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Shunmei Medical Co., LTD

® Of building B,No.8 of 1st Jinglong Road, Baolong Industrial
I S h u n m et Zone, Long Gang District,518116 Shenzhen, Guangdong China.
Tel: +86 0752-3306949

Email: nora @shunmed.com web: www.shunmed.com
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Product: Intravascular micro guidewire kit Shunmei in variants

Document: Instructions for Use e

The document will eventually be given to the HEALTH SYSTEMS -

KNOWLEDGE CENTER LTD, which is used for registration of Intravascular

micro guidewire kit Shunmei in variants in Russia finally.

We, Shunmei Medical Co.,Ltd, hereby declare that the information on the cover

page ofthe document is true.

Shunmei Medical Co.,LTD
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Shenzhen, Guangdong, China
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Ha MeaVUMHCKoe nfenve: «Ha6op MMKPONPOBOAHMKA BHYTpUeOCyAncToro Shunmei, B BapraHTax
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Instructions for Use

for medical device: «Intravascular micro guidewire kit Shunmei in variants»
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1. HanMeRoBaHN¢ MEARIHECKOT0 HAACAHS

1. Name of the medical device

I Habop MExponpoBozHuka BEyTpHCOCYmucTOro Shunmei, B BapragTax
HCTIQTHCHHA:

1.Habop MHKpOMpOBOAHMKA BHYTpHCOCYAHCTOrO Shunmei,
Traverse, THIOpa3MepHI:

1.1 Habop mmxponpoBoaHHKa BHyTpucocyaucToro Shunmei, Shun
Traverse, nnuna 200 cM, amamerp 0.014 moiiva (0,36 MM), KOHTHK
- (Epsmoii: Seft, B-cocrane:

1.1.1 Muxponposoaauk BHyTpHcocyaARcTRIH Shun Traverse, xmana 200
cM, anameTp 0.014 moiima (0,36 vm), xoHHK npaMoii: Soft — lmrr.

1.1.2 Topxep—1 mr.

1.1.3 Huctpyment s eencuua, ananerp 0.036 moitma (0,92 mu) — 1
mr.

1.1.4 HacTpykis no npuMeHEHHIO — 1 mT.

1.2  Habop muKponposogHAKa BHYTpHCOCYAuCTOro Shunmei, Shun
Traverse, wmua 200 cM, auamerp 0.014 mofima (0,36 MM), KOHUHMK
npaMoii: Support, B cocTase:

1.2.1 Muxponposogauk BHyTpHCOCYaHCTEIH Shun Traverse, ymma 200
oM, auameTtp 0.014 profima (0,36 MM), korInK npaMoii: Support — 1nrr.

1.2.2 Topkep — 1 mr.

1.2.3 HuctpymMeHT pix BBeACEAR, AuaMeTp 0.036 moiiMa (0,92 mm) — 1
LT,

1.2.4 Hrcrpyxnms 1o NpHMEHEHHIO — 1 miT.

Shun

1.3 Habop MHKpONpOBOAHHKA BHYTpHCOCYmHCTOro Shunmei, Shun
Traverse, amana 300 cm, muamerp 0.014 molima (0,36 MM), KOHYHK
npamMoii: Soft, B coctase:

I Intravascular micro guidewire kit Shunmei in variants:
1. Intravascular micro guidewire kit Shunmei, Shun Traverse, standard
sizes:

1.1 Intravascular micro guidewire kit Shunmei, Shun Traverse, length
200 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Soft, consists of:

1.1.1Intravascular micro guidewire Shun Traverse, length 200 cm,

1 dianiéter 0.014 inch (0.36 mm), Straight Tip, Soft — 1 pc.

1.1.2 Torquer — 1 pc.
1.1.3 Insertion tool, diameter 0.036 inch (0.92 mm) — 1 pe.

1.1.4 Instruction for use — 1 pc.

1.2 Intravascular micro guidewire kit Shunmei, Shun Traverse, length
200 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support, consists
of:

1.2.1Intravascular micro guidewire Shun Traverse, length 200 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support — 1 pc.

1.2.2Torquer - 1 pc.

1.2.3 Insertion tool, diameter 0.036 inch (0.92 mm) — 1 pc.

1.2.4Instruction for use — 1 pc.

1.3 Intravascular micro guidewire kit Shunmei, Shun Traverse, length

300 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Soft, consists of:

2
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1.3.1 MuxponpoBoauux HyTpucocyaucTaiii Shun Traverse, suna 300
cM, auametp 0.014 miofiMa (0,36 MM), KoHIHK npaMoii: Soft — 1mr.

1.3.2 Topkep — 1 mr.

1.3.3 HucrpymeHT Ana BeeacHu, auametp 0.036 moiima (0,92 Mm) - 1
IT.

1.34 MHucrpyxuns no npuMeReHuHio — 1 mT.

14 Halop MMKponpoBOgHMKA BHYTpHCOCYAHMcToro Shunmei, Shun
Traverse, mnuna 300 cM, auamerp 0.014 motima (0,36 MM), KoHIHK
npamoil: Support, B cocTase:

1.4.1 Muxponposogauk BHyTpHCOCYmMcTHI Shun Traverse, mmana 300
o, araMertp 0.014 mrotiva (0,36 mm), koHaHK npamoit: Support — 1 mr.
14.2 Topkep -1 o,

14.3 HuctpymMenT a4 ssesckns, anamerp 0.036 moiiva (0,92 M) - 1
mT

144 Huctpyxuna no mpuMeresmio — 1 mr.

2. Ha6op MHKpONpOBOAEWKA BHYTPHCOCyMcTOre Shunmei, Shun
Syncess, THIIOpa3MEpHI:

21 Ha6op MuKponmpoBogHHKE BHYTpHCOCcyAaucToro Shunmei, Shun
Syncess, anuHa 200 cM, auamerp 0.014 moiiMa (0,36 mMMm), KOHURK
npaMoit: Soft, B cocrase:

2.1.1 MuxponpoBomHuK BEYTpHCOCYAHCTEIE Shun Syncess, 1mna 200
om, mamerp 0.014 moiiva (0,36 M), koHIHK npamoif: Soft — 1 .

2.12 Topkep- 1 mr. ‘

2.1.3 Hactpyment ans sBefenns, suamerp 0.036 moiima (0,92 mm) — 1
T,

1.3.1Intravascular micro guidewire Shun Traverse, length 300 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Soft - 1 pc.

1.3.2Torquer - 1 pc.

1.3.3 Insertion tool, diameter 0,036 inch (0.92 mm) - 1 pc.

1.3.4 Instruction for use — 1 pc.

1.4 Intravascular micro guidewire kit Shunmei, Shun Traverse, length
300 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support, consists
of:

1.4.1Intravascular micro guidewire Shun Traverse, length 300 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support -1 pc.

1.4.2 Torquer - 1 pc.

1.4.3 Insertion tool, diameter 0.036 inch (0.92 mm) - 1 pe.

1.4.4 Instruction for use - 1 pc.

2. Intravascular micro guidewire kit Shunmei, Shun Syncess, standard
sizes:

2.1 Intravascular micro guidewire kit Shunmei, Shun Syncess, length 200
cm, diameter 0.014 inch (0.36 mm), Straight Tip, Soft, consists of:

2.1.1Intravascular micro guidewire Shun Syncess, length 200 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Soft - 1 pc.

2.1.2 Torquer — 1 pc.

2.1.3 Insertion tool, diameter 0.036 inch (0.92 mm)- 1 pe.

2.1.4Instruction for use — 1 pc.
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2.14 HHCTpyKIMI N0 TPUMEHEHHIO — | T,

22  HaSop mMuxpompoBofHMKa BHYTPHCOCYAHCTOro Shunmei, Shun
Syncess, ymana 200 cM, amamerp 0.014 moiiMa (0,36 MM), xOHYMK
npaMoif: Support, B cocTase:

22.1 Mnuxponposomauk BEyTpicocyaucThili Shun Syncess, amuna 200
cM, paametp 0.014 moiima (0,36 MM), xorMK npamoii: Support — 1 mT.
222 Topxep— 1 m.

| 223 “Hncipyment ans ppencrns, qaamerp 0.036 moibaa (0,92 sy~ T
IIT,

224 Hacrpyxiuua o npEMeHeRHio — 1 mr.

23  Habop MukpompoBoAHHKa BHYTpHcocymucToro Shunmei, Shun
Syncess, wmua 300 cM, auamerp 0.014 awiima (0,36 MM), KoEaMK
npamoii: Support, B cocTase:

23.1 MuxponpoBogHuK BHyTpHCOCYAMCTEI Shun Syncess, ;ymma 300
oM, auametp 0.014 moiima (0,36 MM), xoHunk npsmoii: Support — | mT.
232 Topkep— 1 mT.

233 Hucrpyment ans seaenus, maamerp 0,036 moiima (0,92 mm) - |
oT.

234 HucTpyKumA 0O NpHMEHeHMIO — | mT.

24  HaSop muxpompoBOmEMKA BHYTpHcocyaucToro Shunmei, Shun
Syncess, mmna 300 cM, mmamerp 0.014 molima (0,36 MM), xomaHK
npamoit: Soft, B cocTase:

24.1 MuxponpoBoHEK BHYTpHCOCYAMCTRIH Shun Syncess, mmsa 300
cM, aaametp 0.014 moiima (0,36 mu), xoruk npamoii: Soft — 1 mr.

24.2 Topkep— 1 mr.

" 2.2.4Insfroction foruse = Tpe. ™

2.2 Intravascular micro guidewire kit Shunmei, Shun Syncess, length 200
cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support, consists of:

2.2.1 Intravascular micro guidewire Shun Syncess, length 200 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support— 1 pc.

2.2.2 Torquer — 1 pc.

2.2.3 Insertion tool, diameter 0.036 mch(o 92 mm) Ipc

2.3 Intravascular micro guidewire kit Shunmei, Shun Syncess, length 300
cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support, consists of:

2.3.1Intravascular micro guidewire Shun Syncess, length 300 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support — 1 pc.

2.3.2 Torquer - 1 pc.

2.3.3 Insertion tool, diameter 0.036 inch (0.92 mm) - 1 pc.

2.3.4 Instruction for use — 1 pc.

2.4 Intravascular micro guidewire kit Shunmei, Shun Syncess, length 300
cm, diameter 0.014 inch (0.36 mm), Straight Tip, Soft, consists of:

2.4.1Intravascular micro guidewire Shun Syncess, length 300 cm,
diameter 0.014 inch (0.36 mm), Stmght Tip, Soft -1 pc.

24.2Torquer — 1 pc.

2.4.3 Insertion tool, diameter 0.036 inch (0.92 mm) — 1 pc.
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24.3 Huctpyment s eeenesns, muamerp 0.036 moiima (0,92 ya) - 1
mT.
244 MHacrpyknud 0o npuMeHeHuio — 1 mrr.

3. Hafop MMKpONpOBOAHHKA BHYTpHcOCYAHcTOro Shunmei, Shun
Tranpass, THIOPa3MEpH:

3.1 Habop MHKpONpOBOAHWKA BHyTpHcocyAHcToro Shunmei, Shun
Tranpass 200, mna 200 oM, auamerp 0.014 mroiiva (0,36 MM), XOHURK
npaMoii: Support, B cocTase:

3.1.1 Muxponposoguuk BHyTpucocymmcThii Shun Tranpass 200,
mnwna 200 cM, maameTp 0.014 moiima (0,36 MM), KOHMHK npAMOoii: Support
-1 mr.

3.12 Topkep— | m.

3.1.3 Huctpyment ans esenenus, auamerp 0.036 molima (0,92 mm) — 1
T,

3.1.4 HucTpyKUMA N0 APEMEHEHMIO — | T,

32  Halop MExponpoBogHMKa BEyTpHCOCyAucToro Shunmei, Shun
Tranpass 200, amua 200 cM, auamerp 0.014 moiiMa (0,36 MM), KOHIHK
npamoii: Soft, B cocrame:

3.21 Muexponposoguuk BHyTpHcocymucThif Shun Tranpass 200,
anena 200 oM, maamerp 0.014 moitma (0,36 MM), xoramk npamoii: Soft —
1 orT.
322

3.23

1
3.24

Topkep — 1 mT.
Unctpymenr ang seeacHun, guamerp 0.036 moiiMa (0,92 mm) - 1

Huclpymmano'npmenenmo— 1 mr.

2.4.4 Instruction for use — 1 pe.

3. Intravascular micro guidewire kit Shunmei, Shun Tranpass, standard
sizes:

3.1 Intravascular micro guidewire kit Shunmei, Shun Tranpass 200,
length 200 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support,
consists of:

3.1.1 Intravascular micro guidewire Shun Tranpass 200, length 200 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support — 1 pc.

3.1.2 Torquer — 1 pec.

3.1.3 Insertion tool, diameter 0.036 inch (0.92 mm) — 1 pe.

3.1.4Instruction for use - 1 pc.

3.2 Intravascular micro guidewire kit Shunmei, Shun Tranpass 200,
length 200 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Soft, consists
of:

3.2.1 Intravascular micro guidewire Shun Tranpass 200, length 200 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Soft — 1 pe.

3.2.2 Torquer — 1 pc.

3.2.3 Insertion tool, diameter 0.036 inch (0.92 mm) — 1 pc.

3.2.4Instruction for use — 1 pc.
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33  Hafop MMKPONPOBOQHHKA BHYTpHCOCyamcToro Shunmei, Shun
Tranpass 300, puma 300 cM, auamerp 0.014 moiima (0,36 Mm), koHIHK
npsaMoii: Support, B cocTaBe:

3.3.1 Muxponposogank BHyTpHcOcymucTRiE Shun Tranpass 300,
Amna 300 o, muamerp 0.014 moiima (0,36 M), KoHmHK npamoti: Support
-1 mm.

332 Topkep—1mr.

333 HMuctpyment ans speacuK4, auamerp 0.036 moiiva (0,92 mm) - 1

WT.
3.3.4 MHucrpyxuus mo npuMeHeHmio — 1 wr.

34  Habop muxponpoBomHHKa BHyTpaEcOcymucToro Shunmei, Shun
Tranpass 300, anuua 300 cm, muametp 0.014 mokima (0,36 MM), KOHIMK
npsimoii: Soft, B cocrape:

34.1 MuxponposomuKk BHYTpHcOCYMCTHH Shun Tranpass 300,
amna 300 oM, auametp 0.014 mroiima (0,36 MM), KoHUMK npamoii: Soft —
1 o,
342
343
IOT,
344

Topkep — 1 mrT.
HuctpyMenr ans seenenns, auamerp 0.036 moitma (0,92 mm) — 1

HucTpyxius mo npuMeHeHmio — 1 mt

Hanee — MeauuuHCKoe H3seme (MH), HaGop MAKpONpOBOAHUKS, HaGop,
H3ZIeNHE, IPOBOJHHK, MUKPONIPOBOJHHK.

3.3 Intravascular micro guidewire kit Shunmei, Shun Tranpass 300,
length 300 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support,
consists of:

3.3.1 Intravascular micro guidewire Shun Tranpass 300, length 300 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support ~  pe.

3.3.2Torquer - 1 pc.

3.3.3 Insertion tool, diameter 0.036 inch (0.92 mm) - 1 pc.

3.3.4Instruction for use — 1 pc.

3.4 Intravascular micro guidewire kit Shunmei, Shun Tranpass 300,
length 300 cm, diameter 0.014 inch (0.36 mm), Straight Tip, Soft, consists
of:

3.4.1 Intravascular micro guidewire Shun Tranpass 300, length 300 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Soft ~ 1 pc.

3.4.2Torquer - 1 pc.

3.4.3 Insertion tool, diameter 0.036 inch (0.92 mm) - 1 pc.

3.4.4 Instruction for use — 1 pc.

Next — a medical device (MD), a micro guidewire kit, a kit, a device, a
guidewire, a micro guidewire.

2.HaznaueHne MEANIHHCKOTO B IC/IHE

2. Purpose of the medical device

Habop npeanasHate s o6mero BHyTPHCOCYAHCTOrO HCTIONBSOBAHMA,
BKAIOYAS COCYARl HepBHOH cHcTembl. HaGopoM MHKpONpOBOZMHKA
MOXHO ynpaBnate, 4YT06s! ofneranwTs BHOOpOTHOE pasMemeHne
AHAIHOCTHYECKHX HIH TEPANCBTHYCCKHX KATETepOB. ITO HIACHHE HE

The kit is intended for general intravascular use, including the neuro
vasculature. The micro guidewire kit can be steered to facilitate the
selective placement of diagnostic or therapeutic catheters. This device is

6
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NPCAHASHAYCHO 1A HCTIONL3OBAHHA B KOPOHAPHLIX apTOpHAX.

3. Hoxkazanms

3. Indications

Habop npeanaszHadeH s o6mero BHYTPHCOCYAMCTONO HCIIONB30BAHHA,
BKTIOMaA COCYAR HepeHo# cncremu. HaGopoM MHKpONpOBOAHHKA
MOXHO YHpaBRnaTh, 4rodm obmerwurs BmbopouHoe pasMelieHue
OMATHOCTHYECKHX WIH TepalneBTHYCCKHX KATETEpPOB. JTO HIACHME HE
TIpeHA3HAYCHO 115 HCOIL30BaHHA B KOPOHADHEIX apTepudX.

The kit is intended for general intravascular use, including the neuro
vasculature. The micro guidewire kit can be steered to facilitate the
selective placement of diagnostic or therapeutic catheters. This device is
not intended for use in coronary arteries.

4. lIpoTHBOMOKA3AHHNA

4, Contraindications

= Hcxomaoe KommaecTBo TpoMOommToB < 50.000/Mx;

- Hcxomunif ypoBeHb IIIOKO3H B KpoBH < 50 Mr/mn unm >400 mr/an;
- Taxenas, ycTolunpad aprepuansHas runeprensus (CAJl > 220

- MM pT. cr. it JIAJL > 110 MM pT. cT.);

- LepeGpanbHeiit BacKymT,

~ [TamaenTt Monoxe 18 ner;

- [TamenTH ¢ reMopparuJecKuM 3a60McBaHHEM;

- MNManpenTt ¢ Hapymennol QyHkuMel CBEpTHIBAHKEA KPOBH,

- Baseline platelet count < 50.000/uL;

- Baseline bloed glucose of < 50mg/dL or >400mg/dl;

- Severe, sustained hypertension (SBP > 220 mm Hg or DBP > 110 mm
Hg);

~ Cerebral vasculitis;

- Patients younger than 18 years old;

- Patients with a hemorrhagic disease;

- Patients with abnormal coagulation function;

- BepeMeHBOCTS. - Pregnancy.

5. BoaMoxBHEe OCIOAHEHRN B No6ounbie YbdhexTnl 5. Possible complications and side effects
Bo3MOXHEE OCIOKHERHS BKIIOYAI0T: Possible complications include:

- CnasM cocyaos; - Vasospasm,

- TloBpexaeHue cocyaos, - Vascular injury,

- IHepdopamns cocyna WiH aHEBPU3IMEL, - Vessel or ancurysm perforation,

- T'emaroMa B MecTe BXOXa; - Hematoma at the site of entry,

~ Juboms; - Embolism,

- Hmemns; - Ischemia,

- BHYTpHMO3rOBO/BHYTPAYECPEITHOE KPOBOHUIHAEHE,; - Intracerebral/intracranial hemorrhage,
- [IlceBmoaneBpH3Ma; - Pseudoaneurysm,

- CynopOoxHEUi PHNAACK, - Seizure,

- HBcymrT; - Stroke,

- Hudammposanne; - Infection,

= CMmepTs; - Death,

- (O6pasopaHne TpoMOa. — Thrombus formation.

6. CeeleHHSs 0 NPOR3BOANTENE MTHIIMHCKOr0 H3ACAHS

6. Information about manufacturer of the medical device
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HaumMeHoBaHHE NPOE3BOIUTENL:
Shunmei Medical Co., Ltd («Illynmeii Mennran Ko., Jitm», Karatickas

HaponnaxPecuyﬁnnIra)

IOpuaeckuit anpec Npon3BOAMTENA:

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

Tenedon: 0086-0752-3306949

[ JnéxTponnad moTTa: lioral@shunmed.coni ™ "~
Caiit: www.shunmed.com

MecTo IpON3BOACTRA MEHITAHCKOTO H3NCTHA:
Shunmei Medical Co., Ltd
Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,

Huizhou, Guangdong, China

Website: www.shunmed.com

Name of manufacturer:
Shunmei Medical Co., Ltd

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.

Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Manufacturing site:

Shunmei Medical Co., Ltd

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

7. Y CJIOBRS NPAMEReHHS

7. Usage conditions

HaGop MHKpONpOPOAHMKE NpEAHA3HAYCH JUIA MCIONB30BAHHA B

The micro guidewire kit is intended for use at the standard conditions of

CNCNHANHIHPYIONMIAMHCS B HEHpPOXWPYPrAM H 3HAKOMBIMH C

anrHorpapuIeCKHMH ¥ HETEPBCHITHORHBIMH NPOETyPaMH.

CTAaHAGPTHHIX  ycnoBMfX  OoNpHEYHOH  onepaumoHHOM,  mpH | hospital operating room environment, under the fluoroscopy.
PEHITEHOCKONHN.

8.IloTenunansublii noTpebHTEAL 8. Potential users

Hanenue BOJDKHO HCTIONB30BATLCH TONBKO ppauamu, | The device should only be used by physicians who are specializing in

neurosurgery and familiar with angiographic and interventional
procedures.

9.Monyasung NAUASHTOD

9. Patient population

INaiperTaMy SBIAI0TCS BIpOCARE crapuie 18 ner.

The Patient population of the product is adults over 18 years of age.

10. Tpebopanna 6e3008CHOCTH B Mephl NPEAOCTOPOXHOCTH

10. Warnings and precautions

Tpebopanms GezonacHocTH
- Hanenne N0MKHO MCNONB3OBATHCA TOJBKO BpadvaMM, 3HAKOMBIMH C
aHTHOTPaHICCKUMH H MHTCPBCHIMOHHHMH npouenypamu. Ilepen
HCTIONB3OBAHHEM JAHHOIO MPOAYKTa BAXKHO CACXOBATH HHCTPYKIHAM 11O
OPHMCHCHHIO,

- JIpOBOAHMK NOCTABIACTCA CTEPHIBHBIM H  ANHPOICHHBIM,

€CIIH

Warnings

- The device should only be used by physicians who are familiar with
angiographic and interventional procedures. 1t is important to follow the
instructions for use prior to using this product.

~ The Guidewire is provided sterile and non-pyrogenic unless the unit

package is opened or damaged.

8
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YNaKOBKA YCTPOHCTRE HE BCKPHTA MM HE MOBPEAKACHA. - The Guidewire is intended for single use only. Do not resterilize and/or
- IporozEMK NpeaHA3HAYCH TONBKO A1 OFHOPa30BOro HCMoab3oBanHA. | reuse the device. After use, dispose in accordance with hospital and/or local
He noasepraifre wiaesme noBTOpHOH cTeprnn3aluy W/ nOBTOPHOMY | government policy. Do not use if the packaging is breached or damaged.
Hemonssoeannto. Ilocne uenonb3osanus yramsupyiire B coorsercTemm ¢ | — Inspect the Guidewire prior to use for any irregularities or damage and
NONHTAKOH GONMbHALI H/EH MECTHRIX opraHoB BuacTH. He ucnonksyifre, | discard if noted.

©C/IH YNIaKOBKa HapYMICHA HIH NOBPEKACHa. - The Guidewire should be manipulated under fluoroscopic guidance. Do
- Ilepen ucnons3oBaHMeM DpPOBEphbTe MPOBOJHMK HA HANHIHMe Kakux- |not advance or withdraw the Guidewire when excessive resistance is met
nubo HepoBHOCTeH muy moBpexIeHME M yTHumsupyHTe, ecym omm | until the cause of resistance is determined. Observe the tip response when
obRapyxeHH. turning the Guidewire and avoid turning in the same direction more than
- MasmmymMpoBaTs DPOBOJHHKOM CIEAYET NOA PEHITCHOCKONHIecKnM | three times when the tip is stationary. Avoid kinking the tip of the
xonTponeM. He Buzpuraifire m He oteomure npoeoguuk npH | Guidewire, as damage to the Guidewire might occur.

BO3HMKHOBEHHH IPE3MEPHOro COMPOTHBICHHS 0 TEX HOP, NOKa He Gyaer
YCTaHOR/ICHA NPHYHEA cONnpoTHBAcHUA. Cneaure 3a peaxuseli KOHIMKA
TIpH TIOBOPOTE NPOBOJHMKA W H3beralite MOBOpPOTa B OZJHOM M TOM XK€
HanpaBJeHHH GoJiee Tpex pa3s, KOrAa KOHUMK HemogsmmeR, Miberaiire
neperna KOHYMKAR MPOBOAHMKA, Tak KaK 3TO MOXET NPHBECTH K €r0

TIOBPEKACHHIO.

Mepul npeaOCTOPOKHOCTH Precautions

- IIpoBeprTe COBMECTHMOCTH NMPOBOHMKA TIPH HCMONBL3OBaHMM APYrux | — Verify Guidewire compatibility when using other ancillary devices
BCOOMOTATENBHEIX  yCTpoicT, OOMMHO  Hcnome3syeMeix  mpH | commonly used in intravascular procedure. Physician must be familiar
BHYTDHCOCYJCTHX HOpoNeAypax. Bpau pomken Ownre 3HakoM ¢ | with percutancous, intravascular technique and possible complications
YpecKOXHOM, BHYTPHCOCYAMCTOM TexHmMKkoM H  BO3MOXHEIMH | associated with the

OCJIOKHCHMAMY, CBA3AHHBIMM C NIpoLCAYPOii. - The Guidewire has a lubnclous surface and the distal platinum coil
- [IpoBoaHMK HMeeT FIATKYI0 NIOBEPXHOCTh, KoTopad oGmamaer | section should be hydrated prior to use.

CMa30YHHIMH CBOHCTBAMM, H NMCTANBHAL IUIaTHHOBad oOMOTKA somxHa | - Exercise care in handling the Guidewire to reduce the chance of
OHTH YBIAKHCHA NCPESA HCTONBI0BAHAECM. accidental damage. Do not expose the Guidewire surface to organic
- Cobmopatite OCTOPOXHOCTS TIpH 0OpallicHUN ¢ IPOBOXHUKOM, ¥To0H | solvents such as alcohol or medications, which might damage the
CHH3HTh BCPOATHOCTH CHyqaliHoro nospexacHns. He noasepraiite { Guidewire coatings and/or cause the Guidewire to lose lubricate.
TIOBEPXHOCTh MPOBOAHMKA BO3ACHCTBYIO OPTaHHICCKHMX pacTBOpHTeNeH, | - Verify that the inner diameter of any diagnostic or therapeutic catheter
TAKHX K&K CIWPT WIM JICKPCTBCHHHC INPCMAPATH, KOTOPHE MOFYT to be used with the Guidewire is compatible with the outer diameter of the
TIOBPEAMTS NOKPHTHE MPOBOAHAKA H/HIM OIPUBECTH K IOTEPE CMA3KH. Guidewire prior to use.

— Ilepen uenons3obanneM yOemuTecs, IT0 BHYTPeHHEI AHaMeTp moboro | — Avoid repeated bending at the same point in order to avoid damage or
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JAMATHOCTUYCCKOTO WIM TEPAmeBTHYECKOTO KATeTepa, KOTopmil Gyaer
HCHONB30BATECA C NMPOBOAHHKOM, COBMECTHM C BHCINHMM JUAMETPOM
TIPOBOHHEA.

~ Haberaiire noTOpHOTO crubaHuda B OAHOH H TOH Xe TOUKe, YTOGH
H30eXaTh NOBPEKACHAS UM OTCOCANHEHAN IIPOBOAHMKA.

- Cobmopalite Mepel NPEAOCTOPOXRHOCTE NPH MAHUITYNHPOBAHHH
NMPOBOJHAROM B HMIBHIIHCTON cocymucToit cerd, wrobu u30exaTsh
NOBPEXACHHS ITPOBOAHMKA.

- l'lmnem JAOIKEH 6m npouuq)opmlponan o pncxax npmeaem o
HaYala TMpPAMCHEHAA, a TaKke JOKHN ONTE OORACHCHH
IDONOKHTENBHEIC H OTPHUATENbHbIC 3¢ dexTH.

— [Toxmanylicta, NPOUTHTE MHCTPYKOHIO IO NPUMCHEHHIO mnepex
HCMOMb30BaHUEM.

— Hanenmne ognopasoporo uenonssosaaus. He HenomssyiiTe noTopHo.
- Iepen MCNONBE30BAHHEM IPOBEPLTE CPOK TOAHOCTH MIACTHAL

— Cnexyer m30eratb NpHMEHEHAA TNPH COCTOAHMAX MAHEHTA,
OITMCRHHEIX B pasaene "TIpoTHBONOKa3aHHA".

— Cneayer yInTHIBATE A/UIEPTHIO H APYTHE PCAKIMH HA META/UTMIECKHI
MaTepHall, NpOTECTHPOBATH HX (OpH HeobXxoAMMOCTH) Nepen onepauuei,
XOTH OHH He JaCTHL.

— He ucnonsayiire uazienne B Cirysae HaMUIUS NOCTOPOHBHX NPEAMETOB
WIH 3arpA3EEHHH B YIIAKOBKE HIN HA M3NCIHNA.

— He ucnonsayiite, eCll H3aeaHe NOBPEKACHO.

~ Obecriederne TOIo, ITOOK M3ZACAHE COOTBETCTBOBANO TpeboBaHMaM
KOHTPO/SA KAYCCTBA.

— ObecneunTs cobmonenue GHOIOrHYCCKOH COBMECTHMOCTH.

| Precautions Required-by the Manufacturer--

separation of the Guidewire,
- Take precaution when manipulating the Guidewire in tortuous
vasculature to avoid damage to the Guidewire.

-Thepahentshouldbemformedabouttheapphcanonnsksbeforethe
application and the positive and negative effects should be explained.

— Please read the instruction for use before use.

~ The device is single-used. Do not use again.

— Check the expiration date of the device before use.

— Use should be avoided in patient conditions described in
- Allergy and other reactions to the metal material should be considered,
tested (if appropriate) before the operation, although they are not frequent.
— Do not use the product in case of foreign matter or impurities in the
package or on the product.

- Do not use if the device is damaged.

~ Ensuring that the device fulfills the quality control competence.

— Biocompatibility of the product has been demonstrated.

11. H3obpaxenne H ONHCAHHE HINCAMSA

11. Picture and description of device

Hafop MHKpONMpOBOOHHKAZ  COCTOMT M3  MHKPONPOBOJHHKA
BHYTPACCCYAMCTOr0, HHCTPYMEHTA AJIA BBEACHHA, Topkepa, O6nuli Bug

HabOpa MEKPONPOBOIHWKA BHYTPHCOCYHCTOrO B cOOpKe NpHBEAEH Ha

Intravascular micro guidewire kit consists of: Intravascular micro
guidewire, Insertion tool, torquer. General assembly drawing of
Intravascular micro guidewire kit follows Figure 1. Structural drawing of |
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pucynke 1. CxeMaTHMHEI YEpTeK TOPKCpa NPHBSACH HA PACYHKaX 5-6.
CxeMaTHYHEIH YepTeX HHCTPYMEHTA A1 BREICHUA MPHBEACH HA PHCYHKE

7.

MHEKpONPOBOABHK  BHYIPMCOCYAHCTBIA COCTOHMT H3  3ANMTHHIX
KOMTIOHEHTOB, COACPKANMEX 3aXUM JUIA (PUKCAMH HHCTPYMEHTA AN
BBEJICHAS, TPH INADHHPHBIX 3AKMMA, MATKHHA 38KAM, CIIHPATBEYIO TPYOKY
u Jlyep Jloxa.

Ha6op MukponpoBogHHKa BHYTpHCOCYAHCTOrO Shunmei BHITycKacTCA B
chemylonyax BapuanTax ncnonsetna: Shun Traverse, Shun Syncess, Shun

Tranpass.

Muxponposoansk BuyTpRcocyancTHE Shun Traverse cocrour u3
TPOKCHMANBLHOTO CEpACYHHKA, IHCTANBHOIO cepAcuHMKa,
npokcHMaNbHOH 00MoTKH, mHCTATEHOH 06MOTKH. O6MOTKA MPOBOAHHKA
NMOKPHTA THAPOPHMBEEIM  noxpuTHeM. JIHCTANBPHNN  KOHYHK
MHKpPOIIPOBOJHHKA BHYTPHCOCYEHCTOrO NpAMoii. JKecTkoCTs KOHIHER —
Soft, Support. [/mHa MEKPOIIPOBOIHAXA BRYTPHCOCY AMCTOTO COCTAaBAAET
200 cm, 300 cM, a sHemHui auamerp - 0.014 mo¥ima (0,36 Mm). OB B
OCHOBHOM HCIIONB3yeTCd I/ JICYCHHA HCPBHO-COCYAMCTON CeTH.
CxeMATHYHEIH 4YepTe’® MHKPONPOBOAHMKa BHyTpHCOCyaHcToro Shun
Traverse npUBeZieH Ha PACYHKE 2.

MpuxponpoBoauek BRyTpHcocyAHcTHI Shun Syncess cocromt H3
NPOKCHMAIBHOTO CEpACIHHKA, MACTANEHOTO CepAcUHHKA, OOMOTKH,
NONUMEPHOH My(TH B rHAPOGANBHOT0 NOKPHTHA. JIHCTANLHEIN KOHYHK
MHKpOTIPOBOJIHNKA BHYTPHCOCYMCTOrO npamoii. XKecTkocts KoHamka —
Soft, Support. [iMHa MEKPOIIPOBOJHAXA BRYTPHCOCYIHCTOTO COCTABIACT
200 cm, 300 cmM, a BHemHI ARaMeTp cocrasuser 0,014 mpofiva (0,36 Mm),
OH B OCHOBHOM HCTIONIB3YCTCH I JICICHHN HEPBHO-COCYAMCTOH CeTH.
CxeMaTHUHHI 9Yeprex MHKPONMPOBOJHHEA BHYTpHCOCYAMCTOro Shun
Syncess NpHBEAICH Ba PHCYEKE 3.

MBEKpONpOBOAHHK BHYTPRCOCYARCTHIH ‘Shun Tranpass COCTOHT H3
cepAeuHMKs, OGMOTKH, NONMMEPHOM My(¢TH H THAPOPHIEHOrO

nokpHTHA, JIMCTANEHIIH KOHYHK MHKPOPOBOSHHKA BHYTPHCOCY AHCTOTO

Torquer follows Figure 5-6. Structural drawing of Insertion tool follows
Figure 7.

Intravascular micro guidewire consists of protective components
containing Insertion tool fixation clamp, Three toggle clips, Soft clip, Coil
tube, Luer lock.

According to different structures, the Intravascular micro guidewire kit
Shunmei is divided into Shun Traverse, Shun Syncess, Shun Tranpass
variants.

Intravascular micro guidewire Shun Traverse is composed of Proximal
core wire, distal core wire, proximal coil wire, distal coil wire. The coil
wire coated with hydrophilic coating. The distal tip of Intravascular micro
guidewire is straight tip. Tip Stiffness - Soft, Support. The length of
Intravascular micro guidewire has 200 cm, 300 cm and the outer diameter
have 0.014in (0.36mm). It is mainly used for neuro vasculature, Structural
drawing of Intravascular micro guidewire Shun Traverse follows Figure 2.

Intravascular micro guidewire Shun Syncess is composed of proximal
core wire, distal core wire, coil wire, polymer jacket and hydrophilic
coating. The distal tip of Intravascular micro guidewire is Straight tip. Tip
Stiffness - Soft, Support. The length of Intravascular micro guidewire has
200 cm, 300 cm and the outer diameter is 0.014in (0.36mm), it is mainly
used for neuro vasculature. Structural drawing of Intravascular micro

guidewire Shun Syncess follows Figure 3.

Intravascular micro 'guldewire Shun Tnnpass is composed of core
wire, coil wire, polymer jacket and hydrophilic coating. The distal tip of
Intravascular micro guidewire is Straight tip. Tip Stiffness - Soft, Support.
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npamoii. JKectkocrs kxomumxka — Soft, Support. Jnuna | The length of Intravascular micro guidewire has 200 cm and 300 cm, the
MHKPONPOBOZHUKA BHYTPHCOCYAHCTOrO cocrapater 200 cM u 300 cM, | outer diameter is 0.014in (0.36mm) it is used for general vasculature,
BHemHu#A AuameTp cocrarngeT 0,014 moiima (0,36 Mm), or nperasnaded | including neuro vasculature, Structural drawing of Intravascular micro
ang obmero BHYTPHCOCYZAMCTOrO HCNONB3OBAHMA, BKNIOYaA cocymn | guidewire Shun Tranpass follows Figure 4.

HEPBHOH CHCTeMH. CXEMATHYHHIE 9epTeX  MHKPONMPOBOZHMKA
BRYTpREcOCYAHCTOro Shun Tranpass npuBeeH Ha pHCYHKE 4.

Prc. 1 Obnmit Bz Habopa MUKpONpPOBOAHNHKA BHYTpHCOCYRucToro Shunmei B cGopke/ Fig. 1 General assembly drawing of Intravascular micro

guidewire kit Shunmei
1. | Intravascular micro | MUKpONPOBORHMK BHYTPHCOCY MACTHIH
guidewire
2. | Insertion tool fixation clamp | 3axmM Ang GHKCAIME HHCTPYMERTA JUIS BBEICHHS
3. | Insertion tool HWBCTpYMERT 114 BBEACHHA
4. | Three toggle clips TpH APHEPHLIX 30KHME
5. | Soft clip Marxuif saxnuM

12

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



6. | Coil tube CrmpanbHan TpyOka
7. | Luer lock Jlyep Jlok
8. | Torque Hand shank PyxoATEa TOpKepa
9. | Torque cap Koymavuok Topkepa
10. | Copper sheath Mennas obonouka
11. | Protective tube 3amuTHas TPYOKA
12. | Insertion tool tube TpyOka HECTPYMERTA JUIA BBEICHHA
13. | Insertion tool hub BTynka HHCTpYMEHTS IR BECRCHHA
330¢5mm
‘9 ‘mm\ e . Vyrophilc cosag Sstevn .

1,Core wirs

Puc.2 CxeMaTHIHRI] 9¢PTEXK MUKPOIPOBOAHHKA BHYTpHCOocyaucroro Shun Traverse / Fig. 2 Structure of Intravascular micro guidewire Shun

Traverse
1. Core wire CepaeyHUK TPOBOAHNKS
2. | Coil wire O6motxa nporoganka (RL):30:5MM
{RL):30+5mm
3. | Hydrophilic coating I'napodnnsHoe NOKpHTHE
4. PTFE coating Ioxpurrae n3 [ITOD
' Hydrophilic - "
coating:350+:5mm Iaapodursaoe DORpErTEe: 350+5MM
RL (radiopaque length) PeHTTeHOKOHTPARCTHAS JTHHA
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Lengt (L)+10mm JUmmHa npoBogRKuKa + 10MM

Diameter (D) BHeunui 1uaMeTp NpoBOAHKHKA
1] SPTFE costing : SProsimel core wire | Mydraphilc costing*Polymar jechet340t5mm
. N
- L Z I | 7~
[}
- N
-~ e _L+10mm

Y Owtal core whe . 100e5mm
Puc. 3 CxeMaTu9HbIH gepTeXx MHKPOPOBOIHHKA BHYTpHCOCyaucToro Shun Syncess / Fig. 3 Structure of Intravascular micro guidewire Shun
Syncess
1. Distal core wire JlucTanbHeli cepAedHUK MPOBOAHMKA
2. | Coil wire O6motka nposoauuka (RL): 100+5mMm
(RL):100+5mm
3. Hydrophilic coating I'napo¢rnbHOE NOKPHITHE
4. Polymer jacket ITonumMepHnas mydrta
5. Proximal core wire IIpoxcHMAaNbHBIH CepAEYHHK NMPOBOAHHKA
6. PTFE coating IToxpeiTHE U3 NONHTETPAaPTOPITHIICHA
(nanee I[TTPHI)
Hydrophilic coating+ 'uapoduisHoe NOKpLITHEHNONUMEPHas
Polymer jacket:340+5mm Mydra: 340+£5Mm
RL (radiopaque length) PeHTreHOKOHTpacTHasA AJHHA
Core wire CepnedHHK NpoBOAHHMKA
(Nitinol):435+5mm (HuTHHON) :435+5MM
14
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Lengt (L)+10mm Jimasia nposozanka = 10MM
Diameter (D) Buemnuil AuaMeTp NpoBOAHHKA
] SPTFE coatng o Hydrophlic comting+Polyrwer jechet: 3904 Smm
y/4 \ Pt |
—
L2100 |
SHyophilc coathg

1.Cors wire

Puc. 4 CxeMaTHYHEI YepTeX MUKPONPOBOIHHKA BHyTpHCOCYAMCTOrO Shun Tranpass / Fig. 4 Structure of Intravascular micro guidewire Shun

Tranpass
1. Core wire CepacuHHK NPOBOIHMKA
2. Coil wire (RL):30+5mm ObmoTxa nposoaunka (RL):30+5MM
3. Hydrophilic coating I'napodibHOE NOKPHITHE
4. Polymer jacket Honumepraa MydTa
5. Proximal core wire IIpokcHMANEHLIN CEPACTHHK TPOBOXHNKA
6. PTFE coating Ioxpuitie u3 ITOD
Hydrophilic coating+ Polymer jacket:390+5mm TunpoduIEHOS MOKPAITHE+HNIONHMepHAs MydTa: 390:5MM
RL (radiopaque length) PeBRTreHOKOHTpAcTHAA ITHHA
Lengt (L)+:10mm Jma nposoaHBEKa = 10MM
Diameter (D) Bremmnii apaMerp OPOBOAHHES
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Puc. 5 CxemaTHUHEIH depTex TOpKepa. Bce pasMepsl Ha CXeMaTHIHOM YepTeke YKa3aHbl B MM. /
Fig. 5 Structure of Torquer. All dimensions in the structure are indicated in mm.
HomycTtumoe otiiioneHne +0,01 MM./Permissible deviation £0,01 mm.

13.6%0.2

e~

3.80

W
"J. i

2. 10

i
!
{
~

Puc. 6 CxemaTHuHbIi YepTex Koanayka topkepa / Fig. 6 Structure of Torque cap
Bce pasmepsl Ha cxeMaTH4HOM 4epTexe ykazaHusl B MM./All dimensions in the structure are indicated in mm.
Jomycrumoe otknoHenue 0,01 mm./Permissible deviation £0,01 mm.
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Puc. 7 Cxemarrunnidf uepTex HHCTpyMeHTa ;Ui BBeacHud / Fig. 7 Structure of Insertion tool

AMi/A,mm | BMv/B,mm | C,m/C,mm | Bayrpennuit suamerp, mm/ | Brenmmit naMerp, My/
Inner diameter, mm Outer diameter, mm
9642 12342 27+2 0.63+0.05 0.9240.05
12. IloaroToRka K HCNOJILIOBAHNIO 12. Preparation for use

1) Ilepen wu3BNedeHHEM NPOBOJHHMEA YRIAKHHETC TIHAPOPHIBHOE
TIOKPHITHE TIPOBOJHHKA, TIPOMHIB reNapAHA3HPOBAHHEIM
$U3HONIOrHIECKHM PACTBOPOM Yepe3 COMPANbHYIO TPYOKYy ¢ mOMOmEIo
InpHOa, DpukpeieEHoro K JIoap Jloky (cm. Pacysoxk 8).

2) YroOW npemoTBpaTHTE HOBPEKACHHE MPOBONHHKA, AKKYPATHO
CHHMMTE MArKMl 32XUM, YACPXHBAIOIIMI NPOBOAHHK B 3allATHOMH
TpyOke. AKKypaTHO M3BIICKATE MPOBOAHHK, BHITAHYB €10 H3 CITHpATEHOR
TpyOkn. EciM BO3HMKHET COHDOTHBICHWE, NOBTOpATe nNpoueaypy
TIPOMEIBKH [I0 TEX IIOP, N0KA NPOBOAHMK He Oyzmer jieTko H3BICHCH H3
cmHpanbEON TpyOKH. TmaTensHO OCMOTPHTE TIPOBOAHHK, 4TOOH
yOeauTHCH, YTO OH HE HOBPEKICH.

3) Ecim TpefyercA OpHAATh KOHIHKY HYXHYIO QOpMY, KKypaTHO
COTHHTS JMCTANBHEIN KOHUMK NUILLAMH WIH 0OMOTaiTe XOHIHK BOKPYT
HHCTPYMEHTA JUI1 BEEACHHA, KaK MOKa3aHo Ha Pucynke 9, noka He Oyaer

JOCTHTHYTA XKemaeman hopMa.

1) Before removing the guidewire, hydrate the hydrophilic segment by
flushing heparinized saline through the coil tube using a syringe attached
to the Luer lock (see Figure 8).

2) To prevent damage to the guidewire, gently remove the soft clip that
holds the wire in place in the protective tube. Gently remove the guidewire
by pulling it from the coil tube. If resistance is met, repeat the flushing
procedure until the guidewire can be easily removed from the coil tube.
Inspect the guidewire thoroughly to insure it is not damaged.

3) If tip shaping is desired, gently bend the distal tip using fingers or by
winding the tip round the Insertion tool as shown (Figure 9) until the
desired shape is achieved.
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Pac. 8 O6mpuii Bua Habopa MuKponpoBoAHHKa BHYTpHCOCYAucToro Shunmei B c6opke/ Fig. 8 General assembly drawing of Intravascular micro

idewire kit Shunmei
Insertion too! fixation clamp 3axum 18 GUKCAIAM HECTPYMEHTA U4 BECHEHAS
Insertion tool HuctpyMeHT ANd BBERCHHA
Three toggle clips Tpu mapHHPHEIX 30KHMA
Soft clip Markuil 3axum
Coil tube CnnpansHas TpyOka
Luer lock Jlyep Jlok
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Prc. 9 CxeMa npUAaHHS KOHIHKY XeaeMoli GOpPME ¢ NOMONIBIO HHCTpyMeHTa Aya Beexerns/ Fig. 9 Scheme of giving the tip the desired shape
using the Insertion tool

13. Caocol npaEMeHeHHR

13. Mode of application

1) Tlepen BBeACHHEM NPOBO/HMKA B KATETEP MPOMONTE NMPOCBET KATETEPa
reNapHHU3HPOBAHHEM QHIAOIOTHIECKIM PACTBOPOM, ITOON 3AI0MHATH
xareTep M OOeCHETHTh IIABHOE NEPEMEMEHHE NPOBOAHMUKA BHYTPH
xaterepa. KpomoocTanarmusaiomuit Y-00pasHHi KOHHEKTOp MOXeET
OBITH IPHCOSMHCH K BTYAKE xn'rerepa H HCTIONB30BATLCA U1 O0JIerdeHus
-| mpomecca MpOMKBARNA.

2)0cmpomommunncmnmuﬁyqacmxnpononmmasmrerepu
npojpHraitTe ero Bnepen. HHCTpyMeHT /i1 BBeACHHA H3 Aabopa Moxer

OBITH HCIIOVIB30BAH 1S 00NerIe A BBCICHHA AUCTANLHOIO HAKOHCTHHKA

1) Prior to inserting the guidewire into the catheter, flush the catheter
lumen with heparinized saline to prime the catheter and provide smooth
movement of the guidewire within the catheter. A hemostatic Y-connector
may be attached to catheter hub and used to facilitate the flushing process.
2) Carefully insert the distal section of the guidewire into the catheter and
advance. An kit Insertion Tool may be used to facilitate insertion of the
guidewire distal tip through a Y-adapter and into the catheter hub.
Advance the Hydrophilic Guidewire until the distal tip is near the distal
end of the catheter. Gently tighten the hemostatic Y-connector to maintain
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NpoBOAHAKE 4depe3 Y-oOpasHmii ajanTep BO BIYAKY KarTerepa.
Tlpoaswraiite rapodHIBHEIE MHKPODPOBOAHMK 4O TeX NOp, NOKA
AUCTANBHEIY KOHUHK HE OKAXCTCA PANOM C AUCTANBHHMM KOHIHKOM
KaTerepa. AKKypaTHO 3aTAHHTC KPOBOOCTaHaBIHBaromuii Y-oO0pasabiil
KOHHEXTOp, IT00H COXPAHHTE €10 MONOXKEHHE.

3) HanenpTe TOpREp Ha MPOKCHMANBHEIN KOHEI NPOBOJHMKA B HYXKHOE
MECTO. 3aKpenHTe TOPKEp Ha MeCTe, 3aTAHYE BPAMAIONLYIOCH PYUIKY.
Topkep Moxer Ours nepememer myTeM OcCHallieHHA H NOBTOPHOIO
SATATMBAHMA PYKOSTKH TOPKepa.

NEI TIO — COCYHUCTON ~ CHETéME OCnalbrTe
KposoocTanapnuBarontuii ' Y-oOpasHuit xouEeKTOp, NpoaBuralite H
NOBOpaYHBAjiTe MPOBOAHMK, NOBOPaYHBas TOpPKEp B moboM
HampaBjicHHH, arobul oOneruuts BROGOP cocyza. YUrobm oGnerdmrs
HABHTaLHIO IO KATETEPY, OCTOPOKHO NOBOPauHBaliiTe MPOBOAHHK MO Mepe
€10 NIPONBHKCHHA.

5) Mexay npuMeHeHMAMH NpPOMHIBAaliTeé NPOBOAHMK B €MKOCTH ©
TENSpHHH3MPOBAHHNM  (QH3HONOIWYECKHM  DacTBOPOM, aKKYpaTHO
npoTHpaiTe ero crepunsrol BnaKHOR Mapiel u noMEmAiTe B eMKOCTB ¢
TeNapHHHUIHPOBAHHKM (HIHONOTHIECKHM PACTBOPOM HIH IIPOMBTYIO
CIHpaIbHYI0 TpyOKy, 4TOOM rumpodHIBHAA NOBEPXHOCTH OCTABANACH
BAAXHOH KO CACAYIOMET0 NPHMCHCHAL,

6) Ilpumure nDpodMnakTHYEeCKMe MepH HPOTHB 3apaXKEHHA MOCHE
HCNONB30BAHEA. YTUIHIHPYHTE 3TO HAIEIHE KaK MEAHIHHCKHC OTXOIR.

position. . .
3) Slip the torque device over the proximal end of the guidewire to the
desired location. Secure the torque device in place by tightening the torque
hand shank. The torque device may be repositioned by loosening and
retightening the torque hand shank.

4) During navigation in the vasculatre, loosen the hemostatic Y-
connector, and advance and rotate the guidewire by rotating the torque
device in either direction to facilitate vessel selection. To aid in catheter
navigation, gently rotate the guidewire as it is advanced.

5) ~Betweeti USes, rinise the guidewire iff a basiii of heparinized satine and

wipe it gently with sterile, wet gauze and place in & basin of heparinized
saline or a flushed coil tube to keep the hydrophilic surface wet until use.
6) Take preventive measures against infection after use. Discard this
product as medical waste.

14. Hadopmanua of ouNcTKe, Ac3HHGEXOHE H CTePRAHIANEE
MEIHIHMHCKOr0 WIACHHS (VIS CTEpRIAN3YeMLIX HAenmif), mopsaake
AelicTsull NpR HAPYHICHEE CTEPEALHON YNAKOBKH (Ans H3IReAMi,
HOCTARAEEMMLIX B CTEPHILHOM BHAE)

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

Hanenne nocTaBnseTCa CTCPHIBHBIM.

MeTox CTEpHIM3AIMH - Ta30BEI METOIOM, ¢ TOMOMILIO YTHACHOKCHAA.
Hanenue npeaHasHAYCHO TONBKO VIS OHOPA3OROTO HCNOAB3OBAHHA K He
MOXET MCIONb30BATECH IOBTOPHO.

Sterile.
Method of sterilization is Ethylene Oxide.
The device is only for single-use and cannot be recycled or reused.

15. Texnuqecxoe ofcayxnBanne

15. Maintenance

Henmpumennmo. Meanumuckoe uizenue ae Tpebyer TEXEHYECKOro

Not applicable. The medical device does not require maintenance.
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obCnyXHBaAHHA.

16. OcHOBHBIC TeXHHUECKHE H GYHKIHOHANLALIE XADAKTePpHCTHKE | 16. Main technical and functional characteristics

Ta6auua 1. [lepegens kaTanoxubx BOMepoB H3genns /Table 1. Catalogue numbenrs list

Ne

BapHaHTH MCIIONIHEHHA, THROpa3MepH / variants, standard sizes

Karanoxnsiit
HOMep/
Catalogue
number

1 Habop MMKPONPOBOAHHKA BHYTPHCOCyARCTOr0 Shunmei, B Bapuantax ncnonnenns/ I Intravascular micro guidewire kit Shunmei in
variants

1. Halop mMuxpompoBoAHEKA BHYTpHcOcyAHctoro Shunmei, Shun Traverse, TamopasMepst/ 1. Intravascular micro guidewire kit
Shunmei, Shun Traverse, standard sizes

1.1

Ha6op muxponpoBostuka BHyTpucocyancroro Shunmei, Shun Traverse, mmmna 200 cm, znamerp 0.014 moiima (0,36 ym),
KOHYHMK npaMoii: Soft /

Intravascular micro guidewire kit Shunmei, Shun Traverse, length 200 cm, diameter 0.014 inch (0.36 mm), Straight Tip,
Soft.

627437

1.2

Ha6op MHEpONpoBOAHUER BHYTpHCOCYMcToro Shunmei, Shun Traverse, mmna 200 oM, auamerp 0.014 moiima (0,36 mm),

KOHYHK IpaMoii: Support /
Intravascular micro guidewire kit Shunmei, Shun Traverse, length 200 cm, diameter 0.014 inch (0.36 mm), Straight Tip,

Support )

627438

1.3

Ha6op Muxponposonuka BHyTpHcocyamcToro Shunmei, Shun Traverse, mmuma 300 oM, anamerp 0.014 moiima (0,36 Mm),
KOHYHK npamMoii: Soft /

Intravascular micro guidewire kit Shunmei, Shun Traverse, length 300 cm, diameter 0.014 inch (0.36 mm), Straight Tip,
Soft

627444

14

Habop MukponpoBOIHUKa BHYTpHCOCYmEcToro Shunmei, Shun Traverse, anuma 300 oM, anamerp 0.014 moiima (0,36 mm),

KOHYHK npamMoit: Support /
Intravascular micro guidewire kit Shunmei, Shun Traverse, length 300 cm, diameter 0.014 inch (0.36 mm), Straight Tip,

Support

627446

2. Halop MukponpososuHKa BHYTpRCocyAncTOro Shunmei, Shun Syncess, Tunopasmepny/ 2. Intravascular micro guidewire kit Shunmei,
Shun Syncess, standard sizes
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Ha6op MuxponpoBoaiika BEyTpHcOocymcToro Shunmet, Shun Syncess, annna 200 oM, auametp 0.014 moiima (0,36 ym), _
2.1 | xomuHK npamoii: Support / 627440
Intravascular micro guidewire kit Shunmei, Shun Syncess, length 200 cm, diameter 0.014 inch (0.36 mm), Straight Tip,
Support

Halop muxponposomuuka BHyTpHcocymucroroe Shunmei, Shun Syncess, nmena 200 oM, mraMetp 0.014 moiina (0,36 mn),
22 | KoHIHK mpsaMol: Soft / 627447
Intravascular micro guidewire kit Shunmei, Shun Syncess, length 200 cm, diameter 0.014 inch (0.36 mm), Straight Tip,
Soft

L Habop Muxponposoaka BRyTprCOCy AHcTOro Shunmei, Shun Syncess, ymua 300 cu, miamerp 0.014 arofina (0,36 Mm),
T 54 Tw npsmoﬁ.:s ot/ R R T
Intravascular micro guidewire kit Shunmei, Shun Syncess, length 300 cm, diameter 0.014 inch (0.36 mm), Straight Tip,
Support

Ha6op MmuxponpoBoaumxa BHyTprcocyrcToro Shunmei, Shun Syncess, ymmna 300 oM, muamerp 0.014 motima (0,36 M),
24 | woH4HK mpamoii: Soft / 627493
Intravascular micro guidewire kit Shunmei, Shun Syncess, length 300 cm, diameter 0.014 inch (0.36 mm), Straight Tip,
Soft

3. Hafop MuxponposoaHHxa BRyTpECOcyAHCTOro Shunmei, Shun Tranpass, Tmnopasmepst/ 3. Intravascular micro guidewire kit
Shunmei, Shun Tranpass, standard sizes

Ha6op muxponposogauka BEyTpUcocymucToro Shunmei, Shun Tranpass 200, anuna 200 cm, arametp 0.014 moitma (0,36

3.1 | MM), xoHunk npamoit: Support / 627443
Intravascular micro guidewire kit Shunmei, Shun Tranpass 200, length 200 ¢m, diameter 0.014 inch (0.36 mm), Straight

Tip, Support

Ha6op mMuxponposogamka BHyTpHCOCYcToro Shunmei, Shun Tranpass 200, amuna 200 oM, auamerp 0.014 moiima (0,36
3.2 | MM), KoHTHK mpaMoii: Soft / 627452
Intravascular micro guidewire kit Shunmei, Shun Tranpass 200, length 200 cm, diameter 0.014 inch (0.36 mm), Straight
Tip, Soft

Ha6op MuxporpoBoiHAKa BEyTpHCOCYmcToro Shunmei, Shun Tranpass 300, anuna 300 oM, muamerp 0.014 moiima (0,36

3.3 | M), KOHIHK npAMoii: Support / 627455
Intravascular micro guidewire kit Shunmei, Shun Tranpass 300, length 300 cm, diameter 0.014 inch (0.36 mm), Straight

Tip, Support

3.4 | Habop Muxponposoasuxa sHyTpHcocymucTore Shunmei, Shun Tranpass 300, mmina 300 oM, mramerp 0.014 moiima (0,36 | 627457
MM), KOHIHK IpsMoii: Soft /
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Intravascular micro guidewire kit Shunmei, Shun Tranpass 300, length 300 cm, diameter 0.014 inch (0.36 mm), Straight

Tip, Soft
Tabmrna 2. Texanueckne XapaKTepHCTHKA npoBOAHAKA BHYTpHcocyarcToro / Table 2. Technical characteristics of Micro Guidewire
Brenmmit n
Karanoxnzit JREMCEP, AnHAa, (cM) + Trm KOHIAKA A Macca (r) +
HOMep/ (moita/sn), 1om/ — dopma (M) 1 PEHITEHOKOHTPACHOTO 001 r/ Bapuantal
+10% / Outer . xomuuka/ Tip NOKpHITHA (¢M) £ 0,1 b HCTIONHenns /
Catalogue i ’ Effective 'I‘ype of cu/ Length o/ Radi Weight (g) + .
number (inch/mm), lengtlh(cm), + coating shape tip (cm) % 1 length { cm)n : Eo' q,ln cme 001¢g variants
+10% cm o
' Ipsaoii/
627437 0.014/0,36 200 § Straight 48 5 1,38
? Ipamoit/
627438 0.014/0,36 200 E Straight 48 5 1,38 Shun Traverse
2
627444 0.014/0,36 300 s Tpmold 4 5 2,18
’ § Straight
23
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627446 0.014/0,36 300 nmm_.u_ﬁw\ 48 5 2,18
2
627440 0.014/0,36 200 W m uﬂ...m_”\ 50 5 1,3
627447 | 0014036 200 W.m e 50 5 1,3
= M en
.Wi. m Shun Syncess
627493 | 00141036 300 m ﬁ%\ 50 5 2,1
£g
m..a
627495 0.014/0,36 300 S m mﬂm%\ 50 5 21
0c E
627443 0.014/0,36 200 ] W.m. _.%E_. o 45 10 1,25
£z
B .m o/
627452 0.014/0,36 200 m. g 3 m nmwﬂ - 45 10 1,25 Shun Tranpass
L g
627455 0.014/0,36 300 W 2 M..Eom\ 45 10 2,05
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oit/
627457 | 0.014/0,36 300 ngSt;ight 45 10 2,05

Tabmuuma 2.1. TexuuueckHe XapaKTepHCTHKH MMKPONpPOBOIHHMKA Table 2.1. Technical characteristics of Intravascular micro

BHYTPHCOCY/IUCTOTO guidewire

IToBepIHOCTR Buemnas nosepxHOCTh  3¢dexTuBHOH Surface The external surface of the effective
JUMHEL  M3nenMa csobopma  or length of the device shall appear free
sarpA3HeHmiL. from impurities.
BHemas mOBEPXHOCTh SPdexTHRHON The- external surface of the effective
JVIMHEL M3feNHA, BKIIOYAAd AUCTANbHBIHA length of the device, including the
KOHYBK, HE JOJDKHA HMETH distal end, shall be free from process
TEXHONOTHYECKHX H IOBEPXHOCTHRIX and surface defects, which could cause
AedexToB, KOTOpPHE MOTYT DPUBECTH K trauma to vessels during use.
TPABMHDOBAaHHIO COCYZOB BO BpeMs The guidewire is coated, the external
UCTIONL3OBAHUA. surface shall not be visible as drops of
IIpoBOAHMK MMeeT HOKPHITHE, KOTOPOE HE liquid on the external surface.
AODKHO OBITH 3aMETHO B BHAC Kalewb
AKHAKOCTH.

Koppossounas MeTtannuyecxne HacTH Corrosion resistance | The Metal parts of the Micro

cToliKocTS MHKPONPOBOAHHKA HE JO/KHBI MMETh Guidewire shall show no signs of
HPH3HAKOB KOPPO3HH. corrosion.

PeRTreaKonTpacTHOCTL | MEKpONIPOBOAHMK  JODkeH  Owrh Radiodetectability The Micro Guidewire shall be radio
PEHITEHOKOHTPACTHHIM. detectable.

IIpenoxpauuTeabHAS HenpamenuMo Safety wire NA

HPOBOJIOKS

HenuTanus IIpp HCHMTAHMH B COOTBETCTBHH C Fracture test ‘When tested in accordance with Annex

HA paspyuleaune Tpunoxeruem F ISO 11070 npopomank F of ISO 11070, the guidewire shall not
He AOMKCH JIOMATHCH, OCnabeBaTs WM fracture, loosen, or fail in such a
BHXOJHTS H3 CTPOA: manner that:
a) mobas YacTh H3AENHA PACTATHBACTCA, a) any section is left free to stretch,
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6) obnaxena ocTpad MIH HOTEHRHANLHO b) A sharp, or potentially traumatic
TPABMATAYCCKAR MOBCPXHOCTh HAZAIOMA, fracture surface is exposed, or
A ¢) Any part of the device becomes
¢) no6as 9acTe HIACTHA OTACAACTCA TaK, separated such that it would not be
910 e¢ Hemp3d Oyner yAanHTe mochke removable by withdrawing the device
HCTIONL30BAHUA from use.

Henuranwa Ha w3rn6é | [Ipy wcnwTaHMH B COOTBETCTBHH © Flexing test When tested in accordance with Annex
npwioxenneM G crarmapra ISO 11070 G in EN ISO 11070, the guidewire shall
NMPOBOAHMK HE JIOJDKCH  JIOMATHCA, not fracture, loosen, or fail in such a

" T " " [ ocnabeBaTs WIM BHIXOOWTH H3 CIPO® | | manner that o T

TaKHM 00pasoM, ITO0H: 2) Any section of coil is left free to
a) Jhiobo#i ydacTok OOMOTKHM oOcTaeTcs stretch
CBOOOAHRIM IIA PACTATHBAHHA b) A sharp, or potentially traumatic
6) O0HakeHa OCTPAS WIH DOTEHIHMANEHO fracture surface is exposed,
TPaBMaTHUCCKas NOBEPXHOCTD NIePeJioMa, ¢) Any part of the device becomes
B) Jio6az uacrs M3memua oraeaAeTCH separated such that it would not be
TaknM o6pasoM, 910 ee Henb3x Gydet removable by withdrawing the device
YAAIMTh, BHTAIIHB HIACAHE TIOCIC from use, or
HCIIONB30BAHNAA, HIH d) The coating of the Guidewire show
d) INoxpriTHE NPOBOHMKA OTCIAHBACTCH flaking.

MaxcuManbHoOe yeunme Peak tensile force

HA Pa3pHiB {proximal core wire

(npoxcHManbHEIA and distal core wire

CepAieTHHK NPOBOAHMKA 245H connection) 245N

H QUCTATLHbIH

CEPACIHAK POBO/THIKS)

poanocTs Strength of union of

COSANHCHAS core wire and coil

cepAeHHNKA 25H wire 25N

NPOBOAHHKA H €10

ofMoTKH

TabGmuna 3. TexHWYCCKAE XapaKTEpHCTHKA HHCTpYMEHRTa fuix eBenenmn / Table 3. Technical characteristics of Insertion tool
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Bremnnil aRaMeTp, Outer diameter,
(moiiv/mMm) % 0,05 (Mm) 0.036/0,92 (inch/mm) = 0,05 0.036/0.92
(mm)
gmu oaAna, (MM) £ 2 123 Length, (mm)+2 mm 123
Macea (1), = 5% 2,00 Weight (g), 5% 2,00
IoBepxHoOCTh 1. Buemmsx nOBEPXHOCTE TPYOxM Appearance 1. The external surface of the tube of
HHCTPYMEHTA 11 BBCACHHA NOMxHA GLITH Insertion tool should be smooth,
TIIaK0#, 0¢3 3ayceHies 1 3arpa3Henuit. B without burr and impurities in the metal
npouecce 00paGoTkr Meranna, TpyOka ¢ processing process, The tube with
MeTa/UIHIeCKHM OneckoM aomkma GHTDH metallic luster, should be equipped
cHalxena sanprHoi TpyOKoH. with protective tube.
2. BHemHss DOBEPXHOCTh BTYIKH 2. The external surface of the hub of
HHCTPYMEHTa JUI4 BRSACHAA NO/KHA OHTh Insertion tool should be smooth, clean
rnankoli, uHcTod M OZHOPOAHOTO LBETA and uniform color without bar, flash,
Ge3 nonoc, 6MMKOB, TpemMH 4 py6iioB, a crack and scar and processing defect.
TaKxe Acderros obpaborkn. 3. The connection between the tube and
3. CoeaunenHe Mexay TpyOkod H the hub of the Insertion tool should be
BTYIKOH MHCIDYMEHTA I BBCACHHA straight.
JOIDKHO GHITH POBHBIM.
Kopposeounas TpyOxa HHCTpyMEHTA JIi BBCACHHMA HE Corrosion resistance | The tube of Insertion tool shall no signs
cToiixocTh JOJKHE HMETh NPH3HAKOB KOPPO3HH. of corrosion.
ﬂ;?;mm“ ﬂ'l’u m‘y:iﬁ Strength of union of
ans BBEACHHS ¢ 20H &l:lbt;ot{n?hsuubﬂou: 20N
BTYAKOH RHCTPpYMERTa
et — Imsertion tool
Tabmiua 4. Texaugeckne xapakrepucTHEH Topkepa / Table 4. Technical characteristics of Torquer
| BuyTpennni amamerp, | 1,1 | [Imner dismeter, | 1,1
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(MM) £0,1 MM {mm) % 0,1 mm

JbdexTHBEAS INAA, 37,9 Effective 379

(pam) £ 0,01 MM (mm) = 0.01 mm >

Macca (r) = 5% 1,71 Weight (g) = 5% 1,71

IoBepxHocTh BHemmEas NOBSPXHOCTE TOPKEPa NODKHA Appearance The external surface of the torque
ORITH OYHINEHA OT 3arpA3HCHHI, BRIIO9AS should be free from impurities,
KOHIIBL, HE BODKHA HMETh inclhuding the ends, should be free from
TEXHONIOTHYECKHX Aedexros R process and surface defects.
HOBEPXHOCTHRIX AC(EKTOB. | _ R

CoBMecTaMOCTE e~ | MukponpoBofHux jnomken paBHomepuo | [ Compatibility with™ | The micro guidewire shall be inserted |

HIPOBOARWKOM BBOJHTECH B TOPKED. Guidewire into the torquer smoothly.

Ipoanocts $HKCAUAR Fixation strength

(IpoBONHHK H Topkep) >5H {guidewire and >5N

torquer)

17. OoncanNe npEHAANEKHOCTEN, MENAMHACKHX H3IeMml RAR
myienHfi, He SBASONHXCA MCINNHHCKEMH, HO HPeAYCMOTPERHLIX
IS BCHONB3OBAHHN B KOMOHHANEH C 329BMCHHLIM METHIHHCKEM
H3ge/HeM

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

[pu ACHOML30BAHKMH ¢ MHKPONPOBOAHHUKOM BHYTPHCOCYAMCTHIM GymyT
TIPEMEHATECA CHCAYIONHE H3Aeaua.

* DNpHIT;

& MHKPOXarerTep;

® NPOBOAHHKOBHI KarTeTep.

B coueTaHHM ¢ H3IeAEM MOXET HCIOIB3I0BATHCA MeNAPHHHIKPOBAHHELH
$HHONOTHUSCKHH PACTBOP AN HPOMBIBAHHS.

When used, the following devices will be in combination with the
intravascular microguide.

* Syringe;

* Microcatheter;

« Guiding catheter.

In combination with the product, a heparinized saline solution for washing
can be used.

18. Matepuaan

18. Materials

Muxponposogauk BRyTpHcOCYAMCTHI Shun Traverse: [TpokcHMANLHBIH
CEPACYHHK MPOBOAHHKA: KOPHYC - HEpKaBEIOMAad CTalh; HOKPHTHE
3e/1eHoe U3 MapodobHoro nomumMepa - cmecs ITTEI, TIDC u [NAN

Jucraneuuii cepAcYHMK OpPOBOJHHWKA: KOPNYC — HHTHHON; IOKPHTHE

cepoe 13 ruapodobaoro monuMepa - cmecs ITT®D, IIOC u [TAU

Intravascular micro guidewire Shun Traverse:

Proximal core wire: body - stainless steel; covering green from a
hydrophobic polymer - mixture PTFE, PES and PAI

Distal core wire: body - nitinol; covering grey from a hydrophobic
polymer - mixture PTFE, PES and PAI
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IMpoxcuMansHas oOMOTKA DPOBOZHMKA, COCAMHMTENbHAA TPyOka:
HEPXABECIOIAL CTAND

JucranbHag 00MOTKa NPOBOAHHKA: HAKCAL-TNATHHOBEIH CIUTaB
T'aapoduIEHOE NOKPRITHE (BepXHee NOKPLITHE, BHYTPCHHES NIOKPHTHE):
nonueuHEANHppomuoH (IIBIT)

MukponpoBozuuk BRyTpHcocymcThiit Shun Syncess: ITpoxcuManLHELA
CepCTHMK NPOBOJHHMEA KODIYC - HEpAXaBelomias CTanb; MOKPHTHE
seneHoe U3 ruapodobHoro nommepa - cmech [ITOT, IIAC n [TAH
JHCTANBHHE CEpaeYHHK NPOBOTHHKA: HUTHHON

O6M0TKa NPOBONHHKA: HAKENB-IVIATHHOBEIA CILIAB

TaapodwisHoe NOKPHTHE (BEpXHEe NOKPHTHE, BHYTPEHHES NOKPHTHE):
nomuBHEAIHpponnaocd (IIBIT)

[Monmmepras MycdiTa: HoNKypeTa, kapGrA Bomb(hpaMa

MHukponpososEuK BHyTpHcocyAucTHH Shun Tranpass:

CepaeyHHK TIpOBOAHMKA: KOPHYC - HepaBeiomias CTalb, NOKDHITHE
3eneHoe u3 ruapodobHoro mommMepa - cmecs IITO3, ITIC u [TAHR
O6MOTK2 NPOBOHMKA; HAKE/IL-TLIATHHOBEIH CIIaB

TagpoduisHoe NOKPHTHE (BEPXHES MOKPHTHE, BHYTPEHHEE NOKPHTHE):
nomBHHRIIHpponaaoH (IIBIT)

TNomimepras Mydra: nonuypetaH, kapbuzx pomsppama

Topkep:

Pyxosrka Topkepa: akpunoruTpmn Oyranued crupon (ABC), xpacurens
po3oBRIit

Menaas oGonotka: Meap

Komnadox Topkepa: akpunoHuTpun Oyranner crupon (ABC), kpacHrens:

Proximal coil wire, connecting tube: stainless steel

Distal coil wire: platinum nickel alloy

Hydrophilic coating (top coating, primer coating): polyvinyl-pyrmrolidone
(PVP)

Intravascular micro guidewire Shun Syncess:

Proximal core wire: body - stainless steel; covering green from a
hydrophobic polymer - mixture PTFE, PES and PAI

Distal core wire: nitinol

Coil wire: platinum nickel alloy

Hydrophilic coating (top coating, primer coating): polyvinyl-pyrrolidone
(PVP)

Polymer jacket: polyurethane, tungsten carbide

Intravascular micro guidewire Shun Tranpass:

Core wire: body - stainless steel; covering green from a hydrophobic
polymer - mixture PTFE, PES and PAI

Coil wire: platinum nickel alloy

(I-ll,{;dlr,;)philic coating (top coating, primer coating): polyvinyl-pyrmolidone
Polymer jacket: polyurethane, tungsten carbide

Torquer:

Torquer hand shank: acrylonitrile-butadiene-styrene (ABS), toner pink
Copper sheathing: copper

Torquer cap: ABS, White dye

HEcTpyMenT AN BBefieHNA: Insertion tool:
Brynka: nomkapGoHaT Hub: polycarbonate (PC)
Tpybxa: Hepxareomas CTalb Tube: stainless steel
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3ampuTHAS TpYOKe: NOAHITHICH HASKOH IIOTHOCTH

Conpamnaas TpyOka: ITommaTines Brcoxoi mrotHocd (TISBIT)

Tpn mapaapHEIX 3axHMa: AxpunosuTprn SyTaauen crupon (ABC)
Marxait 3axum: Tomunpormanen

Jlyep Jlox: Iomaxapborar

3amAM A7 QHKCAIEM HHCTPYMEHTa Ul BBEACHHA: AKPWIOHHTPHN
Gyranuen crupon (ABC)

ynakoBka: OyMara, KoMnosrTHas naenxa w3 [1IT/AID

Protective tube: low density polyethylene (LDPE)

Coil tube: high density polyethylene (HDPE)

Three toggle clips: acrylonitrile-butadiene-styrene (ABS)

Soft clip: polypropylene (PP)

Luer lock: polycarbonate (PC)

Insertion tool fixation clamp: acrylonitrile-butadiene-styrene (ABS)

“Pouch for torquer and insertion tool, primary packaging: dialyzing paper,
PET/PE complex film

19. CeeaeHHE 0 NCKAPCTBEHHMLIX CPEACTBAX BIOASUIHX B COCTAB
MEJTHIHHCKOr0 HyIe/Ins

19. Information about the medicines included in the medical device

Henpumennmo. Not applicable.

20. CreneHHR ©  MATEpPHAJAX  KEBOTHOTo/desoBeveckoro | 20. Information about materials of animal/human origin
NPOHCIOKACHHS

HenpumMenumo. Not applicable.

21, YcAoBRN IKCIUYRTSIHE MERHIHHCKOTO HIACAHS 21, Operating conditions of the medical device

Mepaupnckoe H3eNMe INPENHA3EAYCHO [AA HCMONB3OBAHHA BO

BHYTpeHHe# cpeie opraHu3Ma, HCMIONB30BATH MPH Temmneparype ot 32°C
Jo 42°C.

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.

22. YcioBHS XpaHeHHS H TPAHCHOPTHPOBAHHS MEXHIMHCKOIO
HIeAHY

22, Storage and transportation conditions of the medical device

Tabnuua 4 Venosus xpaHeHH H TPRHCTIOPTHPOBAHMA

Table 4 Storage and transportation conditions

TemnepaTypHEI AHANIA30H: ot 0 no 40 °C

Temperature Range: from 0 to 40 °C

JInana3oH BIaKHOCTH: <80%

Humidity Range: <80%

¢ XpaHurte u3Ae/IHE NPH KOMHATHON TCMICPATYPE B IHCTOM, CYXOM H
TEMHOM MeCTe, TTO0H H30eKATh AINTENLHOrO BO3ACHCTBHA CBeTA M
BJIaTH;

o VCIOBAA XpaHCHHA ACG/DKHH OLITH 3AIMMIICHERIMH OT KpBIC H MOITH,

e Store the device at room temperature and in a clean, dry and dark place
to avoid extended exposure to light and moisture;

¢ Storage environment should be rat-proof and moth-proof in order to
keep the integrity of package;
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9yTO6H COXPAHUTD LIEJIOCTHOCTD YIIAKOBKH;

¢ He nonyckaiite KOHTAKTA ¢ KOPPOIHOHHLIM T'A30M;

¢ Bo Bpems TpaHCTIOpTHPOBAaHHA H30craiiTe JaB/ICHHA IPY3a, HONAJAHHN
IPAMEIX CONMHEYHEIX Nydeli, HAMOKAHHA N0 JOXKACM H CHEIOM, 8 TAKKE
BHCOKON TeMIepaTyphl.

* Keep it from contacting corrosion gas;
» During transportation avoid weight pressing, direct sunlight, rain and
snow soaking, and high temperature.

23, KoMmuiexT NoCcTABKR 23. Package contents
Hrpusrayarsnas ynakoexa: 1| HaGop. Primary package:1 kit.
Teppuanad ynakoBka: 1 Habop. Inner package: 1 kit.

BropHusas ynakopka: 10 HaGopos.
Tpancnoprhas ynakoska: 20 Habopos.

IpAMEp COACPARAMOTO NEPBHTHON YIIAKOBKH:

Ha6op Muxponpososiiuka BHyTpHcocyancToro Shunmei, Shun Traverse,
Amuna 200 cm, mmamerp 0.014 mooitMa (0,36 MM), KOHUHK NPAMOi:
Support, B cocTase:

1. MuxponpoBoaHEK BHyTpucocyAucTsii Shun Traverse, anuma 200 cm,
maametp 0.014 moiina (0,36 MM), KoHumMK mpamMoii: Support — 1T,

2, Topkep — 1 .

3. AuctpymenT ans BeeAeHnAs, auameTp 0.036 motima (0,92 Mm) — 1 m.
4 MHCTpYKIMA N0 PUMEHEHAIO — 1 miT.

Middle package: 10 kit.
Outer package: 20 kit.

An example of inner package content:

Intravascular micro guidewire kit Shunmei, Shun Traverse, length 200
cm, diameter 0.014 inch (0.36 mm), Straight Tip, Support, consists of:

1. Intravascular micro guidewire, Shun Traverse, length 200 cm,
diameter 0.014 inch (0.36 mm), Straight Tip, Support — 1 pc.

2. Torquer - 1 pc.

3. Insertion tool, diameter 0.036 inch (0.92 mm) - 1 pe.

4. Instruction for use — 1 pc.

24. Cpok roanocTe / cpok crymbut

24. Shelf life / Service life

Cpok rozrocTH HaGOpa MHKPONPOBORHMKA, COCTAaBIseT TPH rofa. To
eCTH IpH COOMONCHHHY YCIOBHH XPAHCHHS, ONMCAHHBIX B HHCTPYKIIHY IO
npumenenrio, Shunmei Medical rapasTapyer, 910 B TeUeHHE TpeX JCT
NoCHe CTEPHIM3ANAH Hab0op MUKPONMPOBOMHHKR ABIACTCA CTCPHILHEIMH
H BCE XAPAKTEPHCTHKH COOTBEICTBYIOT Tpe0OBaHHAM CTaHAAapTa
IPOAYKTa.

The expiration date of micro guidewire kit is three years. That is to say,
when products are stored as instruction for use claimed, Shunmei Medical
insures that within three years after sterilization, micro guidewire kit are
sterile, and all performances meet the requirements of product standard.

25, Tlopuaoxk - OCYymecTB/IeHHS YTHAHIANEE YHEITORCHHuS

MCAMITHHCKOIc H3ACAHS

25, Procedure for the disposal and destruction of 2 medical device
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H3snemix, AMCBINNE KOHTAKT ¢ KPOBbIO H/HIN APYTHMH GHONOTHYSCKHMEA
KHIKOCTAMM, OTHOCMTCH X Kiaccy B xmaccnbuxampm MemmmHCKHX
OTXOHO0B, H NONICKAT YTHWIH3AUHH W/HWIH YHMYTOXEHWIO COIJIACHO
NPHAMEHACMEIM HAIOHAILHEIM 3AKOHO/ATELHRM HOPMAM.
HencnonssosanHsic wi/ieus (He HMEBIIME KOHTAKTa C KPOBBIO W/RIM ¢
OHONOTMICCKHMH XKUAKOCTAMH), B T.9. ¢ HCTCKIUMM CPOKOM TN'OJHOCTH,
OTHOCHTCE K Kmaccy A KnaccHOHKANMH MEAMIMHCKHX OTXOHAOB,
NOAMCXAT YTHIM3AIMA H/HTH YHHYTOXCHHMIO COTIACHO IPHMCHACMBIM
HAUHOHANLHEIM 3akoHOAaTEASHBIM BOpMaM. (CarllnH 2.1.3684).

Products coming into contact with blood and/or biological fluids are class
B medical devices under medical wastes classification and may be
recycled and / or disposed in accordance with applicable national
regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices
under medical waste classification and may be recycled and/or disposed in
accordance with applicable national regulations. (SanPiN 2.1.3684).

26. Ilepetenn HATHOHAMLHLIX H MEKAYHAPDOAHHIX HOPMATHBHBLIX
ROKYMEHTOB/CTAHIAPTOB, KOTOPLIM COOTBETCTBYET MEANIHHCKOE

26. List of international regulatory documents/standards which the
medical device complies with

HIgCAHES

6. | OGosuawerme | Craunapru Je | _Applicable standard Standards
Crepunisauns MeauusuCKIX H3nemuii - TpeGosanus x Steri‘lizaﬁonbofmediald?vioes-keqlﬁrenmtsfm

1 | en 556-1/ WWWTIM}ME” ) mmmwbedw“sw_

Jonomeerre AC | Hacts, 1: TpeGoRauNA X MCIHIMHCKNM RIIETHEM, EN 556-1/AC Part 1:Requirements for terminally sterilized

NOABEPTHYTEIM HHHIIHOMN CTEPHANIAINAA medical devices

2 | 15020417 Hanemix MEZRUMICERE. Hagopusmnr, > | 150 20817 mmmmmmmumﬁdw
FES20K Mo mpC e — CHMBONLL, NPWMSETRONN TIPSt Medical devices-Symbols to be used with medical

3 | 150 15223-1 ;“’P::"“’“““W“;“mm“m: 3 | 150152231 device labels, labeling and information to be
Hintponsioceps  ommospathoro  mpiecncmma | | | 4 | 1SO 11070/Amdl Stetile single-use intravasculas introducess,

4 ISO 11070 Te W dilators and gnidewires

{Mlononsesue Al mp’m“- Xiudeckne TPeGOBAHNA M METOMM EN ISO 10993-1: 2009 Biological evaluation of
[ —— 3 5 | ISO 10993-1 medical devices—Part 1: Evaluation and testing
amaymcxae.  Onearm within a risk process

5 | ISO 10993-1 Reficrans Mepmmncix waaeasi. Yacrs 1. Oneuxa n . -
HCCTIC/IOBAHNS B TIPOIIOCCO MCHOTIKMEHTA PHCKS 6 | IS0 109934 EMSI mmfmwﬁﬁ
Onenxa OHOMOTMTECKOro RCHCTRHS MEAHUMHCKHX li"meval'ofmedimlv Part

6 | 150 109934 wviensi — Uscrs 4: Hccnenowamms  mzemd, 7 | 130 10993-5 s_‘?rm. tuation of med: devices—
BIAHMOCHCTRYIONINX C KPOBEIO B _mllmcyz.toxﬁty fical dovi Pt 7-
Ouenxa GHONOTHIECKOIO HelcCTBHR  MEAHIMBCKHX 8 | ISO 10993-7 E“’Wﬂ id ilization residual ’

7 | ISO 10993-5 magenuii - Yacts 5:  Mecnemosamms  Ha _ﬂ:L—.. n e
LHTOTOKCHYHOCTD: METOAIH in Vitro 9 | ISO 10993-10 lliéol;s)calf;val uation m’l glovices = Fis

8 | ISO 10993-7 Ouenka Guonorsueckoro  nelicTsuS  MEMIMBCKHX Tests for imitation and skin sensitization |
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maemit — Yacre 70 Ocrarounoe copepaxanme

Biological evaluation of medical devices—Part

ITMICHOKCAZA NIOCAE CTEPHTHIAILR 10 | 150 1099311 11: Tests for systemic toxicity
Onenxa ORONOTRIECKOTO AeHCTBHA  MEIMIMACKAX 11 | 150 10993-12 Biological evaluation of medical devices—Part
9 | ISO 10993-10 maennit — Yacts 10: Mcceosanna pa3paxaiomero X 12: Sample preparation and reference materials
CEHCHOITHIHPYIOMETO JeHiCTBHR Sterilization of health care products - Ethylene
Ouenka ORONOIHYECKOTO ACHCTBAA MCTANRHCKAX 12 | 1s0 11135 oxide—Part 1: Requirements for development,
10 | I1SO 10993-11 maemi - Yactn 11 Hecnenosanus validation and routine control of a sterilization
ODIMETOXCHICCKOTO ACHCTBHA process for medical devices
QOuenxa CHONOTHWECKOIO JAeHCTPAN MEIRINHCKHX Sterilization of health care products — Biological
11 | IS0 10993-12 muenat -~ Yacre 12: Tlparoropneame mpof » 13 | ISO 11138-1 .o . . .
KOHTDORBHGIE OGpRAI 4 indicators — Part 1; General requirements
Crepunusanas OPOAYKLMH — — Sterilization of Health Care Products — Biological
12 | 10 11138 Omunenoxcra ~ Yacts 1: TpeGoranna x paspaboTke, 14 | ISO 11138-2 Indicators — Part 2: Biological Indicators for
BATMOALMM M TEKYIIEMY YUPARBICHHIO DPOLECCOM Ethylene Oxide Sterilization Processes
LARSAIHH ) X F b Packing for Terminally Sterilized Medical
Crepunusaims MCAUIMHCKOH 2 15 | ISC 11607-1 Devices — Part 1:Requirements for Materials,
13 | 1SO 11138-1 Bronoreweckue WHAMRETOpM. Yacts 1. O6mme Sterile Barrier Systems and Packaging Systems |
TpeGOBAHAR Packing for Terminatly Sterilized Mexdical
Creprmbaigis MCTMTHHCKOH TIPOAYKIPMH. 16 | ISO 11607-2 Devices — Part 2:Validation requirements for
14 | ISO 11138-2 Brosiorauecxie HEAMKATOPH. JacTs 2. Buonornuecxue forming, sealing and assembly process
MIAIMERTOPE JUIN CTEDIRIH3ALNN OKCHIOM STHICHA 18 | EP9.026.1 Sterility
Vnaxosxa JIS MOTALUMHCEKHX H3RCNHN, IOAIEKAIMX Cleanrooms and associated controlled
15 | 150 11607-1 ¢mnmuBo# crepumpamyy- Yaces 1: TpeGosaman x 19 | ISO 14644-1 environments—Part 1: Classification of air
METCPHANAM, 03pHEPHEIM CHCTEMAM I CTCPIINIAINHE cleanliness
H YNAKOBOYHBHIM CHCTEMAM Cleanrooms and associated controlled
Vnaxosxa QI8 MCOHUHHCKEX H3ACHRAN, MOAACHKANDIX 20 | 1SO 146442 environments—Part 2:Specifications for Testing
16 | 150 116072 ¢wnmmo¥ crepunmsaneu- Yacts 2: TpeGosammy X and Monitoring to Prove Continued Compliance
BATHASIHM NPOLEccOB POPMAPOPAHNA, TEPMETHIAINH with 1ISO 14644-1 ISO 14644-2:200
1 cOopEH 21 | 150 146443 Cleanrooms and associated controlled
18 | EP9.02.6.1 M___Mm environments—Part 3:Test methods
UicTHi® MNOMCIICHHA ®W CBA3AHHEC ¢ Cleanrooms and Associated Controlled
19 | 1SO 14644-1 KOHTPONMHpYeMEle Cpeas- YacTs 1: 22 | ISO 146444 Environments-Part 4:Design, construction and
Knaccrdsamss IHCTOTH BO3AYXa N0 KOHUCHTPAOMH start-up
YARCTHIL Cleanrooms and associated controlled
UHCTHEC DOMCHICHHA H CBUIAHHEKE C ISO 14698-1 envﬁmments.Bmcomnaﬁmomuol.Gmal
20 | 180 14644-2 KOHTPOIHpYyeMEie cpemsl- JacTs 2: Texymmuit KOHTpONE ' principles and methods.
At DOATEEPRACHHY DOCTOAHHOIO COOTBETCTBHA 24 | 130 145982 Cleanrooms and associated controlled
YHCTOTH BOBAYXA [0 KOHIICHTPAIMHY ZACTHIL. environments. Biocontamination control.
21 | ISO 14644-3 UscThie DOMEMSAHI H  CBA32HHLIC C  HUMH
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| vonTpomupyeMuie  cpeau- Hacts  3:
4 . .

Merozu

Evaluation and interpretation of biocontamination
data ) )

UHCTEI® NMOMCUICHAA H CBYAHRHC ¢ HEMU

Medical devices - Application of risk

22 | ISO 14644-4 ROHTpaHpYeMile cpems — Yacts 4: [MpoexTHponanme, 25 [ 150 14971 to medical devices
CTPOHTENLCTEO H EBOA B IKCILTYSTAIMIO 26 | 180 780 Packaging — Distribution packaging - Graphical
UncThic mNOMCIMEMHS H  COOTBETCTBYIOHME symbols for handling and storage of packages
4698 KofTponHpyeMue  yonossd.  Ko#tpoms  ypoems . i " .
23 | 501 l Gnonorsmecxoro sarpasmenmmA. Yacte 1. OGmme 27 | 1SO 85364 hﬁmoneqmpmtt‘ormedwaluse—l’m4
DU 1 MeTONN Infusion sets for single use, gravity feed
YucTHie DOMEILSHHN H COOTBETCTBYIOLIHE
n ikiong | |mommysaic _ycosss. Kompom yposss | | 128 | ASTMETSS. .| Standard Practice for Assessment of Hemolytic
24 | 1SO 146982 6HONOTHYeCKOro sarpaiHcHEs. UYacts 2. Onenxa u [ Properties of Muterials
| sarpassesmo. e 29 | AAMI TIR42 Evaluation of particulates associated with
25 | 150 14971 Hanenas mexuMECKHE — [IpmMcHenie MOHOIEMENTA vascular medical devioes
L3 Standard Test Methods for Determining
2 | 150780 AncTpuOsoTOpCKaY  ymakoRka - 30 | ASTM F640 Radiopacity for Medical Use
7 Wmecmmmoﬁpﬁmnm 31 | ASTM F 1980 Standard Guide for Accelerated Aging of Sterile
y — p— - Barrier Systems for Medical Devices
crpoficrsa tbysno HIRIHCROTO Standard Test Method for Detecting Seal Leaks in
27 | 150 85364 sasaaveans. acrs 4. Pln(pys:;me naGoput | { | 32 | ASTMF1929 Porous Medical Packaging by Dye Penstration
Standard Test Method for Determining Integrity
28 | ASTMF756 CroHfsprsiad IPAKTUKA ONCHKH —TEMONMTHIOCKHX 33 | ASTM FI886/F1886M | of Seals for Medical Packaging by Visual
SPHAROL Inspection
29 | AAMI TIR42 OueHXs TREpISIX S4CTHR, CBNSAHHMX G COCYHCTAIN 34 | ASTM FSa/FREM Standard Test Method for Seal Strength of
MEJIHUMHCKHMH YCTPOHCTBAMH Flexible Barrier Materials
30 | ASTM e 35 | AS 40/F Standard test methods for internal pressurization
F640 PEHIINCHOKORTPACTHOCTH ans MeAHITMHCKOTO 5 TM F11 1140M failure resistance of unrestrained

31 | ASTMF 1980

CranzapTHOe PYKOBO/ICTRO 110 YCKOPEHHOMY CTAPEHIIO
CTEPHIBHBX COPBCPHEIX CHCTEM AL MEAWNMHCKHX
ycTpolicTs

36

ISTA 2A

2A: Partial Simulation Performance Tests,

32 | ASTMF1929

Craupapranli METOR HCOLTaEM ANA OGHAPYREHHN
YTeUek %epe3 YIUIOTHCHHMA NOPHCTOH Meaumumcxoit
YTRKORKH 0IG KpacHTent

37

MEDDEYV 2.7.1 Rev 4.

Packaged-Products weighing 150Ib(68kg) or less
Clinical evaluation: a guide for manufacturers and
notified bodies under directives 93/42/EEC and
90/385/EEC

ASTM

33 | F1886/F1886M

CraHasprupil MeTON ONpeAcneHMS NEGNOCTHOCTH
YVIUIOTHCHHN [AA% MOOMIMHCKON ynaxoBxM myrven
BH3YANLHOTO OCMOTPa

38

ISO 13485

Medical devices - Quality management systems -
Requirements for regulatory purposes

34 | ASTM F88/F88M

Crangaprumii meron wcmwrrasmit

MPOYHOCTR

39

NBOG 2010-1

Guidance for Notified Bodies aunditing suppliers
to medical device manufacturers
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YIUIOTHEHHA FTHOKKMX GaphepHBIX MaTepHANOB Post market clinical follow-up studies: A guide
ASTM CraHnapTHhe METOAB HCNIWTaHHIH Ha CONMPOTHBICHHE 40 | MEDDEV 2.12-2 rev.2 for manufactures and notified bodies
35 Pa3pYIICHHIO H3-33a BHYTPCHHEIO JIaBJICHHMA HE e . . -
F1140/F1140M yien: MEIX VIIAKOBOK 41 | MEDDEYV 2,12-1 rev.8 Guidlines on a medical devices vigilance system
Mpouexypa 2A  MexayHapomHOH  accomHaIMH . . e
36 | 1STA 2A GeonacHoro TpasmTa: TeCTH NPOMIBOAKTENEHOCTH C 42 | MDD 93/42/EEC Medical Device Directive
9aCTHYHBIM MOZETHPOBAHHEM, yTiakOBaHHbIE
opoayKThi BecoM 150 ¢yuToB (68 Kr) Wwin MenbLIe
Kmungeckas OLICHKA: PYKOBOACTBO s
37 MEDDEYV 2.7.1 MPOM3BOAMTENICH H YNOJHOMOYEHHHIX OpPraHOB B
Rev 4. COOTBETCTBHH C  jaupekTHBaMH 93/42/EEC
90/385/EEC
38 | 1SO 13485 HMapesms  mepuumHckHe- CHCTEMB  MEHEDKMEHTA
kauecTBa- TpeGoBaHuA 413 Uenel perymMpoBaHHA
PykoBOACTBO IA1  YNIOJIHOMOYEHHBIX  OpraHoB,
39 | NBOG 2010-1 NPOBOJIATIIHX aymuT TIOCTaBIIIUKOB A
TIPOM3BOJATENEH MEIHITHECKOrO 060pY0BAHHA
MEDDEV 2.12-2 Kmianaeckne HccleoBaHMs, Cleqylolye nocie
40 rev.2 MapKeTHHTa: PYKOBOACTBO A/ HNpPOH3BOAMTENEH H
) YTIONTHOMOYEHHBIX OpTaHOB
41 MEDDEYV 2,12-1 PekOMEHpalMH MO  CHCTeME  KOHTpOIs  3a
rev.8 MEAHIMHCKHMH YCTPOHCTBAMH
JupekTBa N0  MEAMUMHCKOMY OOOpPYAOBaHHIO:
42 | MDD 93/42/EEC Hupextnea Cosera  93/42/EEC,  kacaiomascs
MCAMIMHCKHX YCTPOHCTB, BKIIOYasA BCE NONPaBKH
27. I'apanTHiinbie 06s3aTebCTBA 27. Warranty
IpousBoauTess: Manufacturer:
Shunmei Medical Co., Ltd («lllynmeit Meaukan Ko., JIta», Kuratickas | Shunmei Medical Co., Ltd
Hapoanas Pecnmy6mmika) Legal address of manufacturer:

IOpuaudeckuit agpec NPOH3BOAHTENA:

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

Tenedon: 0086-0752-3306949

OnexTpoHHas no4ra: nora@shunmed.com
Caiit: www.shunmed.com

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

Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Website: www.shunmed.com

Authorised representative:
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YnonHOMOYEHHBIiH NPEeACTaBUTENb:

O6mecTBo ¢ orpanudenHo# orBercrBeHHOoCThI0 "LIEHTP U3VUEHUA
CHUCTEM 3IPABOOXPAHEHUA"

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

AnextporHi aapec: office@hscmail.pro

LLC «<HEALTH SYSTEMS KNOWLEDGE CENTER LTD»
Telephone: +7 (495) 798-01-60

Email address: office@hscmail.pro

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

11A, building 2,

IOpunmuuecknii anpec: 127473, r. Mocksa, yn. CenesHeBckas, A. 11A, crp. | Shelf life — 3 years

2, at/xom/od 2/30,32/232

Cpok coXpaHeHHs1 CTEpHIBHOCTH H3IeJHsA — 3 roaa

28.PexnaManus 28. Reclamation
TTpoussoaurens: Manufacturer:

Shunmei Medical Co., Ltd («llyameit Memukan Ko., Jita», Kuraiickaa | Shunmei Medical Co., Ltd
Haponnas Pecmy6iuka) Legal address of manufacturer:

IOpuanyeckuii anpec mpou3BOAHTENA:

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

Tenedon: 0086-0752-3306949

OnexTpoHHas noyra: nora@shunmed.com

Caiit: www.shunmed.com

YNoJIHOMOYEHHBI NPeACTaBUTENb:

O6wecTBo ¢ orpanndeHHo# orBercTBeHHOCThI0 "LIEHTP U3VYEHHA
CUCTEM 3IPABOOXPAHEHHUA"

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

Onexrponnni aapec: office@hscmail.pro

KOpuauyecknit anpec: 127473, r. Mocksa, yn. Cene3nesckas, 1. 1 1A, cTp.
2, at/komM/od 2/30,32/232

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

Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Website: www.shunmed.com

Authorised representative:

LLC «<HEALTH SYSTEMS KNOWLEDGE CENTER LTD»
Telephone: +7 (495) 798-01-60

Email address: office@hscmail.pro

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

11A, building 2,

29. Pacmn¢poBka CHMBOJIOB, NPHMEHSEMbIX NPH MApPKHPOBKe
MEXHIHHCKOr0 H3/le/ U

29. Explanation of symbols used in labelling the medical device

HAnauBuayaibHas YNAKOBKA COAEPHKHT CAeAYyIOIY0 HHPOpMALIHIO:
- HauMeHoBaHHe MU
- norotun Shunmei;

- COCTaB YNaKOBKH;

Primary package contains following information:
- name of MD;

- Shunmei logo;

- package composition;
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- cXeMaTHIHOoe H300paxkeHHe COREPKHMOTO YNAKOBKH;

- HAMMEHOBaHHE H ANPeC MPOHIBOJUTENA;

- HOMEP 1O KATANOTY;

- KOX NIAPTHH;

- HCTIONB30BATH A0;

- aTa U3TOTORJICHNHA,

- CHMBOJI «3anpeT Ha OBTOPHOC NIPHMEHCHHSY;

- cumBol «He BcmomB30Bath PH NOBPEXACHHA YIAKOBKHD,;

- ciMBON «OCTOPOXHO!»;

- CHMBOJI «OOpATHTECh K HHCTPYKIOMHA N0 IPHMEHEHHION;

- cHiMBo «H3roToBHTENEY;

- cHMBON «Xpynkoe, oGpalaTECa OCTOPORXKHON;

- cumBon «He gomyckats Bo3sielicTBHA COTHEUHOIO CRETa»;

- cuMBOJT «TeMnepaTypHult AHaNA3OHY;

- QR-koxm;

- lltpax-xox;

- YcnoBaa XpaHeHNS;

- CHMBOJ «AITHPOICHHOY;

- cHMBON «CTepHIH3aIUA OKCHAOM 3THICHA»;

- cuMBon «Bepedn OT RIarm»;

- camBon «He cTepuaH3OBaTE DOBTOPHOY;

- CcHMBON «YTIONHOMOYCHHHIE npeacTaBHTeN B EBponeiickoM
coodmiecTse»;

- cBemeHHs o0 ymoAHOMOYEHHOM nNpeAcraputTene B Esbponelickom
coobmecrne;

- mapkupoeka CE;

- HaGop MuxpompoBognHkxa BEyTpHcocyEHcToro Shunmei, Shun
Traverse;

- Habop MEKponpoBoHHAKS BHyTpHcocyaucToro Shunmei, Shun Syncess;
- Ha6op MUKPONPOBOHAKA BHYTpHCOCYAKCTOrO Shunmei, Shun Tranpass
200;

- Habop Muxponposomiuka BHyTpHcocyucToro Shunmei, Shun Tranpass

300.

- schematic representation of the contents of the package;
- name of manufacturer and address;
- catalogue number;
- batch code;
- use by date;
- date of manufacture;
- symbol «Do not re-use»;
- symbol «Do not use if package is damaged»;
- symbol «Caution!»;
- symbol «Consult instructions for use»;
- symbol «Manufacturer;
- symbol «Fragile, handle with care»;
- symbol «Keep away from sunlighty;
- symbol «Temperature limit»;
- QR-code;
- Barcode;
- Storage conditions;
- symbol «Non-pyrogenic»;
- symbol «Sterilized using ethylene oxide»;
- symbol «Keep dry»;
- symbol «Do not re-sterilize»;
- symbol «Authorized representative in the European Commumty»,
- information about the authorized representative in the European
Commmnty'
- CE Marking;
- Intravascular micro guidewire kit Shunmei, Shun Traverse;
- Intravascular micro guidewire kit Shunmei, Shun Syncess;
- Intravascular micro guidewire kit Shunmei, Shun Tranpass 200;
- Intravascular micro guidewire kit Shunmei, Shun Tranpass 300.
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IlepBuiHAS YIAKOBKA COAEPENT C/ICAYIOMYI0 HEGOPMAIIHIO:
- HaAMEHOBaRHe MH;

- norotun Shunmei;

= COCTaB YNIAKOBKH,

- KOMIHYECTRO M3ACTHHA B YIIAKOBKE;

- CXEMaTHIHOE H300pakeHHE COACPAHMOTO YIAKOBKH;

- HANMCHOBAHHE H ANPEC MPOH3BOANTENN;

- HOMEP 10 KATANIOTY;
- ROR TEPA,————~—— e e e
- HCTIONIB30BATH JI0;

- IATA H3TOTOBJICHHUA;

-~ CHMBOJ «3a0peT Ha NOBTOPHOE MPAMEHERHEY;
- caMBoJ1 «He HeMoMm30BaTE HPH NOBPEXACHHH YIAKOBKHY;

- cAMBON «OCTOPOXKHO!»;

- cuMBON «OOPaTHTECH K HHCTPYKIMM 110 IPHMEHEHHION;

- cumBoa «HsroTosuTeNBY;

- CHMBOJI «XpyTIKoe, 06palmaTECa OCTOPOKHON;

- cHMBON «He nomyckaTs BO3CHCTBHA CONHETHOTO CBETA»;

- cumpon «TemmepatypHhiii Auanason»;

- QR-xox;

- HiTpux-kox;

- YcnoBUs XpaHEHuS;

= CHMBOJI «AIHPOTCHHRON;

- CHMBON «CTEPHAN3AHUA OKCHAOM THACHA;

- CHMBOI «Bepean OT BIar»;

- cEMBOxa «He cTepunn30BaTL NOBTOPHOY;

- CHMBON «YMONHOMOUYeHHHMH mpeacTaBuTeNs B  EBponedickoM
coobmecTBe»;

- CBeAcHHA 00 ymonHOMOUEHHOM npeacTasuTeNne B EbponefickoM
coobmecTne;

- Mapkuposga CE;

t - batck :

- RaJmuch: «PeKOMEHIALMA: NpexAe 9¢M BRHHMATh MUKPONPOBOJHHAK,

Inner package contain following information:

- name of MD,

- Shunmei logo;

- package composition;

- quantity in the package;

- schematic representation of the contents of the package;
- name of manufacturer and address;

- catalogue number;

- use by date;

- date of manufacture;

- symbol «Do not re-use»;

- symbol «Do not use if package is damaged»;

- symbol «Caution!»;

- symbol «Consult instructions for use»;

- symbol «Manufacturen;

- symbol «Fragile, handle with caren;

- symbol «Keep away from sunlight»;

- symbol «Temperature limit»;

- QR-code;

- Barcode;

- Storage conditions;

- symbol «Non-pyrogenic»;

- symbol «Sterilized using ethylene oxide»;

- symbol «Keep dry»;

- symbol «Do not re-sterilizey;

- symbol «Authorized representative in the European Community»;
- information about the authorized representative in the European
Community;

- CE Marking;

- inscription: «Tip: please activate the hydrophilic coating first before
pulling out the guide wire»;
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noXAnyicTa AKTHBHpPYiTe TMAPOPIILHOC MOKPHTHEY;

-HaGop MukponpoBogHHKa BHyTpHCOCYAcTOre Shunmei, Shun Traverse;
-HaGop MExponpoBoiHka BRYTpHcocymcToro Shunmei, Shun Syncess;
-Habop Muxponporoaunka sBHyTpucocyaucrore Shunmei, Shun Tranpass
200;

-Ha6op MukponpoBoaHHKa BHyTpHcocyaucTore Shunmei, Shun Tranpass
300.

BropEydHAN H TPAHCNOPTHAS YNAKOBKA CONEPAAT CJEAYIOUTYIO

- Intravascular micro guidewire kit Shunmei, Shun Traverse;
- Intravascular micro guidewire kit Shunmei, Shun Syncess;
- Intravascular micro guidewire kit Shunmei, Shun Tranpass 200;
- Intravascular micro guidewire kit Shunmei, Shun Tranpass 300.

Middle and Quter package contains following information:

HHPOPMATHIO: - pame of MD;

- HaHMeHOBaHKe MH; - Shunmei logo;

- norotun Shunmei; - package composition;

- COCTAB YIAKOBKH; - quantity in the package;

- KOJIHIECTBO HIAC/HI B YIIAKOBKE; - schematic representation of the contents of the package;
- CXEeMATHIHOE H300pAXKEeHAEe COACPKHUMOrO YIAKOBKH; - name of manufacturer and address;

- HAHMEHOBAHHE U aJpec MPOM3BOJUTENS; - catalogue number;

- HOMEp TI0 KaTanory; - batch code;

- KO/l HAPTHH; - use by date;

- HCIIO/IL30BATD JI0; - date of manufacture;

- IATa H3rOTORNEHMA, - symbol «Do not re-use»;

- CHMBOJI «3afIpeT Ha MOBTOPHEOE MPHMEHEHHEY; - symbol «Do not use if package is damaged»;
- cuMBOJI «He HCONB30BaTH NPH NOBPEKICHHH YTIAKOBKHY; - symbol «Caution!»;

- crMBoN «OCTOPOXRHO!; - symbol «Consult instructions for use»;

- cEMBOJI «O0paTHTECh K HHCTPYKIMMH IO MPHMCHCHHAIO; - symbol «Manufacturen;

- cMBoll «A3roTOBHTEIE,; - symbol «Fragile, handle with care»;

- cuMBoJ «XpynKoe, 00paliaATECE OCTOPOXKHON; - symbol «Keep away from sunlight»;

- cumBon «He ponyckars Bo3aeHCTBHA CONHETHOTO CBETA»; - symbol «Temperature limit»;

- cnMBONt «TeMnepaTypHER AMaTa30n»; - QR-code;

- QR-xoz; - Barcode;

- llITpux-x0x; - Storage conditions; .

- Ycnosus xpanenus; - symbol «Non-pyrogenicy;

- CHMBOII «ANMPOTCHHO; - symbol «Sterilized using ethylene oxide»;
- CHMBOJI «CTEpHIAZANAN OKCHAOM STHIICHA»; - symbol «Keep dry»;
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- CHMBON «Bepeys or Baarm;
- cumBon «He crepumi3oBaTs MOBTOPHOY;

- CHMBON «VYTONHOMOWYCHHHNH mnpeacTaBuTent B EBpomelickoM
coobmecTse;

- CBeAcHMS 00 YNONHOMO4CHHOM mpencTaBurene B EsponeiickoM
coobmecTae;
- Mapkuposka CE;

-Ha6op MEKpOnpoBOAHHKA BHYTpHCOCyAuCTOrO Shunmei, Shun Traverse;
-Ha6op MuxponpoBoauuka BHyTpHcocyaucroro Shunmei, Shun Syncess;
-HaGop smxponposomunka sRyTpECOCYRRCTONO Shutiiiei, Shun Tranpass |
200;
31(-)1360]3 MHKPONPOBONHHKA BHEYTpHACOCYAnCTOro Shunmei, Shun Tranpass

- symbol «Do not re-sterilizey;
- symbol «Authorized representative in the European Community»;
- information about the authorized representative in the European
Community;
- CE Marking;
- Intravascular micro guidewire kit Shunmei, Shun Traverse;
- Intravascular micro guidewire kit Shunmei, Shun Syncess;
- Intravascular micro guidewire kit Shunmei, Shun Tranpass 200;
- Intravascular micro guidewire kit Shunmei, Shun Tranpass 300. e

Cm;noJmeymbols:

A Caution/OcTopoxso! f- Keep dry/ Bepeus or Bnary
t Batch code/Kox naprum X Non-pyrogenic/ANHPOreHHO
. - - Do not use if package is damaged/
@ Do not re-sterilize/ He crepumsonars @ He Nomomnsossms mpst oo y—
v ‘ nomno - - ! ,na Ko nm
g ) Use by date/Hcnions308ats 10 L®J 3 Ha 0 ce e
~—r = Sterilized using ethylene oxide/ ; C’ﬂ Date of manufacture/
S Crepwinianms OKCHAOM 3THICHA Hara n3roTopicHna
- = Consult instructions for use/
Catalogue number/Homep nio katamory OfpatRrecs K MHCIDYKUMH 1O
- - MPUMEHCHHIO
' ke Keep away from sunlight/ He nomyckats
‘, Manufacturer/HsrorobmTens & BO3/ICHCTBHA CONHETHOTO CBETa

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




_ . Authorized representative of European
' ‘ Temperature limit/ TIpexes TeMnepaTyps Commumty/Ynonno:noqemmﬁneﬁmu
Coobmectne
Notified Body ID
(( CE Marking/Mapxuposka CE 2764 number/HaeETndHKaHONHEH  HOMep
YIIQIHOMO4EHHOI0 OpraHa

Fragile, handle with care/ Xpynkoe,

ofpamaTeca OCTOPOXHO

JaTa BLIDYCKA HIH NepecMOTPA HECTPYKHNE

Date of issue or revision of instructions

20.11.2023 Bepcns 1

20.11.2023 Version 1
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TTepeBoa ¢ SHTMHUCKOTO A3BIKA Ha PYCCKHH A3HIK

'CEPTUOUKAT

/nocomun/
KKCPMT

Kuralickuit xomurer conem'mm Pa3BHTHIO MEXAYHAPOAHOH TOProBiH — TOproBo-NpOMHIIICHHAS
i nanata Kuras
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01711814
Jlororun «kKKCPMT»

Kuratickmii ko coNeHCTBAR PASBETHIO MEXIYHAPOAHOH TOProBIH
ToproBo-npoMbl/IeHHas HAaTa Kurag

/OR-x00/

CEPTHOHKAT
| Ne 234403A0/062180

[leuaTs:
KHTAHCKHI KOMHTET COQEHCTBHUA
PA3BUTHIO ME)XXIVHAPOIHOH
TOPIOBJIH

CEPTHOHKAT

KKCPMT

(24)

HACTOSIMM YIOCTOBEPAETCS, YTO: negars xomnanun «Lllyamett Memaxan Ko.
JIta» Ha npunarasMoi AITUH spnserca NOAMHEHONR.

Heuats:
KKCPMT
CEPTUOUKAT
(24)
KUTAUCKUIM KOMUTET COIENCTBHA
PA3BHTHIO MEXIXYHAPOTHOMN

[leuats:
, KHTAHCKHY KOMUTET COOEACTBHA
s PA3BHTHIO MEXXIVHAPOIHOH
: TOPIOBJTH
CEPTHOUKAT
| KKCPMT

24

/noonuce/
Toanucs ynommomodernoro ymna: Xy Ha
Hara: 5 xexabpa 2023 r.

Bet-caitr nax ustpm cepriduxata: http://www.rzccpit.com/validate.html
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JloroTun Illyamei

«ITYBMEHR MEJUKAJ Ko., JITa»
Aapec: R401 anauus B, Ne 8 1-i gopors [[3uHL/YH, MPOMEINUICHEAY 3082
pation Jlyuran, Ill>asxsns 518116, I'vauays, Kurai.
en.: +86 0752-3306949
9. noara: nora@shunmed.com Bef-cafir: www.shunmed.com

Jexnapanug

Hanenne: HaGop MHKPOIPOBO/IHHKA BHYTPHCOCY JIHCTOTO Shunmei, B BapHaHTax HCIIOTHEHAS

Joxyment: UncTpyxuas mo u#mtenemo

JIOKYMEHT BHOCICICTBHH Byner npenacrasner 000 «I[UC3» pna perncTpaned
MEIMIMHCKOTO H3JEIHN «qaﬁop MHKpOTIPOBOAHHKA BHYTpHCOCyAucToro Shunmei, B

BAapHAHTAX MCHONHEHAD B PopcHu.

Mu, «Ilynmett Memuxan Ko. Jitzp, HacTosmis 3agpiies, Iro HHpopMaLns, Mpe/ICTABICHHAS

Ha THTYJIHHOM JIHCTE AOKYMCHTA, BEPHA.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

«ILIyameit Memuxan Ko. JIT»

JomkrocTs: I'eHEpATbHELA JAPEKTOP
IMonmucs /noonucy’

Tlara: 30.11.2023 2.

[legaTs:
«LLTVHMER MEITHUKAJI KO. JITH.» *
LIIHBDK3HB, KHTAH

IleyaTs:

KHTAHCKHY KOMHTET COQEUCTBHA
PA3BHTHIO MEXYHAPOOHOH
TOPIOBJIH

CEPTHOHKAT

KKCPMT

(24)
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COIJIACOBAHO
«1llynmeit Meanxan Ko. Jita.» (Shunmei Medical Co., Ltd)

Opranssatis

3-# srax u R401 3zasue B, Ne 8 1-# nopora L{3masays,
mpoMEIINenHad 30Ha Baony, pation Jiysras, [I>asweons
518116, I'yanayn, Karait

Axpec

I'enepansaLl JHPEKTOP
AOmKHOCTS

Ty Ux38e130H5

T T TENMEIHG, RMA
20.11.2023 r.

Hara JAMMIITT
/noonucw/

Mommscs

Ileuars:
«LUVHMEN MEJTUKAJI KO. JITH. (SHUNMEI MEDICAL
CO., LTD)» * ILI3HBYDKIHD, KHTAH

HECcTpyKuHAS 00 NPEMCHCHHAIO
HAR MeABOHHCKoe H3eane: «HaGop MEKPONIPOBOAHHKA BHYTpHCOCYAHCTOr0 Shunmei, B BapraRTax HCHOJHEHAR)

Bepcns 01

Hewarts:
KHTARCKHH KOMHTET COQEHCTBHA
PA3BUTHIO ME)XXIVHAPOOHOH
TOPI'OB/TH

CEPTUDHUKAT

KKCPMT

(24)




Mepesofbalu”™0 TeKkCTa BbINOMHEH MNePeBOAYMKOM TUXOHEHKOBLIM MU T puem BUKTOpPOBUYEM.

Poccuiickas depepauus
Mopog Mocksa
[BafuaTb ceabmMoro fekabps ABe Thicaun ABajuaTb TPeTbero roga
[ Kopcuk Bnagnmup KoHCTaHTUHOBUY, HOTapuyc ropoga MoCKBbI, CBUAETEeNLCTBY MNOAINHHOCTb
nognucu nepesogunka TuUxoHeHKoBaAMUTpua BUKTOpoBMYa.
Moanuck chenaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NOANMCABLUEro JOKYMEHT YCTaHOB/IEHA.

3aperncT”aHoN pee/bipe: Ne 77/2138-H/77-2023-iMf
Ynnade} sa”cNTpiiréLLie HoTapuansHoro geicTsusA: 400py6. 00 Kor.

B. K. Kopcuk
Bcero wy t0BaHO
M CKpenieH AneT (a)(08)
HoTapuyc
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