not have extrancous
matter in the form of «liquid drops».

He JOJDKEeH NoMaThcd, ociaberats UM
BBIXOZHMTH U3 CTPOS:

a) ;nobas 4acTb W3ENHA PACTATHBAETCA,
0) obHaxeHa OCTpas HIM NOTEHLHATEHO
TPABMATHYECKAS MOREPXHOCTH HALIOMA,
HIH

¢) modasa 4acThL M3ACNHE OTACNACTCA TAK, ITO
ee Henwids Oymer ymanETh | noche
HCIIOIL3OBaHUA

Kopposnonuas Meranmaeckne 4acTH U3Aeus He AOKHEL Corrosion resistance Metallic components of the device shall

€TONKOCTR HMETH NPU3HAKOB KOPPO3HH, RAKAIOme na show no signs of corrosion that affects
byuxunonuponanve n3nenuit functional performance or
6HONOTHYECKYIO COBMECTHMOCTE. biocompatibility test results.

PemmremxoaTpacTHocTs | IIpoBoanuk nepudepuueckuit Jomxed 6biTh Radiodetectability The peripheral guide wire shall be radio
PEHITEHOKOHTPACTHHM detectable

Henuranms Ilpy ucHEITAHMH B COOTBETCTBHH C Fracture test When tested in accordance with Annex

HA pajpymeHne IpunoxenueM F ISO 11070 nporoguux E of 1SO 11070, the guide wire shall

not fracture, loosen, or fail in such a
manner that

a) any section is left free to stretch,

b) A sharp, or potentially traumatic
fracture surface is exposed, or

¢) Any part of the device becomes
separated such that it would not be
removable by withdrawing the device
from use.
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HenpiTasns Ba mrnb [lpy HCOLITAHMM B COOTBETCTBHH C Flexing test When tested in accordance with Annex G
opunoxenreM G craggapra ISO 11070 in EN ISO 11070, the guide wire shalil not
MpPOBOAHHK He AOMKEH NOMATHCA, OcA80eBaTh fracture, loosen, or fail in such a manner
HIH BHIXOAMT: M3 CTPOS TAKHM o0paiom, that
91006RI: a) A sharp, or potentially traumatic fracture
a) ofHaxeHa OCTpas WIM NOTEHLMANBHO surface is exposed, or
TPAaBMATHYECKAS MNOBEPXHOCTL MEPENoMa, b) Any part of the device becomes
HIH separated such that it would not be
6) moban 4acTh HINENMN OTAENACTCS TAKHM removable by withdrawing the device from
ofpasoM, WTO ee Henmb3s OyZeT yJanuTs, use, or
BHTALIHE M3/CNHE NOCJE HCIONBIOBAHME, ¢) The coating of the guide wire show
HIH flaking,
) NOKPLITHE IPOBOJHHKA OTCIAHBASTCA.

OpousocTs cocAHACHHE Strength of union of

OPOKCHMBABHOTO n >10H proximal core wire and >10N

OHCTRLHONO  CerMEHTA distal core wire

CePACTHRKA

IIpourocTs COCANHCHHS Strength of core wire

CepACIHAKS POBOAHHKA >245H and cofl wire >245N

a ero o0on0uxn connection

Onacagse npEHajIexHOCTeH, MeIHIHECKAX B3Ae Bl e n3senui,
HO NPEAYCMOTPEHHEWIX IS
HCIIONKL3OBAHRA B KoMbEmamum ¢ 3aRB/JCHHBIM MEIHIHHCKHM

HEe SBIEOOIEICE MeJHMBECKHMH,

H3ge/THeM

Key accessories, medical devices or non-medical devices, to be
used in combination with medical device submitted for
registration

B xoMOHHaURMM ¢ 38ABJICHHEM MEJULMHCKHM H3ACAHEM MOTYT
HCIIOE30BATECA:

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

- Topkep - Torquer

- YeTpolicTBO AN BBeiCHHA NPOBOJHMKA - Insertion tool

- [IpopoguuKoOBLI KaTeTep - Guiding catheter

= Y remocTaTH4ecKH# KnanaH - Y Hemostasis valve
- lenapunusuposanneiit pusnonorudeckuii pacTeop - Heparinized saline
- KontpactHoe BemecTso - Contrast medium

ChefileHNS 0  JICKAPCTBEHHBIX CPEACTBAX BXOAGIRAX B COCTAB

Information about the medicines included in the medical device
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MEAHIHHCKON H3TeIHA

HenpuMenumo,

Not applicable.

Caegenns 0 MATEPHANAX KHBOTHOI'0/9e/I0BEeCKOT0 NPOACXOKACHHSR

Information about materials of animalhuman origin

Henpumenumo.

Not applicable.

YCNOBHA FKCIIAYATAINA MEJHIHHCKONO H3Ae us

Operating conditions of the medical device

Ycnosus npumeHeHun:
Temneparypa: 32-42°C

Operating conditions:
Temperature: 32-42°C

Yca0BES TPAHCNIOPTHPOBKH H XPAHEHHN MEAHIHHCKONO H3Ae/RY

Storage and transportation conditions

YCnoBHA XpaHeHHs ¥ TPaHCNOPTHPOBAHUA:
Temneparypa: 040 °C

Storage and transportation conditions:
Temperature: 0-40°C

Baaxuocts: <80% Humidity: <80%.

Bo spems TpancnopTipopku u3beraiite cMATHA Ipy3a, NPAMBIX comueHBIX | During transportation, avoid weight pressing, direct sunlight, rain and
nyueli, HAMOKAHHS OT A0KAA M CHEra, 8 TAKAKE BRICOKHMX TEMIIEPaTyp. snow soaking, and high temperature.

CocTan ynakoBkn Package contents

IlpuMep KOMIIIEKTa NOCTABKH B HHAMBHAYAIIbHON YIAKOBKE:

Ilposoauux nepudepuueckuii ¢ nonuyperanosoif obonoukol W ruapo-
¢unsHEIM nokpertHeM, auamertp 0,014 motiiva (0,36 MM), ananna 300 cm,
CO CTAIBHEIM CEPAECYHHKOM, J/IMHA PSHTTCHOKOHTPACTHOTO MOKPHITHA 5
CM, KOHYHK M30THYTHIH, 3 T, 18 cM — | wrT.

HucTpyxuma no npumeHerHIo — | wr.

An example of inner package content:

Peripheral guide wire with polyurethane sheath and hydrophilic
coating, diameter 0.014 inch (0.36 mm), length 300 cm, with single
core wire, radiopaque coating length 5 cm, curved tip, 3 g, 18 cm - 1
pe.;

Instructions for use - 1 pe.
Cpok roqHoCTH / ¢pOK IKCILUIVATAIMH Shelf life / Service life
3 rona 3 years
Ilopsaox  OCYWIeCTR/ICHHN YTHJHRIAOHH H  yHHuToxeHms | Disposal

MEARARCKOro AN

YTunusupyiiTe B COOTBEICTBMH C
PETHOHANBHBIMM HOPMAMHM.

Ilo HcTeyeHHN CpOKA FOZHOCTH WIH NpH HaJM4MUK JehexToB u3aeime
yranusupytor cornacHo CanlluH 2.1.3684, xnace A.

VTHNH3aluMA M3AeNMA, MMEBILIEN0 KOHTAKT ¢ OHONOrHYeCcKHUMH
KHAKOCTAMM, JODKHA MPOHCXOAMTE B COOTBETCTBHH ¢ TpeGOBaHUAMH
CanlluH 2.1.3684, knacc B.

NpHUMEHUMBIMH  MCCTHBIMH,

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.

Iepevens CTAHARPTOB, NPHMEBREMbIX NPOH3BOAHTEIEM

List of standards applied by the manufacturer of the medical

33
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MEQHITHHCKOr0 H3Ae/IHS

device

Ne | Oboanauenwe

Crangspt

Tpe6GoBaHHS K MEAMIMHCKHM H3ACIHEM
xareropun "CTEPHUJIBHBIE"- Yacts 1:

Ne

Applicable
standard code

Standards

1. | EN 556-1
TpeboBaHHA K MEAMUHHCKHM H3MCTHAM,
DOANICKAIMM PHHHILHOH CTeprAN3AUNH
2. | EN 1041 Wagenua  menauumuckne. Hugopmaius,

npeaoCcTapnacMal HIrOTOBHTCIEM

EN 556-1

Sterilization of medical devices-Requirements
for medical devices to be designated
“STERILE”—Part  1:Requirements for
terminally sterilized medical devices

3. | ENISO 15223-1

Hspenma  meanuuuckue - CHMBONN,
TIPHMEHAEMBIE npu MAapKHpPOBAaHHH
MENMIMECKMX H3AeMHil, HA ITHKETKAX H B
COTNpPOBOAMTENEHON AoKyMeHTaunu. Yacts
1: OcHoBHBE Tpebopanus

EN 1041

Information supplied by the manufacturer of
medical devices

EN SO 15223-1

Medical devices-Symbols to be used with
medical device labels, labelling and
information to be supplied. Part 1:General
requirements

4. | ENISO 11070

Hutpoapiocepn ~ O/HOKPAaTHOrO
MpHMEHEHHS CTepHnbHbE. TexHudeckue
TpeGOBAHHA 1 METOAM MCNBLITARAMN

ENISO 11070

Sterile single-use intravascular introducers,
dilators and guide wires

5. | ENISO 10993-1

OueHka GHONOrHIECKOro DelicTeua
MEIHUMHCKHX u3genutt— Yacrs 1: Onenxa

ENISO 10993-1

Biological evaluation of medical devices—
Part 1: Evaluation and testing within a risk
management Process

EN ISO 10993-4

Biological evaluation of medical devices —
Part 4: Selection of tests for interactions with
blood

EN ISO 10993-5

Biological evaluation of medical devices—
Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-7

Biological evaluation of medical devices—
Part 7: Ethylene oxide sterilization residuals

EN ISO 10993-10

Biological evaluation of medical devices—
Part 10: Tests for irritation and skin
sensitization

10.

EN ISO 10993-11

Biological evaluation of medical devices—
Part 11: Tests for systemic toxicity

11.

EN ISO 10993-12

Biological evaluation of medical devices—
Part 12: Sample preparation and reference
materials

TECTHpPOBAHHE B paMKax [ipouecca

YHpaB/ieHAs PHCKAMH

OueHxa Oxonoruueckoro AeHcTBHA
6. | ENISO 109934 MeaMuMHCKUX Magennd - Yacts  4:

Hccneponanus napenult,

B3ANMOACHCTBYIOIIMX C KPOBBIO

Onenka Ononorageckoro aeifictena
7. | EN1SO 10993-5 MESUMIMHCKAX WygenHdk - Yacte 5

HecnenopaHAS Ha  IMTOTOKCHYHOCTB:

METOARL in vitro

Onenka 6uonoruyecKkoro AeHcTBEL
3. | EN1SO 10993-7 MEIUIMHCKMX H3penuBh - Yaces 7:

OcTartouHoe CcOACpXAHHE 3THICHOKCHIA

NOCIIE CTEPUIHIAIHA

Ouenxa Guonoruvecxoro nelicreng
9. | EN1S010993-10 MEAHUMHCKMX M3jemali - Yacrs 10:

12,

ENISO 11135

Sterilization of health care products - Ethylene
oxide—Part 1: Requirements for development,
validation and routine control of a sterilization
process for medical devices
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Hccnenoranna

Pa3PAXKAIOLErD

CeHCHOMNU3APYIOWEro AeficTRHA

10.| ENISO 10993-11

Onenka

Hcenenopauns
nelcTRus

Ounonornmaeckoro
MEAUIHHCKMX MIACnHd -

AelicTBiA
Yacs

11:

06ImETOXKCHYECKOIO

11. | EN ISO 10993-12

Ouenka

GHoNOrHIecKoro
MEAMUHHCKMX HIIenMi -

neicTeng
‘Yacte 12:

[Iparoropncare npo6 H  KOHTPONBHbIC

obpasusl

12.| ENISO 11135

Crepunnauys Meauuusckoli opoayxuus -
Omunenokcun - Yactes 1: TpeGopanns x
paspafioTke, BATMAALME H  TEKYWEMY
YINPABACHUIO IPOLIECCOM  CTEPUNAAIUM
MEQMIMHCKHX H3ZenHi

13.| ENISO 11138-1

Crepann3alma MeAHMUMHCKON NPOAYKLUMH.
Buonoradeckue HHAMKATOPH. Yacte 1.

Obwne Tpebosanua

14.} ENISO 11138-2

Crepunnsanmus MefMUMHCKOH NPOXYKUMH.
Bnogoruveckne HHAMKATOpH. Yacte 2.

Buonornyeckue

HHIAMKATOPRL

CTEPUIMIANHUA OKCHAOM 3THICHA

A

15.] ENISO 11607-1

Vhnakopka N8 MEIHLHHCKHX wu3aennii,
nognexamux GUHUIMHOK CTepHIN3ALHH-
Yacts 1: Tpebopanua x MaTepHanaw,
aprepHEIM CHCTEMaM ANA CTEPHIH3ALMY H
YNAKOBOUHLIM CHCTEMAM

16.| ENISO 11607-2

VnakoBka I MEAHIHHCKMX H3JEITHH,
noanexanyx (UAEANIEON CTepRIH3aLMH-
Yacrs 2: TpeGopaHus K BaTHIAUMH
npoLieccoB (pOPMHPOBAHMA, I€PMETH3ALMH

B cBopkr

17.| ENISO 11737-1

Crepunuzauys  MEOHLHHCKMX  H3genuit-
Muxkpobuonoruyeckie Me1oas! - Yacrs 1:

13.

ENISO 11138-1

Sterilization of health care products —
Biological indicators — Part 1: General
requirements

14.

ENISO 11138-2

Sterilization of Health Care Products --
Biological Indicators -- Part 2: Biological
Indicators for Ethylene Oxide Sterilization
Processes

15.

ENISO 11607-1

Packing for Terminally Sterilized Medical
Devices — Part 1:Requirements for Materials,
Sterile Barrier Systems and Packaging
Systems

16.

EN1SO 11607-2

Packing for Terminally Sterilized Medical
Devices — Part 2:Validation requirements for
forming, sealing and assembly process

17.

ENISO 11737-1

Sterilization of medical devices -
Microbiological methods—  Part 1:
Determination of a population of
microorganisms on products

18.

ENISO 11737-2

Sterilization of health care products -
Microbiological methods - Part 2: Tests of
sterility performed in the definition, validation
and maintenance of a sterilization process

19.

EN ISO 14644-1

Cleanrooms and associated controlled
environments—Part 1: Classification of air
cleanliness

20.

ENISO 14644-2

Cleanrooms and associated controlled
environments—Part  2:Specifications for
Testing and Monitoring to Prove Continued
Compliance with ISO 14644-1 ISO 14644-
2:200

2L

EN ISO 14644-3

Cleanrooms and associated controlled
environments—Part 3:Test methods

ENISO 14644-4

Cleanrooms and Associated Controlled
Environments-Part 4:Design, construction and
start-up
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OueHka NONyNAIHH MMKPOOPTRHMIMOB HA
TIpOYKIMH

18.| ENISO 11737-2

Crepunusanns MeaHIMHCKOR OPOAYKLMH.
Muxkpobuonoruuyeckne meroas. Yacts 2.
Hcenkiranus HA CTEPHILHOCTD, IIPOBOXMMEIE
fpd  onpefeaeHHH,  BaNMJAIMH H
HOAAEPKAHMH NPOLIECCA CTEPHIN3ALHH

19.| ENISO 14644-1

YucThie NOMEMSHUA H CBA3AHHEIE ¢ HUMMK
KOHTponMpyeMsie cpensl- Hacrs 1;
Knaccnpuranus 9UCTOTM BO3AyXa Mo
KOHLICHTPALIHH YACTHIL

20.| EN ISO 14644-2

YHCTHIC MOMEIMEHHA H CRI3AHHLIC ¢ HAMH
KOHTpONHpYeMbe  cpeanl- Yacte 2:
Texymuli KOHTpONG IS NOXTBEPKICHHS
NOCTOSHHOIO  COOTBETCTBMR  HMCTOTH
BO3NYXA 0 KOHUEHTPALMH YaCTHIL.

21.| ENISO 14644-3

YncTsie NOMEIEHHUS H CRY3AHHBIE ¢ HHMH
KOHTpoAHpyeMuie cpensi- Yacts 3: Metoan
HensiTaunti

22.| ENISO 14644-4

HHCTRIE NOMELICHHA M CBAIAHHBIC ¢ HUMH
KOHTpoIMpyembie cpeam - Yacts 4:
IIpoexkTHpoBalHe, CTPOHTENLCTEO M BROJ B
IKCILTYATALUIO

23. | ENISO 14698-1

YncTeie nOMEICHHA H COOTBETCTBYIOLIME
KOHTpOnupyemsle  ycaoeus. Kontpons
YpPOBHS OHONOrMYECKOro  3arpA3HeHHA.
Yacts 1. Obue NpHHIMTLI H METORE

24.| ENISO 14698-2

HucTmie MOMEICHHA M COOTBETCTBYIOLHE
KOHTponupyeMble  ycaoBus. KoHTposs
ypopHs  OHOMOTHYECKOTO  3arpA3HEHHA.

Yacts 2. OneHxa H HHTEPIPETAUMA AAHHBIX
10 GHONOTHYECKOMY 3arpA3HEHHIO

Cleanrooms and associated controlled

23.| ENISO 14698-1 environments. Biocontamination control.
General principles and methods.
Cleanrooms and associated controlled
environments. Biocontamination control.
24.| ENIS0 14698-2 Evaluation and interpretation of
biocontamination data
Medical devices - Application of risk
25.| ENISO 14971 management to medical devices
Packaging - Distribution packaging --
26.| ENISO 780 Graphical symbols for handling and storage of
packages =
Infusion equipment for medical use— Part 4:
&7-| EN IS0 83364 Infusion sets for single use, gravity feed
Clinical evaluation: a guide for manufacturers
28.| pieDDEV. 271 | ang notified _bodies _under  directives
’ 93/42/EEC and 90/385/EEC
Medical devices - Quality management
29. | ENISO 13485 systems - Requirements for regulatory
purposes
30 MEDDEV 2.12-2 | Post market clinical follow-up studies: A
" | rev.2 guide for manufactures and notified bodies
31 MEDDEV 2,12-1 | Guidlines on a medical devices vigilance
" rev.8 system
32.| MDD 93/42/EEC | Medical Device Directive_
13.| GOST 20790-93 Medical  instruments, apparatus and

equipment. General specifications
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25.| EN ISO 14971

Hanenna MeauwUMHCKHE - TIpnmenenne
MCHCIKMEHTA PHCKA K MCIAHIHHCKHM
H3OCNRAM

26. | ENISO 780

Ynaxobpka — [Iuctpubnioropckas ynakoBka -
I'padayeckne cumBonml ana obpaGorku M
XpaHeHHS YTIAKOBOK

27.{ ENISO 8536-4

HUndyanoHHoR ofopyaoBaHne ana
MeQMLHHCKOrO npHMeHeHna - Yacts 4:
Hudysnonnsie HabOpH AN OZHOPA3OBOTO
HCMOIB3OBAHNA, IPABHTALIHOHHAN [IOAAYA

K)mBMgeckas OLEeHKa: PYKOBOACTBO Jns

28 MEDDEYV 2.7/1 npompBopuTeneli ¥ YNONHOMOYEHHBIX
" | Rev.4 OpraHoB B COOTBETCTBHH C JUPEKTHBAMH
93/42/EEC u 90/385/EEC
Hanenus MeAHLHCKHE- CHcTeMBI
29.| ENISO 13485 MeHe/DKMeHTa kauecTBa- TpeGosauua ans
tenefl pery HpoBaHus

KnuHuveckue HccneRoBaHHA cacayoinne

32. | MDD 93/42/EEC

30 MEDDEYV 2.12-2 NOCAe MApPKESTHHIA! PYKOBOACTBO juid
" | rev.2 OpOM3BOAMTENEH M YIOTHOMOYEHHRIX
ODPraHoB
31 MEDDEY 2,12-1 PexoMEHAAUMH N0 CHCTEME KOHTPOAA 34
" | rev.8 MEAMLMHCKHMH YCTpolicTBaMB
Jupexruba no MeXHIHHCKOMY
ofopynopannio:  Jlupextusa  Cosera

93/42/EEC, xacalOlascl MEIEIMHCKUX
YCTpOICTB, BXIOYAR BCE HONPABKH

Ipudopet, anmapatet ¥ ofopyaoBanne

Shunmei Medical Co., Ltd («LLlynmeit Meaukan Ko., Jita», KHP)
Tenedon: 0086-0752-3306949

33.] 'OCT 20790-93 MepuupHckine, OOmHe — TexHHYSCKHE
YCNOBHA
I'apanThitunie 0o68327TeabCTES ‘Warranty
IIpon3BoguTEND: Manufacturer:

Shunmei Medical Co., Ltd
Telephone: 0086-0752-3306949
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ANeKTPOHHbIN aapec: norafi),shunmed.com

FOpuanuecknii agpec: 3rd Floor and R401 of building B, No.8 of 1st
Jinlong Road, Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China

YNOMHOMOYEHHbI NPeaCcTaBUTE b:

000 «LNC3»

TenehoH: +7 (495) 798-01-60

AneKTpoHHbIN aapec: office@hscmail.pro

KOpuanueckuii agpec: 127473, r. Mocksa, yn. CenesHeBckas, 4. 11A, cTp.

2, at/kom/ot 2/30,32/232

CpOK coxpaHeHus CTepunbHOCTY 13genus - 3 roga

Peknamauus

[Mpou3BoauTeNb:

Shunmei Medical Co,, Ltd («LLlynmein Megmkan Ko., ita», KHP)
TenethoH: 0086-0752-3306949

ANeKTPOHHbIN agpec: noraftr’shunmed.com

FOpuanueckuii agpec: 3rd Floor and R401 of building B, No.8 of 1st
Jinlong Road, Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China

YNONHOMOYEHHbIA NPeACTaBUTESb:

000 «LUNC3»

TenegoH: +7 (495) 798-01-60

AneKTPOHHbIN aapec: office@hscmail.pro

FOpuanueckuii agpec: 127473, r. Mocksa, yn. CenesHeBckas, A. 11A, cTp.

2, at/Kom/ogh 2/30,32/232

Email address:nora/".shutimed.com

Legal address: 3rd Floor and R401 of building B, No.8 of 1st Jinlong
Road, Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China

Authorised representative:

LLC «HSC»

Telephone: +7 (495) 798-01-60

Email address: office@hscmail.pro

Legal address: 127473, Moscow, Seleznevskaya st, 11 A, building 2,
floor/room/office 2/30, 32/232

Shelf life - 3 years

Reclamation

Manufacturer:

Shunmei Medical Co., Ltd

Telephone: 0086-0752-3306949

Email address:norafrrishunmcd.com

Legal address: 3rd Floor and R401 of building B, No.8 of 1st Jinlong
Road, Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China

Authorised representative:

LLC «HSC»

Telephone: +7 (495) 798-01-60

Email address; office@hscmail.pro

Legal address: 127473, Moscow, Seleznevskaya st, 11A, building 2,
floor/room/office 2/30, 32/232

PacLumMdpoBKa CUMBOMOB, NPUMEHSAEMbIX NPU MapKNPOBKe MeAnUMHCKOro nsgenua/Explanavon of symbols used in labelling the medical

device

Caution/OcTopoxxHO

' Batch code/Kog naptimn
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Keep dry/He fonyckatb BO3ae/CTBIS Briarut

Non-pyrogenic/AnmporeHHo



REF

«J

20j

Do not re-sterilize/He cTepunnzosaTb NOBTOPHO

Use by date/Mcnonb3oBaTb Ao

Sterilized by ethylene oxide/Ctepunuzaums
OKCWJOM 3TWeHa

Catalogue number/Homep no Katanory

Manufacturer/3rotoBuTtenb

Temperature limit/TemnepaTypHbIii fuanasoH

CE Marking/MapkupoBka CE

KonunuecTBo usgenuii B ynakoBke - 1/Quantity
of medical devices in the package -1

KonuuectBo n3genuii B ynakoBke - 20/ Quantity

of medical devices in the package -20

[JaTa BbInycKa 1y nepecmoTpa UHCTPYKLMM

27.05.2024
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Do not use if package is damaged and consult instructions
for use/He ncnonb3o0BaThb, NPU NOBPEXLEHNM YNAKOBKUN 1
06paTUTLCA K MHCTPYKLUUN M0 NPUMEHEHUIO

Do not re-use/3anpeT Ha NMOBTOPHOE MPUMeHeHMe

Date of manufacture/[lata n3rotoBsieHUs

Consult instructions for use or consult electronic
instructions for use /O6paTnTeCb K MHCTPYKLUMA NO
NPUMEHEHMIO TN K UHCTPYKLMKN MO MPUMEHEHNIO B
3M1EKTPOHHOM BUAE

Keep away from sunlight/He gonyckaTb B0O34eicTBMS
CO/IHEYHOr 0 cBeTa

Authorized representative of European
Community/¥Y nosIHOMOYEeHHbIV NpeACTaBUTE b B
EBponeiickom CoobuiecTse

Notified Body ID number/aeHTUHNKaLMOHHbIV HOMEP
YMO/IHOMOYEHHOr 0 opraHa

KonunyecTBo nsgenuii B ynakoBke —10/ Quantity of
medical devices in the package -10

Date of issue or revision of instructions
27.05.2024



MepeBoq G aHIMUACKOTO U KMTANCKOro ASHIKOB HA PYCCKUA A3LIK

CEPTUOUKAT

/nozomun/
KKCPMT

Kuratickn#i koMuTeT COAeHCTBHA Pa3sBUTHIO MEXAYHAPOJHOM TOProBiIn
Topropo-npoMhinUIeHHAa nanara Kuras
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02195530

Jlorotan «KKKCPMT»

Karalicknill koMBTET cogelicTBHS PAIBHTHIO MeAAYERPOXHON TOProBIH
Toproso-npoMuInUICHHAS HANATA KuTan

/QR-x00/

CEPTHOHUHKAT

Ne 244403A0/026673

Hevars:

KHTAUCKHHA KOMHUTET COQEHCTBHA
PA3IBHTHIO MEXIYHAPORHON
TOPIOB/IH

CEPTHOHKAT

KKCPMT

(24)

HACTOSIIHNM Y AOCTOBEPAETCS, YTO: negars xoMmnanuu «Illyamet Memaxan Ko. Jta.» ua
npunaraeMoM JIOKYMEHTE sBiserca noymaHo#H.

[legars:
KKCPMT
CEPTHOHKAT

(24)

KUTAHCKHH KOMUTET COAEACTBUSA

PA3BHUTHUIO MEXIYHAPOIHON
TOPI'OBJIA

Ilcuats:

KHTAHCKHIT KOMHTET COQENCTBHA
PA3BHTHIO MEXXIYHAPOIHOH TOPTOBIH
CEPTH®HKAT
KKCPMT

(24)
Inodnucw/

Iommces ynonHoModenroro mana: Xy Ha
Jara: 29 max 2024 1.,

BeG-caliT ans nposepku ceprauduxara: hitp://www.rzccpit.com/validate.html
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! Coraaconasio

«Illyameit Meauxan Ko. JIza.» (Shunmei Medical Co., Ltd)
Opramnanmms

3-it arax u R401 3nanue B, Ne 8 1-i aoporn L[3annays,
NpoMBIIUIcHHAn 30Ha Baonyn, pation Jlyaran, Il>asoxsss
518116, I'yanpyn, Kurait

Anpec

TenepantuLlil HPexTOp
JomxBocts

Ty UxoHBI3HHD
DaMuRHN, HNI
27.05.2024 r.

Jara IAMMITIT

Inodnucel
Tloamcs

IMegars:
«LLIVHMEH MEJTHKAJI KO. JITH. » (SHUNMEI MEDICAL CO.,
LTD) * LIDPHbDKIHD, KHTAH

HecTpyxuns 0o NPpEMCHEHHIO
«lIpoBoaunxk nepudepnuecknii Shunmei B BApHAHTAX HCNIONHEHHA»

2024
[Iegats:
KHTAHCKHI KOMHTET CONEHCTBHA PAIBUTHIO
MEXIVHAPOTHOA TOPIOBITH
CEPTH®OHKAT
KKCPMT

29
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MepeBog AaHHOrO TeKCTa cfeslaH MHO, NepeBoOg4YNKOM Y nbbalieBoin @aTumoin BnagmncnaBoBHON.

Poccuiickaa ®egepaymsa
Nopos MockBa
Ce,quoro aBrycrta ABe TbiCAYMN ABaALaTb YETBEPTOro roga

A, FOpakoBa [uaHa LLIeBKETOBHa, BPEMEHHO WCMOMHAKLWas 0653aHHOCTM HOTapuyca
ropoga Mocksebl Kopcuk Mapun AnekcaHApOBHbI, CBUAETENLCTBYHO MOA/NMHHOCTL MOAMUCK
nepeBoAunka Y nobalueson Patumbl BnaancnaBoBHbI.
Moanuck caenaHa B MOeM MPUCYTCTBUMN.
JInyHoCTL NoANMcaBLLEr0 LOKYMEHT yCTaHO M eHa.
3aperucTpupoBaHo B peecTpe: Ne 77/2139-77-2024-
YnnayeHo 3a coBepLleHne HoTapuanbHoro/geinctems: 400 py6. 00 kon.
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