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VIHCTPYKLMS MO NPUMEHEHNIO

CornacoBaHo/APPROVED

Shunmei Medical Co i tH

OpraHun3sauma/Organization

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

Appec/Address

General Manager
[omkHocTb/Occupation

Tu Zhenjin

damunusa, Nma/ Surname, Name

27.0510M

Jatadf.MM.ITTT/

Ha MeauuMHCKoe n3genne: «CTeHT KOPOHapHbIN 0AHOPa30BbIi CTEPU/IbITbIMHA CUCTEME 4OCTaBKM
Shunmei ¢ nekapCcTBEHHbLIM NOKPbLITUEM»
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for medical device: «<Shunmei Coronary Drug Eluting Stents»
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1. HanMenoBanHe METHUHEHCKOr0 H3ZeJHS

1. Name of the medical device

CreRT KOpOoHApHEI 0AHOPA3OBLIN CTepHIbHLIE HA CHCTEMeE J0-
craBki Shunmei ¢ JexkapcTheNHNM DOKPHITHEM, B COCTaBE:

1. CreHT KOpOHApHHIl ONHOpPA3OBHI CTepUNLHLIE Ha CHCTEME A0-
craBkd Shunmei ¢ AexapcTBEHHBIM NOKPHTHEM, JHAMETP CTCHT2 X
mHA cTeHTa: 2,0 X 8 MM; 2,0 x 12 MM; 2,0 X 16 MM; 2,0 X 20 MM
2,0 x 24 muM; 2,0 x 28 MMm; 2.0 x 32 MMm; 2,0 x 36 MM; 2,25 X 8 MM;
2,25 x 12 MMy 2,25 X 16 MM; 2,25 x 20 MyM; 2,25 X 24 MM
225 x 28 mm; 2,25 x 32 MM 2,25 x 36 MM; 2,25 x 40 MM
225 x 44 MM; 225 x 48 MM; 2,5 x B MM; 2,5 X 12 MM 2,5 X 16 Mm;
2,5x20MM; 2,5 x 24 Mm; 2,5 x 28 Mm; 2,5 x 32 MM; 2,5 X 36 MMm;
25x40 mm; 2,5 x 44 Mm; 2,5 x 48 mm; 2,75 x 8 MM 2,75 x 12 MM;
275 x 16 MMz 2,75 x 20 MM 2,75 x 24 mm; 2,75 x 28 MM,
2,75 x 32 MMy 2,75 x 36 MM; 2,75 x 40 mm; 2,75 x 44 MM
2,75 x 48 mm; 3,0 x 8 mm; 3,0 x 12 mu; 3,0 X 16 ma; 3,0 x 20 MuM;
3,0 x 24 mm; 3,0 x 28 mm; 3,0 x 32 Mm; 3,0 x 36 Mm; 3,0 x 40 Mm;
3,0 x 44 mm; 3,0 x 48 my; 3,5 x 8 Mm; 3,5 x 12 MM; 3,5 x 16 MM;
3,5 x 20 mm; 3,5 x 24 mm; 3,5 x 28 MM; 3,5 X 32 MmM; 3,5 X 36 MM;
3,5 x 40 MM; 3,5 x 44 MM; 3,5 x 48 M 4,0 x 12 MMm; 4,0 x 16 MM,
4,0 x 20 myM; 4,0 x 24 mmM; 4,0 x 28 Mm; 4,0 x 32 MM; 4,0 x 36 MM;
4.0 MM x 40 myM; 4,0 x 44 M 4,0 X 48 M 4,5 x 12 mm; 4,5 X 16 MuM;
4,5 x 20 mm; 4,5 x 24 MM; 4,5 x 28 M; 4,5 X 32 M 4,5 X 36 MM,
4,5 x 40 MM; 4,5 X 44 mMm; 4,5 x 48 MuM; 5,0 X 12 Mm; 5,0 X 16 MMm;
5,0 x 20 mv; 5,0 X 24 MMm; 5,0 x 28 Mm; 5,0 x 32 Mu; 5,0 x 36 MM,
5,0 x 40 MMm; 5,0 x 44 My 5,0 x 48 MM — 1 1T

2. HEucTpyknus no nprMeHeHHIO — 1 mT.

Hanee — meaunuackoe w3gemue (MH), crenr.

Shunmei Coronary Drug Eluting Stents, consisting of:

1. Shunmei Coronary Drug Eluting Stent, stent diameter x stent length: 2,0
X 8§ mm; 20 x 12 mm; 20 x 16 mm; 20 x 20 mm;
20 x 24 mm; 2,0 x 28 mm; 2,0 x 32 mm; 2,0 x 36
225 x 8 mm; 225 x 12 mm; 2,25 x 16 mm; 225 x 20
225 x 24 mm; 225 x 28 mm; 225 x 32 mm; 2,25 x 36
225 x 40 mm; 225 x 4 mm; 2,25 x 48 mm; 2,5 x §
25 x 12 mm;, 25 x 16 mm; 2,5 x 20 mm; 2,5 x 24
25 x 28 mm; 2,5 x 32 mm; 2,5 x 36 mm; 2,5 x 40
25 x 4 mm; 25 x 48 mm; 2,75 x 8 mm; 2,75 x 12
2,75 x 16 mm; 2,75 x 20 mm; 2,75 x 24 mm; 2,75 x 28
2,75 x 32 mm; 2,75 x 36 mm; 2,75 x 40 mm; 2,75 x 44
275 x 48 mm; 30 x 8§ mm; 30 x 12 mm; 3,0 x 16
30 x 20 mm; 3,0 x 24 mm; 30 x 28 mm; 30 x 32
3,0x 36 mm; 3,0 x40 mm; 3,0 x 44 mm; 3,0 x 48 mm; 3,5 x 8 mm;

X 12 mm; 3,5 x 16 mm; 35 x 20 mm; 35 x 24
35 x 28 mm; 3,5 x 32 mm; 3,5 x 36 mm; 3,5 x 40
35 x 4 mm; 3,5 x 48 mm; 40 x 12 mm; 40 x 16
40 x 20 mm; 40 x 24 mm; 40 x 28 mm; 40 x 32
4,0 x 36 mm; 40 mm x 40 mm; 4,0 x 44 mm; 4,0 x 48
45 x 12 mm; 45 x 16 mm; 45 x 20 mm; 45 x 24
45 x 28 mm; 45 x 32 mm; 45 x 36 mm; 45 x 40
45 X 4 mm; 45 x 48 mm; 50 x 12 mm; 50 x 16
50 x 20 mm; 50 x 24 mm; 50 x 28 mm; 50 x 32
5,0 x 36 mm; 5,0 x 40 mm; 5,0 x 44 mm; 5,0 x 48 mm) — 1 pc;

2. Instructions for use — 1 pc.

Next — a medical device (MD), a stent.

2. Hainavenne MEARIEHCKOrO H3ICIAN

2. Purpose of the medical device

IIpeanasHadeHo LA JedeHns HmeMHIecKoi 6one3nn cepana H Noaxo-
AMT  MIA4  [A0MeHTOB,  HYKHAIOMMXCA B IPECKOXHOH
TpaHcTIOMHHANLHOM kopoHapHOH anrdomnactuke (UTKA). Memurus-
CKOe M3fleNiH¢ HMCNONBL3YCTCA JUIA  YNYHMINCHHS MPOXOAMMOCTH

Used for the treatment of ischemic heart disease and is expected to be suit-
able for patients who are eligible for percutaneous transluminal coronary
angioplasty (PTCA). This product is used to enlarge the diameter of coro-
nary artery cavity and reduce restenosis in coronary intervention therapy.
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KOPOHApPHRIX COCYIOB H YMEHbIIICHHA BEPOSTHOCTH PECTEHO3a KOpO-
HapHBIX aprephit mocne YTKA.

3. Iloxazanus

3. Indications

CTeHT HenonpsyeTcs JUIA IeucHHs HIeMUYecKol Gonesnn cepaua.
CTEHT MOXET HCNONB30BATHCA MO CEAYIOMMM NOKA3AHHAM:

- yJy-IICHHE ARAMETPa NPOCBETa KOPOHAPHEIX apTepHii y nanu-
€HTOB ¢ CHMITTOMaTH4ECKOH HimeMH4ecKoii 6oNe3HBIO H3-3a
JHCKPETHHIX Nopaxennii de novo AMHHOK <48 MM B HATHBHBIX KOpO-
HAPHEIX apTepHsX ¢ AMAMETPOM pedepenTHOrO cocyaa ot >2,0 no <5,0

- OIMH HJIH HECKOJIBKO CTEHO30B B OfHOM COCYZe.

= 3alIMIICHHEIA CTEHO3 riaBHOM neBol KOpoHapHOH apTepHH.
- OCTpOe WM yrpoxaiomee 3axkphTae YTKA.

- BhIpakeHHBIN ocTaTounkld cTeHo3 nocne YTKA.

- pecTeno3 Koponapaol aprepuu nocne YTKA

Shunmei coronary drug eluting stent is used for the treatment of ischemic
heart disease.

Stent can be used for the following indications:

- Improve coronary luminal diameter in patients with symptomatic is-
chemic disease due to discrete de novo lesions of length < 48 mm in native
coronary arteries with a reference vessel diameter of >2.0 to < 5.0 mm.

- One or more stenosis in one-vessel.

- Protected left main coronary artery stenosis.

- Acute or threatened closure of PTCA.

-  Prominent residual stenosis after PTCA.

- Coronary artery re-stenosis after PTCA.

4. MIpoTHRONOKAIAHAS

4. Contraindications

CTeHT NpOTHBONOKA3AH K HCNONE30BAHAIO:

-  DalHEHTaMH, KOTOPHIN HPOTHBOMOKA3AHA AHTHATPEraHTHAA H/HWIH
AHTHKOATYJIAHTHAN TCPAITHA;

-  TANHCHTAMH, Y KOTOPHIX YCTARHOB/ICHO NOPAKEHHE, IPENITCTRYIO-
Imee NMOMHOMY Pa3lyBaHHIO GAIIOHA I AHIHOIUIACTHKH;

- NMalldeHTaMH, ¢ H3BECTHOMH IMNEPUYBCTBHTENLHOCTHIO UM NPOTHBO-
TOKA3aHUAMH K CHPONHMYCY, KOOaIbTY, XpOMY, HHKENIO, BoNbdpamy,
GuopasnaraeMbiM MOJHMEPaM, T.K. MOXET BOSHAKHYTH aJLTepravecKas
peaKurs Ha 3TOT HMILIAHTAT.

Shunmei coronary drug eluting stent is contraindicated for use in:

- Patients in whom antiplatelet and / or anticoagulant therapy is contra-
indicated.

- Patients judged to have a lesion that prevents complete inflation of an
angioplasty balloon.

- Patients with a known hypersensitivity or contraindication to Sirolimus,
cobalt, chromium, nickel, tungsten and biodegradable polymers may have
an allergic reaction to this implant; therefore, the implant is not recom-
mended for such patients.

5. BosMoaEBIC 0CI0RHEEHAS H Mo6ounbie 3¢ hekThI

5. Possible complications and side effects

HexenarencHeie ABJICHAA, KOTOPBIC MOTYT OHITH CBA3AHEI C HCTIONB30-

Adverse events may be associated with the use of a coronary stem.

BaHHEM CTEHTA. — Abrupt closure
- Pesxoe 3akpriTHE; — Acute myocardial infarction
- Ocrpriit HHapKT MHOKAPAA; — Allergic reaction to contrast
- AJUtepruvyeckas peakiind Ha KOHTPaCTHOE BEIIECTBO; — Aneurysm
- AHeBpH3Ma; — Arterial perforation
- Aprepuancnas nepdopaius; — Arterial rupture
- PaspuB apTepnu; — Arteriovenous fistula
- AprepuoBenosnas pucTyna; — _Arrhythmias, including atrial and ventricular
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- APpHTMHH, B TOM QHCJIE NPEACEPAHBIC H XKEJIy JOIKOBHIE;
- KpopoTeuenns, koToprie MOryT NOTpeGOBaTh NEPCAHBAHHA
KPOBH;
- Crna3M KOpOHapHO# aprepun;
- Koponapnas sM6onus wmi 5M00NHA CTEHTA;
TpoM603 KOPOHAPHBIX COCYAOB HJIH CTEHTA;
- Cwmeprs;
- Jluccexums KOpOHapHO# apTepnu;
- JlacransHas 3M60yms (Bo3AyInHAas, TKAHEBAas WM TPOMOOTHYC-

— Bleeding complications, which may require transfusion
—~ Coronary artery spasm
— Coronary or stent embolism

— Coronary or stent thrombosis
Death

— Dissection of the coronary artery

— Distal emboli (air, tissue or thrombotic)

— Drug reactions to antiplatelet agents / contrast medium

— Emergent or non-emergent Coronary Artery Bypass Graft Surgery

cKaf); — Fever
~ AJUleprudeckas peakius Ha AHTHArperanTe/KoHTpacTHoe Beme- | — Hypotension / Hypertension
CTBO; — Hypersensitivity reactions
— OKCTpeHHad WJH HEIKCTPEHHas omepalMs MO aopToKopoHap- | — Infection and pain at insertion site
HOMY IIYRTHPOBAHHIO; — Injury to the coronary artery
- Bericokas TeMmeparypa; — Ischemia, myocardial
- TunoTorus/THNEPTOHAN; — Mpyelosuppression
~ Peaknun runepyyBCTBHTCIBHOCTH; — Nausea and vomiting
- Hndexus 7 6015 B MECTe BBEACHUS; — Palpitations
- Tpasma xopoHapHO} apTepun; — Peripheral ischemia (due to vascular or nerve injury)
- Hmemus MEOKapAa; — Pseudoaneurysm
- Mpuenocynpeccus; ~ Restenosis of stented segment
- TowmnoTa H pBOTa; — Stroke / cerebrovascular accident (CVA)
- CepaueGuenue; — Total occlusion of coronary artery
- Tlepudeprveckads HmeMus (U3-3a MOBpekAcHUS cocyxoB mnH | — Unstable or stable angina pectoris
HEPBOB); — Vascular complications, including entry site, which may require ves-
- TlceBaoaneBpH3Ma; sel repair
- PecTeHo03 CTEHTHPOBAHHOTO CETMEHTA; — Ventricular arrhythmias including ventricular fibrillation and ventric-
- Hucyns1/napymenue Mosrosoro kpopooSpamenns (OHMK); ular tachycardia
~ Ilonnas OKKIIO3HA KOPOHAPHOH apTepH; — Vessel dissection
- Hecrabripras RIA cTaORIbHAS CTEHOKAPINS. Adverse events associated with daily oral administration of Sirolimus:
- CocyaucThIe OCNOXHEHAA, BKIIOYAA MECTO BXOAA, KOTOpEie MO- | — Abdominal pain
rYT NOTpe6ORaTh BOCCTAHORICHHA COCYA; — Acne
- XKemypnosxoBhbie apUTMMH, BKIIOYAA GROPHUIANMIO XeJIyJO4YKOB | — Anemia
H XKeJYAOYKOBYIO TAXHKAPAUIO. — Coagulopathy
- JlAccexmud cocyna. — Diarrhea
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HexenarenbHnle SBICHUA, CBA3AHHBIC ¢ CXENHEBHHIM nNepopanbHbiM | — Edema
upueuou CHPONHMYCa: — Hemolysis
Bonb B XHBOTE; — Hypercholesterolemia

- Axne; — Hyperlipidemia

- AHemnas; — Hypertension

- Koarynonarus; — Hypertriglyceridemia

- Huapes; — Hypogonadism male

- Orex; — Leukopenia

- FeMonmu3; ~— Liver function test abnormal

- 'unepxonecrepuHemMus; — Lymphocele

- CEnepmnuaemus; — Myalga

- I'anepronus; — Nausea

- 'HnepTpUrNBUCpHACMAS, ~ Pain

- Myxckoif runoroHazuaM; — Pneumonia

- JleiixoneHus; — Pyelonephritis

- OrxnoHenme hyHKIUHOHANBHOM TPOOHI MEUCHH OT HOPMEI; — Rash

- Jlumonene; — Renal tubular necrosis

- Muanrus; — Sepsis

- TommHoTa; — Surgical wound complication

- bons; — Thrombocytopenia

- ITHeBMOHHS; — Urinary tract infection

- Iuenonedpur; — Venous thomboembolism

- Coimb; — Viral, bacterial and fungal infections

- INoueunmiii TyGynapHbil HEKPO3; - Wound infection

- Cencuc;

- OcnoxHEHAe XHPYPrAYecKoii paHE;

- TpomGouuronexus,

- Wudexnus MogeBBBOATIIUX MyTel;

- BenosHaa TpoMGoamGonms;

- BapycHeie, 6akTepuanbHhie H TPUOKOBEIE HHQEKIHHE;
- 3apaxkeHHE DAHBI.
6. Ceejenng ¢ NIPOM3IBOANTENE MEARIAHCKOr0 H31eHA 6. Information about manufacturer of the medical device
Haumenosanue npou3poAMTEN: Name of manufacturer: -
Shunmei Medical Co., Ltd («1llyame#t Meauxan Ko., Jira», Kurafickas | Shunmei Medical Co., Ltd
Hapoasuaa PecnyGnuka)
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KO puaunyeckunii agpec Nnpou3BoOAUTENS:

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

TenetoH: 0086-0752-3306949

DNeKTpPOoHHasa noyTa: nora@,shunmed.com

Caiit: www.shunmed.com

MecTo Npon3BOACTBA MEAMLMHCKOTO U3LENNA:

Shunmei Medical Co., Ltd

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

7.YCNOBMWA MPUMEHEHNSA

YcTaHOBKa CTeHTa [A0/DKHa MPOBOAWUTHLCA TONbKO B 60/MbHMUAX, rge
MO>XHO JIerKO BbIMO/IHUTb 3KCTPEHHOEe aOpTOKOPOHApPHOE LWYHTUpPOBa-
Hue.

8.MoTeHUManbHbIN NOTPebUTENb

CTeHT JO/MKHbI MCMONb30BaTb TOMILKO XUPYpPru, npowejlimne cooTBeT-
CTBYHOLLYK MNOATOTOBKY W 3HaKOMble C MPUHLUNAMU, KIUHUYECKUM
npYMeHeHneM, NOBOYHbIMU 3PP EKTAMU M ONACHOCTAMM.
9.Monyndauna nayneHToB

Monynaynsa B OCHOBHOM BKJ/IHOYAET MauMeHTOB C CUMMTOMaTU4eckou
MWemMnyecko 60ne3Hb0 cepaua C AUCKPETHbIMU MopaXeHuaMun de
NOVO B HATMBHbIX COCYax.

3a ucknyeHnem 6epeMeHHbIX, KOPMALLUX XXEHLWH, NaLneHToB C OH-
KO/IOrMYecKnMn 3ab01eBaHNAMMN NN XMMUOTepanuei.

Mcnonb3oBaHme B 0COObIX Fpynnax HaceneHus

A[IEKBATHbIX M XOPOLIO KOHTPONMPYEMbIX UCCNeaoBaHuiA y 6epeMeH-
HbIX XXEHLLUH He MPOBOANNOCL. DPHEKTUBHYIO KOHTpaLenuuto cnegyeT
HauaTb nepef UMMNaHTaLMel CTeHTa 1 B TeYeHWEe OLHOrO roja nocne
nMnnaHTaumn, CTeHT cnegyeT UCNonb30BaTb BO BPemMs 6epeMeHHOCTM
TONbKO B TOM C/ly4yae, ecv NoTeHuManbHas nob3a NpeBbillaeT NOTeH-
LManbHbIA pUCK ANs 3M6pMOHa MAK Nnoga.
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Legal address of manufacturer:

3rd Floor and R401 of building B, No0.8 of 1st Jinlong Road, Baolong In-
dustrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China.
Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Website: www.shunmed.com

Manufacturing site:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District, Hui-
zhou, Guangdong, China

7. Usage conditions
Stent placement should only be performed at hospitals where emergency
coronary artery bypass graft surgery can be readily performed.

8. Potential users

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

9. Patient population

The populations mainly include Patients with symptomatic ischemic heart
disease with discrete, de novo lesions in native vessels.

Except for pregnancy, breast-feeding women, patients with cancer or chem-
otherapy.

Use in Special Populations

There are no adequate and well controlled studies in pregnant women. Ef-
fective contraception should be initiated before implanting a stent and for
one year after implantation. The stent should be used during pregnancy only
if the potential benefit outweighs the potential risk to the embryo or fetus.
Use during lactation: A decision should be made whether to discontinue
nursing prior to stent implantation, taking into account the importance of



Hcnone3oranne BO BpEMA NAKTAHHUHE: CIEAYET MPHHATH pellieHue O npe-
KpalllCHHH KOPMJICHHS IPYABIO AO AMIUIAHTALMH CTEHTa, MPHHHMASL BO
BHHEMaHHE BAXXAOCTh CTEHTA JUI MATEPH.,

Hcenonp3osanue B neguaTpu. BesonacHocTh # 2 $eKTHBHOCTD CTEHTA
Y OeAHATPHYECKHX MAIHEHTOB B Bo3pacTe 1o 18 neT He yCTaHOBJICHEL.
HenonpsopaiHe noxunkMy moasMe: KIIAHHYECKHE HCCNIEAOBAHAS He
obHapyxunu pasnavmii B 6e30nacHOCTH # 3pCKTHBHOCTH Y NANUEHTOB
B BO3pacTe 65 €T K cTapiie o cpaBHEHHIO ¢ fonee MONOAKIMHE nany-
EHTAMH.

the stent to the mother.

Pediatric use: The safety and efficacy of the stent in pediatric patients below
the age of 18 years have not been established.

Elderly people use: Clinical studies of the did not find that patients age 65
years and over differed with regard with regard to safety and efficacy com-
pared to younger patients.

10. Tpebonanna 6e30N2CHOCTH H MEPH NPEXOCTOPOXKAOCTH

10. Warnings and precautions

TpebGopanus GezonacHOCTH

- Heobxomum pazyMHAELf 0T60p NanyeHToB, TOCKONLKY HCIIONE30-
BaHHE 3TOT0 H3ACHHA CONPAXKCHO ¢ PHCKOM TpoM0o03a CTeHTa,
COCYMBCTHIX OCJIOKHECHHI H/HIM KpOBOTEYeHHH.

- IepopanbHeiii IPACM CHPOMHMYCA B COUYETAHHH € HKIOCIOPH-
HOM CBf3aH C NOBBINICHHEM YPOBHS XOJIeCTepHHA M TPHIIHLEPHIOR B
CHBOPOTKEe KpoBH. [loaToMy nanueHTOB ClE/lyeT KOHTPOJIHPOBATh HA
NpeAMeT M3MeReHH THIRAHOrO NpodRA.

- IannenTH ¢ ayeprueii Ha Ko6aNLT-XpoMoREIi crtas L-605, Gu-
opa3jlaréMHC NONHMEPH HJIH CHPOIMMYC MOTYT  CTpajaTh
amepruvyeckoll peaknuell Ha STOT UMILIAHTAT,

- Hapnenne Ga/lloHA He JO/DKHO NMPEBHIIATL HOMAHAIBHOE JAB-
Jeue paspuisa (RBP).

- He noxsepraiite u3nemme BO3ACHCTBAIO OPraHHIECKAX PacTBO-
paTeneH, HanpUMep CIHpPTA.

- He ucnone3yiiTe KOBTPAaCTHOE BEIIECTBO, COAEpKaIee KOMIO-
HEHTH 3THOROJA, THIHOMONA WM AHAIIOTHYHEIX BEIIeCTB.

- Huxorza e mpojsaraiite NpoBOAHHK GHICTPO W/MIH HE BCTaB-
JIATE €ro B KaTeTep, KOrja KaTeTep COTHYT WM NEPEKpydeH. JTo
MOXeT NPUBECTH K NOJIOMKe/OTACNCHHUIO XaTeTepa, 9T0 MPUBEAET K MO-
BPEXACHAIO COCYAA.

- TIpopoixeHne MPOABHKEHUA WM BTATHBAHHA KATCTECPa IPH CO-
NPOTHBIICHHE MOXET IPHBECTH K MOBPEXIEHHICO COCYAOB H/HIH
MOBPEXACHUIO/OTCIIOCHHIO KAaTeTepa.

- HE creprausyiite B/AnE MOBTOPHO HE HCHIONK3YHTE €I0, TAK KaK

Warnings

- Judicious selection of patients is necessary since the use of this de-
vice carries the associated risk of stent thrombosis, vascular complications
and / or bleeding events.

- Oral administration of Sirolimus in combination with cyclosporine
have been associated with increased serum cholesterol and triglycerides.
Therefore, patients should be monitored for changes in lipidprofiles.

- Persons allergic to L-605 cobalt chromium alloy, biodegradable pol-
ymers, or Sirolimus may suffer an allergic reaction to this implant.

- Balloon pressure should not exceed the rated burst pressure(RBP).
- Do not expose the product to organic solvent, for example alcohol.
- Do not use the contrast medium which incorporates the components
of Ethiodol, Lipiodol or same kind of agents.

- Never advance the guide wire briskly and/or force it into the catheter
when the catheter is bent or twisted. This may cause breakage/separation of
the catheter, resulting in damage to the vessel.

- Continuing to advance or retract the catheter while under resistance
may result in damage to the vessels and / or damage / separation of the cath-
eter.

- DONOTresterﬂnzeand/orreuse:t,asthnscancompromnsedewce
performance and increase the risk of cross contamination due to inappropri-

ate reprocessing.
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3TO MOXET YXYMIHTH paboTy H3ACINA M YBEIHYHTD PHCK NEPEKpeECT-
HOTO 3arps3HCHMA W3-3a HempaBUAbLHOH 06paboTky.

Mepr: npeaoCTOPOAHOCTH

1. Ofpamenne co CTEHTOM — MEpPhI NPLJOCTOPORHOCTH
-  Tonsko s oxHopasoBoro uenons3osanus. He ucnonsaylite no-
BropHo. OOparure BHMMAEHMe Ha cumBoa «Hcmonb3osare ao». He
HCNONb3yHTe H3ACNHE, eCIIH Y Hero HCTEK CPOK rOAHOCTH.

-  He mpackalite CTCHT U3 CHCTEMEI JIOCTABKH, Tak KaK yIAJICHHE
MOXET NOBpe/MTH CTeHT. CTCHT H CHCTEMA JOCTABKH Npe/IHASHAYEHE]
Ui cCoBMeCTHOM paGoTH XaK eRHON CHCTEMEI.

-  CucreMy IOCTaBKM HE CIEAYeT HCNOJB30BaTh COBMECTHO C ApY-
THMH CTCHTaMH.

- CobGmonaiite 0c00y10 OCTOPOXKHOCTB, ITOOH HE IOBPEANTE CTEHT
Ha 6aiwtore. 310 Haubonee BXHO NPH HIBNCUYCHHH CHCTEMEI AOCTARKH
H3 YNaKOBKH, Pa3MCINCHHH H3ACIHA HA NMPOBOJHHKE H NIPOABHKCHHH
yepes BpaImalomuics azanTep reMOCTATHYECKONO KIanaHa i Hanpasiis-
IOMYI0 BTYJIKY KaTeTepa.

-  He mammnyimpyiite, He npuxacaliTech K CTCHTY NAIBLUAMHE, TaK
KAK 3T0 MOXKeT IPHBECTH K NMOBPEXKNCHHIO NOKPRITHS, 3aTPI3HEHHIO HITH
CMEINICHHIO CTCHTA ¢ 6alIoHa NPH €ro JOCTaBKe.

-  Hcnonsaylite TONBKO COOTBETCTBYIOIINE CPEACTBA ANS HAXYBA-
nua  GawiomoB. He HcnonbayliTe BO3AYX MWIH Kakylo-nuOGo
razoo0pasHyio cpeay WA HAXyBaHHA GalioHA, NOCKONBKY 3TO MOXET
IIPHBECTH K HEPARHOMEPHOMY PACIIHPEHHIO H 3aTPYAHSHHUIO PACKPHITHA
CTEHTa,

-~  JlaHHOE H3/eJHE A0DKHEI CMIONB30BATh TOJIBKO BpadH, Npomes-
IIHe COOTBETCTBYIONMEE 00y ICHHE.

-  YcraHOBKa CTEHTA JOJDKHA IPOBOAMTHCA TOJNBKO B GONBHHIAX,
rae MoxHO 6e3 Tpysa BRNOIHHUTE 3KCTPEHHOS a0PTOKOPOHAPHOE IIyH-
THpOBaHHE.

- TIocneayiommit pecTeHO3 MOXET NOTPeOOBATH NOBTOPHOM Jpana-
TallHH apTEPHANLHOTO CErMEHTA, CONEPXKAIIECTO CTEHT.

Precautions

1.Stent Handling - Precautions

- For single use only. Do not reuse. Note the product "Use by date™. Do
not use this device if it is out of date.

- Do not remove the stent from the delivery system as removal may dam-
age the stent. The stent system is intended to perform together as a system.

- This delivery system should not be used in conjunction with other
stents.

- Special care must be taken not to handle or in any way disrupt the stent
on the balloon. This is most important during catheter removal from pack-
aging, placement over the guide wire and advancement through the rotating
hemostatic valve adapter and guiding catheter hub.

- Do not manipulate, touch or handle the stent with your fingers as this
may cause coating damage, contamination or dislodgement of the stent from
the delivery balloon.

- Use only the appropriate balloon inflation media. Do not use air or any
gaseous medium to inflate the balloon as this may cause uneven expansion
and difficulty in deployment of the stent.

- This device should be used only by physicians who have received ap-
propriate training.

- Stent placement should only be performed at hospitals where emer-
gency coronary artery bypass graft surgery can be readily performed.

- Subsequent restenosis may require repeat dilatation of the arterial seg-
ment containing the stent.
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2. YcTaHOBKS CTEHTA — MePhI HPEXOCTOPORHOCTH

- He noarorasnupaiite 1 He HaKauMBakTe CHCTEMY AOCTABKH NEpex
PacKphITHEM CTEHTA HHAYE, YeM YKa3aHo B HHCTpykimn, Micnons3yiite
TEXHHUKY NPOAYBKH Gaiiona, onHcanHylo B pasaene «IloarorToexa cH-
CTeMH JOCTABKH».

-  Ilpu nedeHAM MHOXECTBEHHHIX NOpaXeHHH CTeHTMpYHTEe IH-
CTANLHOS TMOPAXCHAEC INepel CTEHTHPOBAaHHEM IIPOKCHMANLHOTO
nopaxeHus. CTeHTHpOBAHHE B 3TOM TIOPAAKE YCTpaHAeT HeoGxomu-
MOCTD NTEPeceKATh MPOKCEMANLHLIN CTEHT NMPH YCTAHOBKE JUCTANBHOTO
CTCHTA H CHUXAET REPOATHOCTS CMEINEHHA NPOKCHMATBLHOTO CTEHTA.

- HAMnnasTanmns cTeHTa MOXET PHBECTH K PACCIOCHHIO COCY/A AH-
CTANGHEeEe W/HIM TNPOKCHMANBHEE CTEHTA H MOXET BBI3BaTh OCTpoe
3aKpHITHE COCYZAa, Tpelylolnee MOMONHHUTENLHOIO BMEINATENHCTBA
(IT'KT', naypHeHmero pacmpenns, YCTAHOBKH AONONHATENLHEIX CTEH-
TOB HJH JPYTOro).

- He packpsiBaiiTe CTEHT, eclii OH HENPABIWILHO PACHOJIOKEH B CO-
cyze. (CM. Yianenue CTEHTa/CACTEMEI — MEPH MPEAOCTOPOKHOCTH. )

- YcraHOBKA CTCHTa MOXKET HapYIDHTH HPOXOAMMOCTb KPOBOTOKA
10 GOKOBHIM BETBAM.

- He npepsumatite HoMHHATLHOE JARNEHAE PA3pPHIBA, YKA3AHHOE HA
3THKETKE H3aenma. Bo BpeMa HanyBaHHA HEOGXOIAMO KOHTPOMPOBATh
Jannende B 6annone. Mcnonb3osanue NaBNeHNs BHINE, YEM YKA3aHO HA
ITHKETKE NPOAYKTA, MOXCT HPUBECTH K PAa3pEBY Oa/UIOHA C BO3MOX-
HBIM NOBPEXACHAEM HHTHMEI H PACCIIOCHHEM,

-  HepackpnBmHiica CTEHT MOXHO BTSHYTH B HAIPABIMIONIA KaTe-
Tep TONBKO OAMH pa3. HepackpuBmmiics CTEHT He CIEAyeT NOBTOPHO
BBOAHTH B 8pTEPHIO NOCHE TOT0, KAk OH GBLT BTIHYT O0PaTHO B HaNpae-
mmommi karerep. Ilocaexyionme mepeMEmCHHS BHYTPh H HAPYXKY
uepes AUCTANHLHEN KOHEN HANPARIMIOIIETO KATETepa HE CHCAYET Bhi-
NOJIHATb, HHA%¢ CTCHT MOXKCT ObITh IOBPEXKACH NPH BTATHBAHHH
HEPacKPEITOro CTeHTa obparHo B Hanparnsionuii xaterep. Ecim B mo-
6oilf MOMEHT BO BpeMs H3BJICUCHHS CHCTEMBl KOPOHAPHOIO CTeHTA
NOYYBCTBYETCH KaKoe-T00 CONPOTHBIIEHRE, BCIO CHCTEMY CeAyET YAA-
JMTE KaK €THHOE [|eJIoe.

- Meronnl n3pneueHns cTeHTa. MCHONB30OBAHME JONOMHATEIBHEIX

2.Stent Placement - Precautions

- Do not prepare or pre-inflate the delivery system prior to stent deploy-
ment other than as directed. Use balloon purging technique described in
"Delivery System Preparation”.

- When treating multiple lesions, stent the distal lesion prior to stenting
the proximal lesion. Stenting in this order obviates the need to cross the
proximal stent in placement of the distal stent, and reduces the chance of
dislodging the proximal stent.

- Implanting a stent may lead to dissection of the vessel distal and / or
proximal to the stent and may cause acute closure of the vessel requiring
additional intervention (ABG, further dilatation, placement of additional
stents, or other).

- Do not expand the stent if it is not properly positioned in the vessel.
(See Stent /System Removal - Precautions.)

- Placement of a stent has the potential to compromise side branch pa-
tency.

- Do not exceed Rated Burst Pressure as indicated on product label. Bal-
loon pressures should be monitored during inflation. Use of pressures higher
than specified on product label may result in a ruptured balloon with possi-
ble intimal damage and dissection.

- Anunexpanded stent may be retracted into the guiding catheter one time
only. An unexpanded stent should not be reintroduced into the artery once
it has been pulled back into the guiding catheter. Subsequent movement in
and out through the distal end of the guiding catheter should not be per-
formed otherwise the stent may be damaged when retracting the undeployed
stent back into the guiding catheter. Should any resistance be felt at any time
during withdrawal of the Coronary Stent System, the entire system should
be removed as a single unit.

- Stent retrieval methods Use of additional wires may result in additional
trauma to the coronary vasculature and / or the vascular access site. Compli-
cations may include bleeding, hematoma or pseudoaneurysm.

- When multiple drug eluting stents are required, only Sirolimus Eluting
Coronary Stents must be used. Potential interactions with other drug eluting
stents or coated stents have not been evaluated and should be avoided.

~ _If multiple stents are required (resulting in stent-to-stent contact), stent
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NPOBOJHAKOB MOXET IIPHBECTH K AOMOMHUTEIBHOM TpaBMe KOPOHAPHOH
COCYIACTOM CHCTEMBI H/HIIH MECTa COCY UCTOro AocTyna. OCnoXHeHHS
MOTYT BKIIOYATH KPOBOTE4CHHE, FEMAaTOMY HIIH NICEBAOAHEBPH3MY.

- Ecmu TpeGyerca yCTAHOBKA HECKONBKO CTEHTOB C JICKAPCTBEH-
HBIM TOKPHITHEM, CHICAYET MUCIONL30BATh TONMBKO KOPOHAPHBIC CTEHTHI,
BRUICIIIOIHE cuporaMyc. [ToTeHIANTBEHOE B3aHMOACHCTBHE C IPYTHMHA
CTEHTAMH, BHAEIAIONMMMH JICKAPCTBEHHOE CPEACTBO, WM CTEHTAMH C
NOKPHTHEN HE OLICHABAIOCH, H €ro cliexyer miberarb.

- Ecmu Tpefyerca yCTAaHOBKA HECKONBKO CTEHTOB (YTO IIPHBOAHUT K
KOHTaKTY CICHTOB CO CTCHTAMH), MaTePHANH CTEHTOB JODKHH OHITH
OJMHAKOBOrO COCTaBa. PasMeIieHHE HECKONLKMX CTCHTOB M3 Pa3HBIX
METAIOB B KOHTAKTE JPYT C APYTOM MOXET YBEIHYHTDH BEPOATHOCTH
Koppo3nd. Cyas IO HCIKTAHHAM Ha KOPPO3HIO in Vitro ¢ HCIIOIB30BA-
HueM creHTa U3 cruiaBa CoCr L-605 B coueTaHHH CO CTEHTOM M3 CILIABA
Hepxagetomeit cranma 3161, prck KOppo3EH in vivo, NO-BHAHMOMY, HE
YBENHYHBACTCA.

=  Crenesp Bo3jclicTBHS Ha DaNWeHTA OperapaTa M DOJHMEpa
HAIIPAMYIO 3aBHCHT OT KOJIHUECTBA HMILIAHTHPOBAHHBIX CTEHTOB. Jlo-
MyCKAeTCA YCTAHOBKA A0 4 KOPOHAPHLIX CTEHTOB, MMOHPYIOLIMX
CHPONAMYC, B 3aBHCHMOCTH OT KoJiH4IecTBa 00pabaTriBaeNBIX COCYAOB
H JIMHBI nopaxeHud, [laMeHTEl, noTyyalomue CpoHOES CTCHTEPOBa-
HAe, NOMYYAT AOMOIHHTESLHbIC KOPOHAPDHBIC CTEHTHI, MOHpPYIOIMHE
caEponuMyc. Hcnons3oBaane HECKONBKAX KOPOHAPHBIX CTEHTOB, 3JIOH-
PYIOLIUX CHPOIIUMYC, IPHBEAET K TOMY, 9TO IIAUMEHT NMOTYMMT OOJbInee
KOJIMYECTBO JIEKAPCTBEHHOTO CPEACTBA H NOJTAMEpPa.

-  BesomacHocTs ¥ 3 EKTHBHOCTE CTCHTA Y MAMECHTOB, paHee Me-
peHecIHX OpaxuTepanHIO IENEBOr0 MOPAXEHHS HIM MONYYaIomuX
OpaxuTepanuio Ans Je4CHHAA PECTCHO3a BHYTPH CTEHTA, JJIICHPYIOMEM
CHpOIMMYC, He YCTaHOBAEHBL. M cocyaucTas Opaxurepanug, 4 KOpoHap-
HBI CTEHT ¢ CHPOJIAMYCOM CHOCOOHEI BHI3HIBATH PEeMOZAEIHPOBAHHE
apreprii. B3auMoCcBA3L MEXAY 3THMH ABYMA MCTOAAMH JICYCHHA HE
yCTaHORJEHA.

3. YaaneHne CTeHTA/CHCTEMBI — MEPhI NPETOCTOPORHOCTH,

Ecnu B moSo#t MOMEHT BO BpeMs AOCTYNa K OYary opaxeHus HIH yAa-
JICHHS CHCTEMHI IOCTABKH IOCJie MMIUIAHTAIMH CTEHTa MOYYBCTBYETCS

materials should be of similar composition. Placing multiple stents of dif-
ferent metals in contact with each other may increase the potential for
corrosion. The risk of in vivo corrosion does not appear to increase based on
in vitro corrosion tests using an L-605 CoCr alloy stent in combination with
a 316L stainless steel alloy stent.

- The extent of the patient's exposure to drug and polymer is directly re-
lated to the number of stents implanted. A patient can receive up to 4
Sirolimus Eluting Coronary Stents depending on the number of vessels
treated and the lesion length. Those patients receiving bailout stenting will
receive additional Sirolimus Eluting Coronary Stents. The use of multiple
Sirolimus Eluting Coronary Stents will result in the patient receiving larger
amounts of drug and polymer.

— The safety and effectiveness of the stent in patients with prior brachy-
therapy of the target lesion or the use of brachytherapy to treat in-stent
restenosis in a Sirolimus Eluting Coronary Stent have not been established.
Both vascular brachytherapy and the Sirolimus Eluting Coronary Stent alter
arterial remodeling. The synergy between these two treatments has not been
established.

3.Stent / System Removal — Precautions

Should any resistance be felt at any time during either lesion access or re-
moval of the delivery system post-stent implantation, the entire system
should be removed as a single unit. When removing the delivery system as
a single unit:
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Kaxoe-JIn00 COMMPOTHBICHHE, BCIO CHCTEMY CIIeAYET YAAIRTD KaK SIHHOE
uenoe. IIpH CHATHH CHCTEMBI JOCTABKH KaK €AHHOIO §l10KA;

- HE BrarmBaiite cucTeMy JOCTaBKM B HAPABJIATIONNMIA KaTeTep.

- Pacmonoxure mpoxcuManbHEIE Oa/UIOHHBLII MapKep AHCTaIbHee
KOHYHKA HalpaB/IAIOIIEro Karerepa.

- IlpoasuHbTE NPOBOJHUK B AHATOMHYECKYIO CTPYKTYpPY KOpoHap-
HOHt apTepuH Kak MOXHO Aanbuie JHCTANBHO, HAaCKOJIbKO 3T0 6e3onacHo.
- 3aTAHHTE reMOCTATHYECKHM KianmaH, 9TO0H 3aKpeNATh CACTEMY
JOCTABKH HA HaNpapISIOmuil kaTerep, 3aTeM YAAJHTE Hampab/aomu
KaTeTep H CHCTEMY AOCTABKH KaK eIHHOE IieJioe.

HecobmoneHne 3THX IIATOB M/AJHM IPUMEHEHAE Ipe3MepHO# CAJIB K CH-
CTeME MAOCTABKH NOTCHIHANEHO MOXET NPHBECTH K IOTepe WIH
TIOBPEXIECHUIO CTEHTA M/HIH KOMIIOHEHTOB CHCTEMH JOCTABKH,

Ecmi HeoOXOAHMO COXPAHMTS HOJIOKEHHE IIPOBOJHAKA JUIA MOCIEYH0-
IIETO0 JOCTYNA K apTEPHH/NOPAXCHHUIO, OCTABLTE MPOBOJHAK HA MECTE H
CHHMHTE BCE OCTANbHBIE KOMIMIOHEHTHI CHCTEMBL.

4. Mephi nIpet0CTOPOXHOCTR NOC/IE AMILIAHTAIHE
IIpn mepecedyeHHH TONBKO YTO YCTAHOBJICHHOIO CTEHTa C ITOMOMIBIO
NpOBOAHHKa, GaNToHa WIH CHCTEMBl JOCTaBKH coOMonalite 0cTOpoX-

HOCTb, YTO0BI He HAPYINUTE (JOPMY CTEHTA.

5. Jlexapcraentoe B3aRMOACHcTBHE

CupomaMyc akTuBHO MeTabomuzupyerca m3odepmentrom CYP3A4 B
CTeHKe KHLICYHUKA H TeueHH. ClIeOBATE/ILHO, HA BCACKIBAHHE H MOCTIC-
Jylollee BLIBEACHUE CHPOIHMYCA MOTYT RIIMATD NIPENapaThl, BIHAIONHE
Ha 3toT B3odepMenT. Uurnbutops CYP3A4 MoryT 3aMeanaTs MeTabo-
JH3M CHPOJIAMYCAa H HOBBIIATh YPOBEHEL CHPOIUMYCA B KPOBH, HO
HEAyKTop CYP3A4 BRI3OBET IPOTHBONOIOXKHYIO CHTyaumio. Odmmiu-
ANbHEIC HCCACROBAHMS NCKAPCTBEHHOIO B3aMMOACHCTBAA CO CTCHTAMH
¢ KOPOHAPHEIM JIEKAPCTBCHHBIM TIOKPHITHEM HE IPOBOXMIHCE. TakuM
o6pa3soM, IpH NPHHATHYH pemeHns 06 yCTaHOBKe KOPOHAPHOTO CTEHTA,
MOHPYIOMEr0 CHPONHMYC, Y CyOBeKTa, MPUHAMAIOMIETO Npenapar ¢
H3BECTHBIM B3aHMORCHCTBHEM C CHPOHMYCOM, CICAYET AOLKHBIM 00~
pa30M YYATHIBATH BO3MOXHOCTh KaK CHCTEMHOTO, TAK H MECTHOTO

- DO NOT retract the delivery system into the guiding catheter.

—  Position the proximal balloon marker just distal to the tip of the guid-
ing catheter.

- Advance the guide wire into the coronary anatomy as far distally as
safely possible.

- Tighten the rotating hemostatic valve to secure the delivery system to
the guiding catheter, then remove the guiding catheter and delivery system
as a single unit.

Failure to follow these steps and / or applying excessive force to the delivery
system can potentially result in loss or damage to the stent and / or delivery
system components.

If it is necessary to retain guide wire position for subsequent artery / lesion
access, leave the guide wire in place and remove all other system compo-
nents.

4.Post Implant - Precautions
When crossing a newly deployed stent with a guide wire, balloon or delivery
system, exercise care to avoid disrupting the stent geometry.

S.Drug Interactions

Sirolimus is extensively metabolized by the CYP3A4 isoenzyme in the gut
wall and liver. Therefore, a bsorption and subsequent elimination of siroli-
mus may be influenced by drugs that affect this isoenzyme. CYP3A4
inhibitors can slow down the metabolism of sirolimus and Increase blood
levels of Sirolimus, but the inducer of CYP3A4 will cause the opposite sit-
uation. Formal drug interaction studies have not been performed with
Coronary drug eluting stent. Therefore, due consideration should be given
to the potential for both systemic and local drug interactions in the vessel
wall when deciding to place the Sirolimus Eluting Coronary Stent in a sub-
ject taking a drug with known interaction with Sirolimus.
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B3aHMOAEHCTBHA ICKAPCTBECHHOTO CPEACTRA CO CTCHKOHK cocyaa.
CrposmMyc IpH Ha3HAYCHHH U NEPOPAIBHOIO HPHMEHCHHS MOXET
B3aUMOAEHCTBOBATE CO CIICAYIOIMMH IIpENapaTaMu:

-  Huruburopn msodpepmenta CYP3A4 (XeTOKOHA30M, HTPAKOHA-
30/, PHTOHABHP, OJPHTPOMHUMH, KIAPHTPOMHINEH, IyKORE3O0M,
OIOKATOPHI KANBIMEBEIX KAHAJIOB)

-  Hapykropu msopepmenta CYP3A4 (pudamnun, pudalyrun,
xapbamasenun, ¢peHoGapburai, PpeHHTOHH)

-  AdTHOHOTHKH (MDpodaOKCalHE, OdaOKCaIUH)

- I'moKoXopTAKOATH

- Hurnburopst HMGCoA-peayxrassl (CHMBACTATHH, JIOPBACTA-
THH)

- JlurokcuH

-  Ilusanpun (Teoperudeckoe HOTEHIHANLHOE B3aHMOACHCTBRE)

-  Cungenadpun (Brarpa®) (TeopeTHdecKoe MOTEHIHAIBHOE B3AH-
MoAelicTrre)

-  ABTHrHCTaMHHHBHE NpenapaThl (TepdeHaanH, ACTEMH30M).

- IpeiindpyTossiit cox

‘6. Buamanue k o5pamenHo ¢ OTXOAAMH,

H3penue CTEpHILHO H AITHPOTEHHO, MPEAHA3HAYUCHO TONBKO IS OJHO-
Pa3’0BOr0 HCHOONb30BAHMA. CleAyeT YTHIH3HUPOBATh OTXOAW MNOCHS
HCTIONE30BAHAS.

7. Hemonn3osanne Ha 0cofuIx rpynnax naceseHns.

- He cymecTByeT aicKBaTHHX H XOPOIIO KOHTPOJIHPYEMBIX HCCIe-
nopaHu# y OepeMeHHBIX XeHUIMH, JPPeKTHBHYIO KOHTPALCIIIHIO
cAefyeT HauaTh MepeA HMOIAHTAIHUEH CTEHTA H B TCUCHHE OHOTO NoAa
nocie umMiuiaHTaudK. CTeHT cleyeT HCMoNB30BaTsh BO BpeMa Gepemen-
HOCTH TONBEKO B TOM CJyd9ae, eC/Id NOTEHHANbHAA TIONIb3a NPEBBIIACT
noTeHUHANBHLHE PHCK IS SMOPAONRA WK IIIOAA.

-  Hcnons3oBaHne B NEPHOZ NAKTALHH: CIEAYET NPHHATH PeIIeHHE
0 MpeKpalleHul XKOPMCHHA IPYABIO 10 MMILIAHTAMM CTeHTA, OPHHH-
Mas BO BHUMAHHE BAXHOCTb CTCHTA A9 MATCPH.

~  HWcnone3oBauue B neaHaTpHH: 6e30macHOCTh H 3ppeKTHBHOCTD

Sirolimus, when prescribed as an oral medicine, may interact with the fol-
lowing drugs:
-  CYP3A4 isozyme inhibitors (ketoconazole, itraconazole, ritonavir,
erythromycin, clarithromycin, fluconazole, calcium channel blockers)
-  Inducers of CYP3A4 isozyme (rifampin, rifabutin, carbamazepin,
Phenobarbxtal phenytoin)
Antibiotics (ciprofloxacin, ofloxacin)
- Glucocorticoids
-  HMGCoA reductase inhibitors (simvastatin, lorvastatin)
-  Digoxin
~  Cisapride (theoretical potential interaction)
- Sildenafil (Viacra®) (theoretical potential interaction)
- Antihistamines (terfenadine, astemizole)
- Grapefruit juice

6.Production Waste handling attention
The production is sterile and pyrogen-free, single-use only. The waste
should be discard after using.

7.Use in Special Populations

- There are no adequate and well controlled studies in pregnant women.
Effective contraception should be initiated before implanting a stent and for
one year after implantation. The stent should be used during pregnancy only
if the potential benefit outweighs the potential risk to the embryo orfetus.

~  Use during lactation: A decision should be made whether to discon-
tinue nursing prior to stent implantation, taking into account the importance
of the stent to the mother.

- Pediatric use: The safety and efficacy of the stent in pediatric patients
below the age of 18 years have not been established.

- Elderly people use: Clinical studies of the did not find that patients age
65 years and over differed with regard with regard to safety and efficacy
compared to younger patients.
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CTCHTa Y NICAMATPUHECKUX NAHEHTOB B Bo3pacTte 1o 18 et ne ycranos-
JIEHBL.

~  IlpaMeHeHHe y noxunsix rozci: Kimapdeckue HeceioBaHHe He
BLISIBHUIH pa3inguil B 6e30macHoCTE U 3p(eKTHBHOCTH Y MAIHEHTOB B
Bo3pacTe 65 et M cTaplue N0 CpaBHEHHIO ¢ OoJiee MONOABIMH MALlHEH-
TamH.

8.Iloan3oBaTenn

CTeHT AOMXHEI HCHONB30BATH TOJBKO XMPYPrH, NPOIICAIIAE COOTBET-

CTBYIOINYIO IOATOTOBKY H 3HAKOMBEIC ¢ NPHHIOMIAMA, KIMHHYCCKHM
npEMeHeHHEM, IoOOUHEMY 3ddexTaMn 1 ONaCHOCTAMH.

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

11. HM3obpaxenne B onEcaHHAE H3AEINY

11. Picture and description of device

(1) Cuocob peiicTeng

CTeHT KOpOHapHHI ORHOPA3IOBEI CTCPHNBHEIN HA CHCTEME JOCTABKH
Shunmei ¢ nekapcTBEeHHBIM HOKPHITHEM HCHOMB3YETCA NPH MHHH-
MaNbHO HHBA3HBHOM HHTEPBECHLHOHHOMN TepalliH, 3aKmovalomeiica B
HMIUIAHTAIMH KOPOHAPHOIO CTCHTA /YIS IOCTABKH CTEHTA K MECTY TIopa-
XEHHH, & 3aTe€M DACIIMpEeHMs CTEHTAa JUIS OTKPRITHA ApPTEPHANBHOIO
cocyaa. Ilocne mpoueAypH CHCTEMY HOCTABKH H3RICKAIOT H3 Opra-
HA3Ma. CTEAT OCTaeTcs B COCYyAe I MOCTOSHHOR NOMIEP KA COCYIA.
CHpoAMyC MEIUICHHO BHCBOOOXKAZETCA (JIIOUpYETCA) H3 JCKAPCTREH-
HOTO NOKpHTHA, HHMHOApYS nponrdepaudio TIJIAIKOMBIHICYHBIX
K1eToK. Bee 5TH KOHCTPYKIME MOMOTaloT apTePHH BOCCTAHOBHTE KpPO-
BOTOK H NpeAOTBpaTHTh pCNHAWB CYXEHWs HIH 3aKyNOpKH
obpaboraHHOrO COCya.

(2) ITpunnsn paboTn

CreHT XOpoHApHBIM OJHOPA3OBHIHM CTEPUIBHHE HA CHCTEME JOCTABKH
Shunmei ¢ nexapcTBEHABIM NOKPHTAEM ACCTARIAIOT B LENEBOE MONO-
XECHHE MO MNPOBOAHHKY JMUId YPCCKOXKHOA TPaHCIIOMHAHANBHOMH
KoponapHaoii anruomiacTuku (YTKA). 3aTem 6aioH HaayBaloT, OKa3k-
Bas BHICOKOC JABJICHHE Ha CTCHT, IUIOTHO MPHXMMAs CTEHT K CTEHKE
cocyia A4 NOANEPIKKH KOPOHAPHOTO pycna B NMOACPKABANA HOPMAallb-
HOI'O KPOBOTOKA. Y 0€eJHBINHCE C MOMOLILIO PeHTTCHOBCKOTO aNapara,
YTO CTEHT HAXOJAHTCH B NPABWIHHOM MONOXEHHH, CIYCTHTE Oaiion u
H3BJICKHTE €10, OCTABHB CTCHT Ha MECTE.

(1)Mode of action

Shunmei coronary drug eluting stent adopts the minimally invasive inter-
ventional therapy of coronary stent implantation to deliver the stent to the
lesion site, and then expand the stent to open the artery vessel. The delivery
system is withdrawn from body after procedure. The stent is left in the ves-
sel to permanently support the vessel. Sirolimus is slowly released (eluted)
from the drug coating to inhibit proliferation of smooth muscle cells, All of
these designs help the artery restore blood flow and prevent the recurrence
of the treated vessel narrow or blockage.

(2)Principle of operation

Shunmei coronary drug eluting stent is delivered to the target position over
the PTCA guide wire. Then the balloon is inflated applying high pressure
to the stent and pressing the stent firmly into the vessel wall weill for support
the coronary and keep normal blood flow. After confirmed that the stent is
in right position by X-way machine, deflate the balloon and withdraw it with
the stent lefi.
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B;uuntoH OKN 1bIBNA BbICOKOE
MABNCHUC HN CTOHI MOTHO MpHAKMMASA
C10LIT K croHke cocvuj Bpems Hanon
HenHsa JBBACLIT 0T 00be™n 0/1440HN

Puc.1 MexaHu3m paboTbl KOPOHAPHOIO CTEHTA C JIeKAPCTBEHHbIM
NOKpPbITNEM

OO6bIYHO CTEHT KOPOHAPHbIA C NEKAPCTBEHHLIM MOKPbITUEM UCMNO/b3Y-

eTcs npu onepayuy UYPecKOXXHON TpaHCNHOMUHaNIbHON KOPOHapHOM

aHrunonnactukm (UTKA). CTEHT MOXXHO MCNO/b30BaTb /15 PaCLUNPEHmnA

CTEHO3MPOBAHHOI0 KOPOHAPHOTo cocyfa u YNy4dlleHUs KpoBOTOKaA.

Puc.2. CTeHT KOPOHapHbI C NeKapPCTBEHHbIM NOKPbITUEM, CAyXa-
WKWA 4N paclUMpPeHUS KOPOHAPHOW apTepun.

CTeHT KOpPOHapHbIi 04HOPAa30BbI CTEPU/bHbIA Ha CUCTEME AOCTaBKU
Shunmei ¢ leKapCTBEHHbIM MOKPbITUEM COCTOUT M3 CTEHTA C MOKPbI-
TMEM W CUCTeMbl A0CTaBKWU. MeTanMyecKnin CTEHT U3roTaBAnBalT U3
TpybOK K06anbT-XpomMoBOro cnsasa L605, Bbipe3aHHbIX n1asepoMm, a 3a-
TEM Ha CTEHTbl HAHOCUTCA JIEKAPCTBEHHOE MOKPbITUE. HaKoHeL,, CTeHTbI
C NOKPbITUEM MPKUMAKOTCA K 6aNIOHY CUCTEMbI 4OCTaBKMU.

CucTema foCTaBKM npefcTaBnseT co60i KaTeTep A1 KOPOHapHOW Au-
nataumm NC. KarteTep Ana kKopoHapHoi gunataymm NC cocTouT w3
NPOKCMMabHOT0 U ANCTanbHOrO0 y3/10B. MpoKCUMasbHbIN y3en cOCTOUT
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Fig.l Working Mechanism of Shunmei coronary drug eluting stent
Usually, the Shunmei coronary drug eluting stent is used in a percutaneous
transluminal coronary angioplasty (PTCA) operation. The product can be
used to expand stenotic coronary vessel and improve blood flow.

Fig.2 The Shunmei coronary drug eluting stent serving to expand cor-
onary artery
Shunmei coronary drug eluting stent is made up of a coated stent and a de-
livery system. The bare metal stents are made by laser-cut L605 tubing, and
then the drug coating is applied to the stents. Finally the coated stents are
crimped on the balloon of delivery system. The delivery system is NC cor-
onary dilation catheter,

NC coronary dilatation catheter is made up of proximal and distal subas-
semblies. The proximal subassembly consists of hypotube and hub. The
hypotube steel construction is designed to optimize proximal push ability
with a smooth transition to a distal shaft specifically designed to be highly
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A3 rHnoTpyOku H xaba. CTansHad KOHCTPYKUHA TMIOTPYOKH pa3pabo-
TAHA 1A ONTHMM3AUMH CINOCOOHOCTH MpPOKCHMANBHOIO HAXKATHA C
IUIaBHEIM TICPEXOAOM K JACTAILHOMY CTEPXKHIO, CICLMANEHO paspalbo-
TAHHOMY MM oDecmedyeHHs BHICOKOM mNpoxoAuMOCTH. bBamnon,
BHYTPEHHHH KOPITyC, BHEIIHAN KOPIYC H pEHTTeHOKOHTPACTHHE IUIATH-
HOBHC  MApPKepH  COCTAaRIMOT  JHCTANBHEI  y3en.  [lpa
PEHTTEHOKOHTPACTHRIX IIATHHOBRIX MapKepa YKA3hIBAIOT MOJOXKCHHE
Gannona B KPOBEHOCHOM COCYAE.

CHcrema A0CTABKH COBMECTHMA C HANIPAaBIAIOINAME KaTerepaMn S5F u ¢
IPOBONHHKOM UL YPECKOXHON TPAHCHOMHHAIBHOM KOPOHAapHOH aH-
rnonnacTakd (UTKA) auamerpom 0,014 mofima.

IIpokcuManbHas 3aCTh IPOBOAHAKA BXOAUT B KOHYHK KareTepa H Koak-
CHQILHO NPOABHTACTC A3 MPOKCHMAILHONO MOPTA CHCTEMEI JOCTABKH,
TEM caMbiM 00¢CIICTHBAA KaK KOAKCHANBHOS HABCACKAC, TAK H OHICTPYIO
3aMEHyY KaTeTepOB ¢ MOMOMBIO OAHOTO NPOBOAHHKE CTAHAAPTHOU
IUTHHEL.

Ha cTepxHe rENOTYOKH pacmONOXCHH BA OTMECUCHHRIX YYACTKa Ui
of03HaveHns KaTeTepa. HOJIOXKEHNE OTHOCHTENILHO KOHUHKA ILICYEBOTO
W GeZpeHHOro HANPARLIOETO KATETEPAa.

Ioapo6HyiO CTPYKTYPHYIC CXeMY H3ACNHA CM. HA PHCYHKaX ¢ 3 no 4
HHXE.

traffic ability.The balloon, inner body, outer body and radiopaque platinum
markers comprise the distal subassembly. Two radiopaque platinum mark-
ers indicate the position of balloon in blood vessel. The catheter is
compatible with 5F or larger guiding catheters. The internal lumen of the
catheter accepts a standard 0.014” PTCA guide wire. The proximal part of
the guide wire enters the catheter’s tip and advances coaxially out the cath-
eter’s proximal port, thereby allowing both coaxial guidance and rapid
exchange of catheters with a single standard length guide wire. Two marked
sections are located on the hypotube shaft to indicate catheter position rela-
tive to the tip of either a brachial or femoral guiding catheter.

The detailed structure diagram of the device see Figure 3 to 4 below.
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Puc.3 CrpyxrypHnas cxema cucremsl gocraBkn/ Fig.3 Delivery system structure diag
1. | Hub Xab
2. Strain relief Pasrpysounas mydra
3. | Hypotube I'unotpy6ka
4. | Distal Outer body JucTanbHbli BHEIIHKA KOPIYC
5. Distal Inner body JucranbHblit BHYyTPEHHHH KOPNYC
6. Balloon bauon
7. Radiopaque Marker Bands | PeHTreHOKOHTpacTHbIE MapKEePHbIE METKH
8. Catheter tip KoHunk xarerepa
9. Balloon Sheath O6onouka 6aoHa
10. [ Stylet Cruner
L Catheter effective length OddexkTHBHAA ANMHA KaTeTepa
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Puc. 4 Packpurmuaik crent n Gannon/ Fig. 4 Expanded Stent and Balloon

Length of expanded stent

JUTHHA pacIIAPEHAOTO CTEHTA

Working length of ballon

Pabouas mmna OannoHa
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12. Cnocof npaMenennd

12. Mode of application

1. lIpoBepka nepes BCIOIbL30BAHHEM

Ilepen HCMIONME30RAHAEM CTEHTA OCTOPOXKHO HIBICKHTE CHCTCMY H3 yIIa-
KOBKH H OCMOTPHTC €€ HA IpeaMer u3ruboB, HIIOMOB H IPYIHEX
nobpexAcHul. Y6eaurech, YT0 CTEHT He BRIXOAHT 38 NMPEAEIBl PEHITE-
HOKOHTpPacTHRIX MapkepoB Gamiona. He mcnonsayiite m3nenue, ecnu
obHapyxeHk! Kakae-mH60 redexTsl,

2. TpeGyembie coBMeCTAMBIE HIACTHN
— COOTBeTCTBYIOIMHA HanpaB/mONM xaTeTep(hI)
mmpan (10 - 20 xy6.cm)
- renapHHA3APOBAHHBIN GUIHONOrAYECKHit pacTBOp
- HaNpaBIONHHE MPOBOXHAK
— TeMOCTaTHIecKdil KnanaH ¢ MHHHMAIGHEIM BHYTPEHHHM JHAMET-
poM
- 60% koHTpacT, paséaBieHRbI GU3IHONOIMYECKAM PaCTBOPOM B CO-
oTHomeHuH 1:1.
- YCTPOHCTBO VIS HaKAYMBaHAA (HHAedLTOP);
= TPEXXOIOBOH KpaH
— TOpkep
= HHTPOABIOCED

3.IloaroToBKa K HCNOIbL30BAHMIO

3.1 IIpomsbiBKa OpocBeTa /IS HANPAB/IGIONIEr0 NPOROJAS

3.1.1 CHuMHYe CTHNET ¢ KOHYAKA KATeTEpa; CHUMHTE 3aIATHYIO 060-
NouKy c 6annona.

3.1.2 IIpomoifTe MPOCBET CHCTEMB AOCTABKH VI IIPOBOXHHKA C MOMO-
IO NFeNAPHHA3UPOBAHHOIO (GHM3HOOrHIECKOro pacTBopa A0 Tex Mnop,
MOKA XUAKOCTE He BHIMJET U3 Ma3a 14 BEIXOAa IPOBOAHHKA.

3.2 IloaroroBKa CHCTEMBbI AOCTABKH

3.2.1.IloaroToBsTe YCTPOHCTBO i HaKAYMBAHKA/IMITIPUN ¢ pa3baBrieH-
HEIM KOHTPACTHRIM BEIIECTBOM.

3.2.2.IIpHCOCAHHHTE YCTPOHCTBO Ui HAKAYMBAHWS/MINPHI; IPHKpe-
IIHTE €ro K MOPTY JUIL HAKAYMBAHHA.

1.Inspection Prior to Use

Prior to using the Shunmei coronary drug eluting stent, carefully remove
the system from the package and inspect for bends, kinks, and other dam-
age. Verify that the stent does not extend beyond the radiopaque balloon
markers. Do not use if any defects are noted.

2.Materials Required
- appropriate guiding catheter(s)
- syringes (10 - 20 c¢)
- Heparinized Normal Saline (HepNS)
- Guide wire
- Rotating hemostatic valve with minimum inner diameter
- 60% contrast diluted 1:1 with normal saline
~ Inflation device
- Three-way stopcock
— Torque device
- Guide wire introducer

3.Preparation

3.1 Guide Wire Lumen Flush

3.1.1 Remove the stylet from the tip of the catheter; remove the protective
sheath from the balloon.

3.1.2 Flush the guide wire delivery system lumen with HepNS until fluid
exits the guide wire exit notch.

3.2 Delivery System Preparation

3.2.1 Prepare an inflation device / syringe with diluted contrast medium.
3.2.2 Attach an inflation device / syringe to stopcock; attach it to the infla-
tion port.

3.2.3 With the tip down, orient the delivery system vertically.

3.2.4 Open the stopcock to delivery system; pull negative for 30 seconds;
release to neutral for contrast fill.
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3.2.3. PacnonoXuTe CHCTEMY JOCTABKH BEPTHKAILHO BHH3 KOHIHKOM.
3.2.4 OrxpotliTe 3amopHbIi KpaH CHCTEMEI JIOCTABKY; B TedeHHH 30 ce-
KyHI CO3ZaifiTeé OTpHLATENbHOE MAABNACHHC, BHITAHYB IOPIICHB
ycTpoicTBa ANA HAKAYHBAHHA/INPHIA; OTHYCTHTE NOPHICHE B
HeliTpanbROe NONOXKECHHE, NO3BOHB KOHTPACTY 3allONIHATE CHCTEMY J0-
CTaBKH.

3.2.5. 3akpoiiTe KpaH CHCTEMHE AOCTABKH; YAQIHTE M3 YCTPOHCTBA JIN
HAKAYMBAHHS/MIPHAIA BECH BOSIYX.

3.2.6 Ioeropsiite maru ¢ 3.2.3 no 3.2.5, noka He BRIAAET BECh BO3AYX.
IIpameaanne. Eciu B cucreMe o6uapyxeH BO3AYX, OBTOPHTE Talbl
NOATOTOBKH CHCTEMBI HOCTaBKH ¢ 3.2.3 no 3.2.5, uTobkr npeAcTBpPaTHTH
HEpaBHOMEPHOE PaclIupeHHE CTCHTA.

3.2.7. Ecim HCnoBb30BAICA IIMPHIL, NPHECOSAMHUTE K 3aNOPHOMY KpaHy
TOATOTORNERHOE YCTPOACTBO JUIE HAKaUHBAHUA,

3.2.8 OtxpoiiTe 3amopHEET XpaH CACTEME! JOCTABKH.

3.2.9 OcraBbTe HeHTpaTbHOE NOJOKCHHEE,

HpuMeuanne. YKazaHHBIH AUaMETp CTEHT2 OTHOCHTCS K BHYTPCHHEMY

JAMAMETPY PACIIHPERHOTO CTEHTA.

3.3 Ilponenypa RocTaBKE

3.3.1. [loaTOTOBETE MECTO COCYAHCTOrO AOCTYNA B COOTBETCTBHH CO
CTAaHAAPTHON NpaKTUKOH.

3.3.2. [IpensapaTe/IbHO PaCIIHpPHTE OYAr MOPAKCHAA ¢ NOMOMEIO Ha-
JIOHHOTO K&TeTepa.

3.3.3 Iloapepxmpaiite HeliTpanbHOE faRNeHHE YCTPOH#CTRa )M HAKAYH-
sanns. OTKpoHiTe reMOCTaTHIeCKHI KiIanaH KaK MOXHO LIHpe.

3.3.4. VcranoBuTe cHCTEMY JOCTaBKH O0paTHO HA IPOKCHMANBHYIO
9aCTh IIPOBOAHHEKA, COXPAHASA IPH 3TOM NONOXKCHHUE MPOBOAHEKE NOMe-
PEK IeEBOTo NOPAXKEHHA.

3.3.5 IIpoABHHBETE CHCTEMY AOCTABKH IO MPOBOJHHAKY K LECBOMY IIO-
paxenmio. Hcnoneaylite peHTTeHOKOHTpacTHRIC GANNOHHEIC MaPKEPHI,
9T00H! PaCcIONOXKHTE CTEHT NIONEpeK NOpaKEeHAN; BHIIOTHATD AHTHOTPa-
dHIO 19 NOATREPKACHAS NONOKEHHUS CTEHTA.

Ipumeaanne. Ecin B moGoit MOMEHT BO BpeMsl AOCTYTIA K OPAXKEHIO

3.2.5 Close the stopcock to the delivery system; purge the inflation device /
syringe of all air.

3.2.6 Repeat steps 3.2.3 through 3.2.5 until all air is expelled.

Note: If air is seen in the shaft, repeat Delivery System Preparation steps
3.2.3 through 3.2.5 to prevent uneven stent expansion.

3.2.7 If a syringe was used, attach a prepared inflation device to the stop-
cock.

3.2.8 Open the stopcock to the delivery system.

3.2.9 Leave on neutral.

Note: The labeled stent diameter refers to the expanded stent inner diame-
ter.

3.3 Delivery Procedure

3.3.1 Prepare the vascular access site according to standard practice.

3.3.2 Pre-dilate the lesion with a balloon catheter.

3.3.3 Maintain neutral pressure on the inflation device. Open the rotating
hemostatic valve as wide as possible.

3.3.4 Backload the delivery system onto the proximal portion of the guide
wire while maintaining guide wire position across the target lesion.

3.3.5 Advance the delivery system over the guide wire to the target lesion.
Utilize radiopaque balloon markers to position the stent across the lesion;
perform angiography to confirm stent position.

Note: Should any resistance be felt at any time during either lesion access
or removal of the Delivery System post-stent implantation, remove the en-
tire system as a single unit. See Stent / System Removal - Precautions for
specific delivery system removal instructions

3.3.6 Tighten the rotating hemostatic valve. The stent is now ready to be
deployed.

3.4 Deployment Procedure

3.4.1 CAUTION: Refer to product label for in vitro stent inner diameter
and RBP.

Deploy the stent slowly by pressurizing Delivery System in 2 atm incre-
ments every 5 seconds, until stent is completely expanded. Maintain
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HIIM yAQICHHS CHCTEMH AOCTABKH IIOCHC HMIUIAHTAIMH CTEHTA TIOMYB-
CTBYeTCH Kakoe-HOO CONPOTHRIEHHE, YAANHATE BCIO CHCTEMY Kak
eaanoe nenoe. UHCTpyKIMH no YAANCHHIO KOHKPETHOM CHCTEMH JO0-
CTaBKH CcM. B pasiiene «H3BnedeHHe CTEHTa/CHCTEMB — MEpPH
NPEAOCTOPOKHOCTHY,

3.3.6 3akpoiite remocraTEuecKkmii Kanald. CTeRT Teneps rOTOB K pac-
KPHITHIO.

3.4 IIpoueaypa pACKpHTHS CTEHTA

3.4.1 BHHMAHHE: BuyTpenunif uaMeTp CTCHTA H HOMHHAILHOE
HaBJIeHUE pa3phipa famioHa yKa3aHbl Ha STHKETKE H3ICIHs.

MenneHno packpoHTe CTEHT, co3apas AaBJICHHE B CHCTEME JIOCTABKH ¢
maroM 2 aT™ Kaxfsli¢ 5 CeKyHi, HOKA CTeHT He PAacCHpaBHTCA MOJHO-
croio.  Coxpansiite pmapnesne B TeueHwe 30 cexyna. Ilpm
HeoOXOAMMOCTH B CACTEME JOCTABKH MOXHO NOBTOPHO MM AOINONHH-
TENLHO TMOBHICHTL HaBleHHE, 9TOOH ofecneudTh MONHOE MpHICTAHHE
CTEHTa K CTCHKE apreprH. He npespnmaiiTe HOMHHANLHOE JARNICHHE pas-
pHIBa.

JAJBHEHIIEE PACIIHPEHHE PACKPBITOI'O CTEHTA:

Ecnu pa3sMep pacKpHITOro CTeHTa IO-IpekHEMY HEAOCTATOUCH MO OTHO-
LWICHHIO K JHAMETPY COoCcyza, JJif JaJbHEHINero paclmpeHus CTCHTa
MOXHO HCIOJB30BaTh SaIon Gonsmero pasmepa. Ecim nepponauans-
Hat aHrHorpajudecka KaprHHa HE ONTHMANBHA, CTEHT MOXHO

AONOJNHATECNBHO PACITHPHTD, HCNIONB3YA CaJIOHHBIC Ka8TCTCPH ClCay10-

mHX  THIOB:  HE3KONPOHUIBHEIE,  BHICOKOTO  JABJEHHAS,
HEKOMILIACHTHBIE.

PacKpHITHIE CTCHTH He ClIeAyeT OCTARIATE B COCYAAX HEAOCTATOUHO pac-
IIMPEHHBIMH,

BHHUMAHME: He packphBaiite CTCHT 33 NPEENbl YCTAHOB/ICHHBIX

pa3MepoB.
3.4.2 Cayiire SannoH, NOTAHYB 33 NOPIICH YCTPOHCTRA U1 HAKAYHBa-

HHA, yAepKHBad ero B TeucHue 30 cexyHA.

3.5 IIponeaypa yaaneans

pressure for 30 seconds. If necessary, the Delivery System can be repres-
surized or further pressurized to assure complete apposition of the stent to
the artery wall. Do not exceed RBP.

FURTHER EXPANSION OF THE DEPLOYED STENT:

If the deployed stent size is still inadequate with respect to reference vessel
diameter, a larger balloon may be used to further expand the stent, if the
initial angiographic appearance is sub-optimal, the stent may be further ex-
panded using a low profile, high pressure, non-compliant balloon dilatation
catheter.

Expanded stents should not be left under-dilated in the vessels. CAUTION:
Do not dilate the stent beyond the following limits,

3.4.2 Deflate the balloon by pulling negative on the inflation device for 30
seconds.

3.5 Removal Procedure

3.5.1 Ensure the delivery system is fully deflated.

3.5.2 Fully open the rotating hemostatic valve.

3.5.3 White maintaining guide wire position and negative pressure on
the inflation device, withdraw the delivery system.

Note: Should any resistance be felt at any time during either lesion access
or removal of Delivery System post-stent implantation, the entire system
should be removed as a single unit. See Stent / System Removal - Precau-
tions for specific Delivery System removal instructions.

3.5.4 Tighten the rotating hemostatic valve.

3.5.5 Repeat angiography to assess the stented area.

If post dilatation is necessary, ensure the final stent diameter matches the
reference vessel diameter. Assure that the stent is not under-dilated.
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3.5.1 Y6eaurecs, uTO CACTEMA AOCTABKH IIOJHOCTBIO CAYTA.

3.5.2 IlomHOCTHIO OTKpOTE MOBOPOTHEI NEMOCTATHYECKHI KiTanaH.
3.5.3. CoxpaHsa HOJIOXEHHE POBOJHHKA H OTPHLIATEILHOE NAB/ICHHE
Ha yCTpoHCTBE A HAKAYMBAHAN, H3BICKUTE CHCTEMY AOCTABKH.
IIpumeuanne. Ecnu B moGo# MOMCHT BO BpeMs JOCTYTIA K IOBPEXKACH-
HOMY COCYAy HJIH yZaNeHMs CHCTEMBI JOCTABKH IOC/IC UMIUTAHTALMHK
CTCHTa NOYYBCTBYETCA Kakoe-mbo CONpOTHRICHHE, BCIO CHCTEMY Clle-
AyeT YAATHTD Kak eauHoe nenoe. HHCTpyKmmy no yAaneHHIo CHCTEMBL
JOCTaBKH CM. B pasfienie « YAalIeHHe CTeHTa/CUCTEMEI — MepHl Ipefo-
CTOPOKHOCTHD.

3.5.4 3arannTe NOBOPOTHLIY reMOCTATHICCKHIA KanaH.

3.5.5. Iloropute arrrorpadHIo A1 ONEHKH CTEHTAPOBAHHOM 06NacTH.
Ecim meobxoaumMa mocTaMmaTainus, yOSAHTECh, YTO OKOHYATE/BHEIM
JHMAMETP CTEHTa COOTBETCTBYET AMAMETPY cocyAa. Y6eaurech, 9TO
CTEHT JOCTATOYHO PacIUpEH.

13. Hndopmauus 06 oTBCTKe, AeIHHPEKNHE H CTEPHINIAUHE
MEHIBHCKOro M3A¢IHA (VIN CTEPHANIYeMbIX H3Aenwmif), mopaaKe
Aeficrauil PR RAPYMICHAH cTepHAbLHON ynakopkH (18 waemii,
NOCTABJASEMBIX B CTEPHABHOM BH/E)

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

Hapenme nocraBmsercs CTepUILHBIM.
MerTox CTepHAN3AIHY - TA30BEIE METOOM, C IOMONIBIC STHICHOKCHAA.
H3nenue npeapa3sHAYCHO TONBKO IS OOHOPA30BOTO HCIIONL3OBAHHA H
HE MOXET HCIIONB30OBATECS OBTOPHO.

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

14. Texauueckoe 06cTyAHBAHNE

14. Maintenance

Henpumennamo. MeMIMECKOE H3ACHE HE TpefyeT TEXHHIECKOro of-
CIIy XHBAHMSL,

Not applicable. The medical device does not require maintenance.

15. MudopMamus o6 MPT-coBMecTHMOCTH

15. MRI Compatibility

Ilpu npoBeacHNM MarHHTHO-Pe30HaHCHOH TOMOrpadrn Beero Tena: Ye-
JIOBEKY, KOTOPOMY MMILIAHTHPOBaH CTEHT KOPOHApPHEIH OXHOPA3OBEIH
CTepHAbHEIA HA CHCTEME NOCTABKH Shunmei ¢ JIeKapCTBEHHEIM MOKpPhI-
THEM, MOXHO 0€30MacHO CKAHRNPOBATh Jo0YIO 9acThk Tena npu 1,5 Tn
3,0 Tn npu HMXenepeYUCICHHKX YCIOBHAX.

HecobmoacHae 3TAX YCIOBHIA MOXKCT IPHBECTH K TPABME.

For whole-Body MR examinations: A person implanted with the Coronary
Drug Eluting Stents may be safely scanned anywhere in the body at 1.5 T
and 3.0 T under the following conditions. Failure to follow these conditions
may result in injury.

1. _Static magnetic field (B0) is 1.5T or 3.0 T;
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1.HanpsageHHOCTbL cTaTUYeckoro marHmtHoro nona (BO) coctasndet 1,5 2. Maximum allowable spatial gradient ofthe magnetic field (VB) is 30 T/m
Tnwnn 3,0 Th; (3 000 gauss/cm) in 3T and 60 T/m (6 000 gauss/cm) in 1.5 T MR system;
2. MakcuManbHO JONYyCTUMbIA NPOCTPAHCTBEHHbIN rpafueHT MarHuT- 3. Magnetic induced torque is less than worst-case gravitation torque;

Horo nons (AB) coctasnset 30 Tna/m (3 000 raycc/cm) npu 3 Tn n 60 4. In 1.5 T MR system, local background SAR shall not be larger than 3.55

Tn/m (6 000 raycc/cm) npu 1,5 Tn MP-cucteme; W/kg. Whole-body SAR shall not be larger than 2 W/kg, operating in the
3. MarHuTHbIn MOMEHT, WHAYLMPOBaHHbLIA MarHMTHbIM noneM, normal Operating Mode for no longer than 15 minutes of RF exposure;
MEHblLLIE, YEM FPaBUTaLMOHHbLIA MOMEHT B HaUXy/LIeM C/y4ae; 5.In 3.0 T MR system, local background SAR shall not be larger than 2.77

4. Mpun 1,5 Tn nokanbHblii poHoBbIM YKIT He fo/mkeH npeBbiwatk 3,55 W/kg. Whole-body SAR shall not be larger than 2 W/kg, operating in the
B1/kr. YKI1 Bcero tena He foskeH npesbiwars 2 BT/Kr npu pabote B normal Operating Mode for no longer than 15 minutes of RF exposure;
HOpPManbHOM pexxume paboTbl B TedeHUe He 6onee 15 MUHYT pagnoyva- 6.Image artifact information, the representative sample would generate ar-
CTOTHOrO BO3/eicTBus; tifacts width up to 5.3 mm in 1.5 T MR system and 85 mm in 3.0 T MR
5. Mpu 3,0 Tn nokanbHbIl (oHOBLIA YKIT He fo/mKeH npeBblwaTh 2,77  system.

B1/kr. YKI1 Bcero Tena He fo/mKeH npesbliwaTb 2 BT/Kr npu paboTe B

HOpMa/ibHOM pexume paboTbl B TeueHne He 6onee 15 MUHYT pagunoya-

CTOTHOIO BO3/JENCTBUS;

6. NH(popmauma 06 apTethakTax M306paXKeHMS B penpe3eHTaTUBHOM

BbIOGOPKE MOTYT BO3HMKATb apTedakTbl pasmMepom 40 5,3 mm npu 1,5

Tn MPT-cucteme n go 8,5 mm npu 3,0 Th MPT-cucteme.

16. OCHOBHble TeEXHNYECKUNE U (DYHKLNOHANbHbIE XapaKTepu- 16. Main technical and functional characteristics

CTUKMN

Tabnuua 1 - TexHUYecKne XxapakTepPUCTUKN CTEHTA KOPOHAPHOI0 O4HOPAa30BOro CTEPU/ILHOIO Ha CUCTeMe A0CTaBKM Shunmei ¢ leKapCTBEHHbLIM MO-
KpbiTvem / Table 1 - Technica characteristics of S lunmei Coronary Drug Eluting Stent

No. Mogenb Ref Ona- OnunHa SpdekTB-  Hapyx- Hapy>XHbll Macca,
/Model MeTp CTeHTa, Has AnHa Hbl VA AvameTtp r,
CTeHTa, MM, *2  [11MHa peHTre- KaTeTepa, anameTp npokcumans-  +£10%/
MM, MM / HOKOHTPAcTHbl  PacCcTofHUWe f0 peHT- MM, £10 mm/ AucTanb- HOT0 KOHUA, Weight,
+10%/  Stent X MapKepos, reHOKOHTPAaCTHbIX Catheter ef- Horo MM, +10%/ _
Stent Length, MM%0,1 mMm / mapkepoB mmM+2 Mm /  fective KOHUa, Proximal shaft +10%
Diame- mm, Radiopaque Radiopaque markers  length, mm, wmm, £10%/ OD, mm,
ter, +2 mm  markers length, distance, mm, £2mm +10mm Distal +10%
mm, mm, +0,1 mm shaft
+10% OD, mm,
+10%
1 DES-2.008 629995 2,0 8 1 10 1420 0,89 0,65 3no
2 DES-2.0012 629996 2.0 12 1 1 1420 0,89 0,65 3.11
22
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3 DES-2.0016 629997 20 16 1 18 1420 0,89 0,65 3.12
4 DES-2.0020 629999 2,0 20 1 22 1420 0,89 0,65 3.13
5 DES-2.0024 630113 2.0 24 1 26 1420 0,89 0,65 3.14
6 DES-2.0028 630114 2,0 28 1 30 1420 0,89 0,65 3.15
7 DES-2.0032 630115 2,0 32 1 34 1420 0,89 0,65 3.16
8 DES-2.0036 630116 20 36 1 38 1420 0,89 0,65 3.17
9 DES-2.258 630117 2,25 8 1 10 1420 0,89 0,65 3.10
10 DES-2.2512 630118 2,25 12 1 14 1420 0,89 0,65 3.11
11 DES-2.2516 630119 2,25 16 1 18 1420 0,89 0,65 3.12
12 DES-2.2520 630121 2,25 20 1 22 1420 0,89 0,65 3.13
13 DES-2,2524 630122 2,25 24 1 26 1420 0,89 0,65 3.14
14 DES-2.2528 630123 225 28 1 30 1420 0,89 0,65 3.15
15 DES-2.2532 630124 2,25 32 1 34 1420 0,89 0,65 3.16
16 DES-2.2536 630125 2,25 36 1 38 1420 0,89 0,65 3.17
17 DES-2.2540 630568 2,25 40 1 42 1420 0,89 0,65 3.18
18 DES-2.2544 630569 2,25 44 1 46 1420 0,89 0,65 3.19
19 DES-2.2548 630570 2,25 48 1 50 1420 0,89 0,65 3.20
20 DES-2.508 630126 25 8 1 10 1420 0,89 0,65 3.12
21 DES-2.5012 630127 2,5 12 1 14 1420 0,89 0,65 3.13
22 DES-2.5016 630128 25 16 1 18 1420 0,89 0,65 3.14
23  DES-2.5020 630130 2,5 20 1 22 1420 0,89 0,65 3.15
24 DES-2.5024 630131 2,5 24 1 26 1420 0,89 0,65 3.16
25 DES-2.5028 630132 25 28 1 30 1420 0,89 0,65 3.17
26 DES-2.5032 630133 25 32 1 34 1420 0,89 0,65 3.18
27 DES-2.5036 630134 25 36 1 38 1420 0,89 0,65 3.19
28 DES-2.5040 630571 2,5 40 1 42 1420 0,89 0,65 3.20
29 DES-2.5044 630572 25 44 1 46 1420 0,89 0,65 3.21
30 DES-2.5048 630573 2,5 48 1 50 1420 0,89 0,65 3.22

23
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31
32
33
34
35
36
37
38
39
40

41
42

43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
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DES-2.758

DES-2.7512
DES-2.7516
DES-2.7520
DES-2.7524
DES-2.7528
DES-2.7532
DES-2.7536
DES-2.7540
DES-2.7544
DES-2.7548
DES-3.008

DES-3.0012
DES-3.0016
DES-3,0020
DES-3.0024
DES-3.0028
DES-3.0032
DES-3.0036
DES-3.0040
DES-3.0044
DES-3.0048
DES-3.508

DES-3.5012
DES-3.5016
DES-3.5020
DES-3.5024
DES-3.5028

630135
630136
630137
630139
630140
630141
630142
630143
630144
630145
630146
630147
630148
630149
630151
630152
630153
630154
630155
630156
630157
630158
630159
630160
630161
630163
630164
630165

2,75
2,715
2,75
2,75
2,75
2,75
2,75
2,75
2,75
2,75
2,75
3,0
3,0
3,0
3,0
3,0
3,0
3,0
3,0
3,0
3,0
3,0
3,5
3,5
3,5
3,5
3,5
3,5

P P P P PP P P P PP P R PR R PR PR R R PR RPR R BR R

24

10
14

22
26
30
34
38
42
46
50
10
14

22
26
30
34
38
42
46
50
10
14

22
26
30

1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420

0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0.89
0.89
0.89
0.89
0.89
0,89
0,89

0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0.65
0.65
0.65
0.65
0.65
0,65
0,65

3.10
3.11
3.12
3.13
3.14
3.15
3.16
3.17
3.18
3.19
3.20
3.15
3.16
3.17
3.18
3.19
3.20
3.21
3.22
3.23
3.24
3.25
3.28
3.29
3.31
3.32
3.33
3.34



59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85
86
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DES-3.5032
DES-3.5036
DES-3.5040
DES-3.5044
DES-3.5048
DES-4.0012
DES-4.0016
DES-4.0020
DES-4.0024
DES-4.0028
DES-4.0032
DES-4.0036
DES-4.0040
DES-4.0044
DES-4.0048
DES-4.5012
DES-4.5016
DES-4.5020
DES-4.5024
DES-4.5028
DES-4.5032
DES-4.5036
DES-4.5040
DES-4.5044
DES-4.5048
DES-5.0012
DES-5.0016
DES-5.0020

630166
630167
630168
630169
630170
630171
630172
630174
630175
630176
630177
630178
630179
630180
630181
630182
630183
630185
630186
630187
630188
630189
630190
630191
630192
630193
630194
630196

3,5
3,5
3,5
3,5
3,5
4,0
4,0
4,0
4,0
4,0
4,0
4,0
4,0
4,0
4,0
4,5
4,5
4,5
4,5
4,5
4,5
4,5
4,5
4,5
4,5
5,0
5,0
5,0

32
36
40
44
48
12
16
20
24
28
32
36
40
44
48
12
16
20
24
28
32
36
40
44
48
12
16
20

e T T T T e e S e S e S T T T T S

25

34
38
42
46
50
14
18
22
26
30
34
38
42
46
50
14
18
22
26
30
34
38
42
46
50
14
18
22

1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420

0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0.89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89
0,89

0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65
0,65

3.35
3.36
3.37
3.38
3.39
3.39
3.41
3.42
3.43
3.44
3.45
3.46
3.47
3.48
3.49
3.39
3.41
3,42
3.43
3.44
3.45
3.46
3.47
3.48
3.49
3.42
3.43
3.44



87 | DES-5.0024 | 630197 5.0 24 i 26 1420 0,89 0,65 3.45
38.{ DES-5.0028 | 630198 [ 5,0 28 1 30 1420 0,89 0,65 3.46
W] DES-5.0032 | 630199 5,0 32 1 34 1420 0,89 0,65 3.47
98 DES-5.0036 | 630281 | 5.0 36 i 38 1420 0,89 0,65 348

DES-5.0040 | 630282 | 5,0 40 1 42 1420 0,89 0,65 3.49
- 3% DES-5.0044 | 630283 | 5.0 44 1 46 1420 0,89 0,65 3.50
983 DES-5.0048 | 630284 | 5,0 48 1 50 1420 0,89 0,65 3.51

Tabnuua 2 — Conepxanne NeKapCTBEHHOTO CPEACTBA B CTEHTE KOPOHAPHOM OHOPa30BOM CTEPHIIBHOM Ha CHCTeMe AocTaBkd Shunmei ¢ nekapcTBeH-

HEIM MOKpHITHEM, MKT / Table 2 - Drug content of Shunmei Coronary Drug Eluting Stent, pg.

Jl03HpOBKA JIEKAPCTBEHHOTO CPEJICTRA B 38BHCHMOCTH OT pasMepa cocTariser 80%-120% ot HomunanbHOro 3navenns/ The dosage of drugs of various

specifications is 80% -120% of the marked amount:
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Huametp crenta, MM/ Jimna crenra, MM / Stent Length, mm

stent diameter, mm 8 12 16 20 24 28 32 36 40 4 48
2,0 40 60 80 100 120 140 160 180 | HII/NA | HT/NA | HIVNA
2,25 40 60 80 100 120 140 160 180 200 220 240
2,50 40 60 80 100 120 140 160 180 200 220 240
2,75 40 60 80 100 120 140 160 180 200 220 240
3,0 40 60 80 100 120 140 160 180 200 220 240
3,5 40 60 80 100 120 140 160 180 200 220 240
4,0 HII/NA | 60 80 100 120 140 160 180 200 220 240
4.5 HII/NA | 60 80 100 120 140 160 180 200 220 240
5,0 HII/NA | 60 80 100 120 140 160 180 200 220 240
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Tabmuna 3 —XapakrepacTHKM 1€KapCTBEHHOIO CPEACTBA B CTeHTe Kopo- | Table 3 - Characteristics of the drug of Shunmei Coronary Drug Eluting
HapHOM OJHOPA30BOM CTEPHILHOM Ha cUCTeMe XOCTABKH Shunmei ¢ | Stent
JCKAPCTBEHHMM HOKPHITHEM

HaesTupuxanuonnsie | Nona 3ppeKTHBHHX KOMIIOHEHTOB CHPO- Drug effectiveness The proportion effective components of si-
XAPAKTCPRCTHKE B nuMyca Ha CTeHTE: He MeHee 95%; rolimus on the stent shall: not be less than
UHCTOTA JIEKAPCTBER- | o9 H30MEPOB NEKAPCTBEHHOTO CPe- 95%.
HOTO Cpencrsa cT8a B 3PEKTHBHEIX KOMIIOHEHTAX: The proportion of drug isomers in the ef-
He Gonee 6%; fective components shall:
not exceed 6%;
Boizenenne Drug Release
JIEKApCTBEHHOI 0 Bpems | JImanason BHAENEHHS Bpema | Release range
cpeacTsa 10Mun | <35% <45% 10min | <35% <45%
lg 22%~58% 12%~68% 1hr 22%~58% 12%~68%
6u 41%~82% 31%~92% 6hr 41%~82% 31%~92%
48 u >66% >56% 48hr >66% >56%
Ocrarounsiii OcTarounoe KONHYECTBO TeTparuapody- Residual solvent The amount of tetrahydrofuran (THF) re-
PACTBOPHTEIL pana (TI'®) se npeprmmaer 0,72 Mr/r (720 siduals does not exceed 0.72 mg/g
MKI/T) B K&XAOM CTEHTE. (720pg/g) in each stent.
OcraroqHoe KOJNMYECTBO H-TENITaHA He The amount of n-heptane residuals does
npepbiuaeT S000 MKT/I B KQXKXOM CTEHTE. not exceed 5000ug/g in each stent.

Ta6mma 4 — TexunyeckHe XapaKTepHCTHKH CTEHTa KOPOHapHOro ofHO- | TaGmana 4 — Technical characteristics of Shunmei Coronary Drug Eluting
pPa3’cBOro CTEPHNBHOIO HA4 CHCTeMe JocraBkd Shunmei ¢ | Stent
NEKApCTBEHHBIM IOKPHTHEM

Cosmecramuiit | 0,36 (0,014) Compatible 0,36 (0,014)
OPOBOHHEK, MM guide wire, mm

(moiim) (inch)

Copmecramutii | 1,42 (5F) Compatible 1,42 (5F)
DPOBOAHHKO- guiding

Bblii KaTeTep, catheter, mm (F)

mm (F)

27
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Buemmnnii BRI IlopepxHOCTL CTeHTA poBHad, §¢3 3ayCEHIER,
(moBepxHOCTD) | Ge3 HHOPOAHEIX Tell, 6e3 H3OMOB, 6¢3 TPeImnH.
TpeGorasmMs KX BHEMIHEMY BHAY CHCTEMML:
CTeHT HaXOAWTCS BHYTPH HABYX PEHITEHOKOH-
TPRCTHRIX MAPKCPHBIX OJIOC.
Xa6 Xab ocHalCH pa3beMOM THNA «male», CooT-
sercrayiomuM I"OCT P UCO 80369-1 u 'OCT
P HCO 80369-7
IIpounocTs Hemaryemsiie MuHMaTBHB Munu-
COCAMHEHHS HA YYacTOK napymmwél Aua- ManbHoOe
METp qarol NHKoBOE
PRCTIACHHEY 9aCTH HCMLITATENb- | HAanpsxe-
HOIO y4acTka, MM Hue, H
avaa
" 20.75~<1.
o 20.75 5 5
T'amotpyGra 20.75~<1.15 5
CoeauneHue ru-
mn'pyﬁxa
xopmyca n:em- 20.75~<1.15 5
selt Tpybxa
IpoxcaMam,-
1]
sremment | 2075~<L15 5
1py6xn
Mecto cBapkn
Rx nopra 20.75~<1.15 5
Coenunesue
netpybran | 20.75~<L1S 5
CannoHa

Appearance The surface of the stent is flat without burr, no
(Surface) foreign body, no fracture, no crack.
System appearance requirements: The stent is
inside the two radiopaque marker bands.
Hub Catheter is supplied with integral hub, it shall
be a male hub that shall comply with EN ISO
80369-1 and EN ISO 80369-7
Tensile bond Test section Minimum outer Minimum
ngth diameter of tubu- | peak
s lar part of test tension,N
section, mm
Joint of hub and
hypotube 20.75~<1.15 5
Hypotube 20.75~<1.15 5
Joint of hypo-
wbeandouter | >975~<1.15 5
tube body
Proximal outer
tube body >0.75~<1.15 5
Rx 1
pm':m welding 20.75~< 1.15 5
Joint of outer
tubebodyand | >975~<1.15 5
balloon
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Hpounoctn

Henpmemo, NOCKOJIBKY IIPH KIHHHYECKOM

COEIHHCHHS P | HCNOJIH30BaHHE CUCTEMY JOCTABKH He HYKHO
Kpy'ueHHH Bp4IIATb.
Tpogms Homunaneaeit nuamerp | Ilpodus
credTa CTEHTa, MM CTEHTA
@2,0;2.25;2,5 <L15mmM
22,75: 3,0; 3,5 <1,25 MM
@ 4,0; 4,5; 5,0 <1,35 MM
Boamozuocrs Bo Bpems MozAeNHPOBAHAN NPOUECCA JOCTABKH
NPOTAJKHBAHHS | CTEHT-CHCTEM2 COOTBETCTBYECT HANpPABIMIO-
H DPOABHMKCHHS | IEMYy XaTeTepy M NPOBOJHAKY H MOXET
IIABHO JOCTABHTH CTEHT B 3aJIAHHOS IOJIOKe-
HHE,
CreHT-cCHCTEMa MOXET IUIABHO JOCTABUTH
CTCHT B Ha3lHAYCHHOE NOJIOKCHHE, uYepPe3 H3-
rE6el  cocyna, CHCTEMa HOCTABKH MOXKeET
IJIABHO NEpEMEMATECS 110 MPOBOAHHKY, O3
OYCBHIHOM OCTAHOBKH, 6€3 CKIABAHAS TeX~
Hoymoruuecko#f CHCTeMH  JocraBkh, O3
MOBEPXHOCTHRIX MOBPCKACHHH, a Takke Oe3
ocnablieHHs MM OTCOCIMHCHAA CTEHTA.
Bpems <20 cexynn
HANIIOJIHEHHN
Gannona
Bpems emycka | <20 cexynn
faona

Torsional bond | Not applicable, for the delivery system does
strength not need to rotate in clinical use.
Stent . . Stent
profile z:)nmmal stent diameter, profile
@ 2.0; 2.25; 2.50 < 1.15mm
32.75;3.0; 3.5 <1.25mm
24.0;4.5; 5.0 <1.35mm
Pushability During the simulated delivery process, the
stent system matches the guiding catheter,
guidewire well, and can deliver the stent to
preset position smoothly.
The sample can smoothly transport the stent to
the designated position, through the model
bends, the conveyor can frack the guidewire
smoothly through, no obvious stop, no folding
of the conveyor process system, no superficial
damage, and no loosening or detachment of the
stent,
Balloon <20 seconds
Inflation Time
Balloon <20 seconds
Deflation Time
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HomunajanHoe Balloon Rated . Balloon
JaBJIeHHE HomuHanbHbIi quaMeTp ;{;ﬁzzzbnoe Burst Pressure Normal diameter, mm rated burst
pa3psiBa CT€HTa, MM (RBP) pressure (RBP)
6 pa3peiBa
aJIOHa
bartons 2,0; 2,25; 2,5; 2,75
0 . . . .
@ 2,0; 2,25; 2,5; 2,75; T T S ST >16 at™
sy Ly 9 &9y Ly ’ 216 aT™ . -_
3’0; 3,5 3’0, 3,5 > 4
@ 4,0;4,5; 5,0 >14 atm 24,04,5; 5,0 214 aru
Homunanbublii | B cucreMe noctaBku He AOMKHO OBITH yTEUeK Balloon Rated The delivery system should experience no
H3HOC OasyioHa | WM pa3pbiBOB nocie 10 HHKIOB HAKAYNBAHHUSA Fatigue leakage or burst after 10 cycles of inflation and
H cayBaHusa. CucTeMa JNOCTaBKH He AOJDKHA deflation. The delivery system shall not leak,
NpoTeKaTh, pa3phbIBaThCS MIIM BHICTYNATh MOX rupture or protrude under pressure
JaBJICHUEM.
Pacmupenue Huamerp OannoHa, BBIXOAAINETO 3a KOHLBI Dogboning The diameter of balloon extending beyond the
KOHII0B CTeHTa, HE NOJDKEH NpeBbimaTh 5 % Hapyx- ends of the stent should be no greater than 5%
HOrO JuaMeTpa CTeHTa NpH HOMHHAJIBHOM of the stent outer diameter at RBP.
JIaBJICHHH pa3pbiBa 6a/utoHa.
OGpasoBaHue KonuyecTso uacTui pasMepoM > 10 MKkM He Coating particu- | Particulates > 10um should not exceed 6000,
NOKPBLITHA KonuuectBo yactui pasmepoMm > 25 MKM He
Jo/mkHO npeBuiats 600.
Bananne PaccTOSHHE MEXy BHEIIHAM JHAMETPOM Ga- Profile The distance between the external diameter of
npuduas/ MOHA ¥ BHEIIHMM IMAMETPOM H30THYTOTO Effect/Flaring thf: balloon and the external dlamitero of the
pacImupeHHe npoQUIIs CTEHTAa JOJKHO COCTaBIATh <5% Kak crimped stent me_'lle should be <35% both
J0, TaK U MOCJE NPOXOXICHHS MO H3BHTHIM pre- and post-tracking, and over an 8 mm cur-
y4acTKaM, a KpMBH3Ha JOJDKHA COCTaB/IATh 60- vature.
Jee 8 MM.
30

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




Yerofiuusocrs k | ConpoTnBneHHe pa3naBMBaHuIO mpH aedop- Crush resistance | The crush resistance with 12% stent defor-

PAR3IPYIMEHMIO Manud creHTa 12% momxHO cocTaBnsTs >85 with a radially | mation should be =85kPa.

op¥ paguaasio | xIla, applied load

NPHKARILIBAC-

Mol narpysxe

Cropocts oce- | CKOPOCTE  0CEBOT0  YKOPOYCHHA/Y LIHHEHAS Axial retraction | Axial shortening /lengthening rate shall be

Boli peTpaKuM | AOMKHA COCTARIATE <12%. rates of stent <12%.

CTeHTA

Hsrub/mepers6 | CTeHT cHCTeMa He JONXHA HMETH MEperutos Flex and kinking | -The stent/delivery system should have no kink
BO BPCM3l IOCTABKH K H3RJICICHHS IIPH MOAEITH- during its deliveries and withdraws in the us-
POBaHHH HCIIOIL30BAHAL. age simulation test.
MuHumanbHbil paguyc H3rHGa, KOTOPOro MOmeT The minimum bending radius that the stent can
AocTHHb CTeHT Gea nepernGa, cocranser 8,0 mm. achieve without kinking is 8.0 mm.

Inomans Inomazs cBoGOHOH OT CTERTa NOBEPXHOCTH | | 'Stent-free For stents with labeled diameter, minimum di-

caoboanoii ot AoMKHA cOCTaBARTE Gonee 70% obmed mwio- surface area ameter and maximum diameter, the stent-free

CTeHTA maje HOBEPXHOCTH MUIMHAPOR OMHAKOBOTO and stent outer | surface area should be more than 70% of the

TNOBCPXHOCTH B | JHAMCTPA H JUTHHEL sur-face area total surface area of cylinders with identical di-

niomans ameter and length.

BHemHelH

NOBEPXHOCTH

CTEHTR

Otpava <10%. Recoil <10%

Yceranocranas CTeHT ZOIDKEH COXPAHATH HEJOCTHOCTD €3 Ka- Fatigue The stent should keep its integrity without any

NPOYHOCTL KHX-TH60 ABHLIX ACHEKTOB HIIH TPSIMH NOCIE durability obvious flaw or fracture afier the fatigue test
ACNHITAHAA HA YCTANOCTh B YCIOBUAX (H3HO- under the condition of physiological simula-
JIOTHYECKOTO MOACTHpOBaHHEA B TedeRne 10 ner tion for 10 years (380,000,000 cycles).
(380 000 000 muxIOB)

IlenocTHOCTH He nomxuo GHITH BUAHMEIX OTCIOSHRI TIOKPhLI- Coating There should be no visible coating falling off

DOKDLITHS THS, TIOKPHTHAA ZOJDKHE GHITH paclpeAcieH integrity and the coatings should be evenly distributed.

PABHOMEDHO.
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Moneampopanne | 1)Ipolece AOCTABKA: CHCTEMA JOCTABKH COOT- Simulated 1)Delivering process: The delivery system
PaloThi CTeHT- | BEICTBYET NPOBOAHMKY, IUIABHO JOCTARISET Use/wall fittness | patches the guidewire very well, delivers the
CHCTEMBI CTEHT K LEJICBOMY Y3acTKy COCYAa, nepecekas stent to the target site smoothly and cross the
H3BIJHCThIC YacTH. CHCTeMa JOCTABKH MOXKET tortuous parts in the model. The delivery sys-
IIaBHO MPOABHIATHECA IO NPOBOAHAKY Ge3 xa- tem can advance through the guidewire
KHX-THOO CYINECTBEHHBIX OCTAHOBOK. B smoothly without any significant halts. The
nporecce JOCTABKH CHCTEMA He HMEET NMEePEru- system has no kinking during the delivering
6oB. process.
2) Ilpomecc pacKpHTHA: NPH HOMHHATBHOM 2)Expanding process: The stent can be ex-
JaBJICHHE CTEHT MOXeT OHThH JIETKO pacipas- pended and deployed easily at nominal
JieH H pacHIMpeH, OPH 3TOM NOCHe PacKphITHA pressure, and the stent owns a good apparent
cTeHT obnafaeT NpaBHNLHOM REHAAMOI dop- shape without collapse after expanding. And
MoH, KoTopad He paspymaercs. Bo Bpems there is no leakage during the expanding pro-
PACKPEITHS He IPOHCXOAHUT YTEUKH. cess.
3) Ilpouecc HM3BAEYEHHA: CHCTEMY AOCTABKH 3)Withdraw process: The catheter can be with-
MOXHO INABHO H3BJN€Yb, [IPH 3TOM CTEHT HE drawn smoothly, while the stent has no
CMEINaeTcs, a CHCTEMA JIOCTABKH He nepernba- dislodgment and the delivery system has no
€1CS BO BpeM# IPOLIecCa WIB/IEYCHNAA. kinking during the withdraw process.
4) CooTBETCTBHE CTEHKE COCYAA: BHENIHAA MO~ 4)Conformity to the vessel wall: The external
BEPXHOCTH CTEHTA  MOCNe  PACKDHITHA surface of the stent conforms to the vessel
COOTBETCTBYET CTCHKE COCYAA; CTEHT HE HMEET wall after expanding; the stent has no bulge,
BRITYKJIOCTH, HE OTACNAETCA OT CTCHKH COCyAa no collapse from the vessel wall.
Koppo3us Hanpaxenne npoSos (Eb) nomkHo cocTarmars
>600 MB. Corrosion Breakdown potential (Eb) should be >600 mV,
Basyasmzauua | CreHT jnomxeH OWTe BHACH npE uwHdposoii resistance
cyGTpaximonHoi aHruorpaduy HiIH IIPH PEHT- Visibility It should be visible under digital subtraction
TeHOBCKOM OO/TyYeHHA angiography (DSA) or under X-ray irradiation.
I'emocTas Ipu napnerun 25 xIla ¥ peTHUHHE HAKUMHOMK
et 240,2 H 06B%eM BoAwI, BEITEKIEH H3 re- Assessment of Under the pressure of 25 kPa and 2+0.2 N
MOCTATHYCCKOr0 KiamaHa 3a 20 MHHYT, HE Haemostasis push force value, the volume of water leaked
JIOMKEH NpeBHmaThs 10 M. from the hemostatic valve in 20 minutes
should not exceed 10 mL.
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CoBMecTHMOCTD
¢ MATHATHO-Pe-
30HaHCHoOH
ToMorpagueit

(MPT)

IIpu mpoBeneHMH MarHUTHO-pe30HAHCHOM TO-
Morpaduu Beero Tena: YenoBeky, KOTOPOMY
aMnnanTpoBaH CTeHT KOPOHAPHHH OAHOpa-
30BEIi CTEpHIBLHEIE HAa CHCTEME JOCTABKH
Shunmei ¢ JIeKAPCTBEHHRIM IOKpPHITHEM,
MOXHO 6e30macHO CKAHHPORATH MOGYIO aCTh
teaa npE 1,5 - 3,0 Tn npu BMxenepeuyncnen-
HBIX YCIIOBHAX.

HecobGmoaenune 3THX yCNOBHE MOXKET IpHBeE-

CTH K TPaBMe.

XapaxrepucTuna Yceaosme

HanpsxeuHOCTS L5Tn&30Tn

CTATHIECKOTO

MaruuTHOro noas (B0)

Maxcamanssnil npo- 3000 Tam (3 000

oo 6000 Taha (6 000 Ta

rous /em) mpn 1,5 T MR e

PY Bo3byxneHne KpyrosoHl nongpmsanuH
(CP)

Tun nepematomeit PY- | O6bemHan kaTymika

KaTYIIKH

PY Yenoemn HopmambHu#t  pesuM
paboru
Maxcamansao
nonycrimuilt YKIT Beero
rena: 2 Br/kr
JokanbHuft  omopuiih
VKII < 2,77 Br/kr npu
3,0 Tn MR
Joxansuuti  donOBLIN
VKII £ 3,55 Br/xr mpn
1,5 Tn MR

IIpoROIKATERBHOCTD MakcamannHoe  BpeMa

CKAHUPOBAHHA BH3yanusaumu: 15 MHHYT
Ha Kaxayio
MOCICAOBATEABHOCTD
HMOYALCOB
(nomyckaeTcs HECKONLKO

Compatibility
with magnetic
resonance imag-

ing (MRI)

For whole-Body MR examinations: A person
implanted with the Coronary Drug Eluting
Stents may be safely scanned anywhere in the
body at 1.5 - 3.0 T under the following condi-
tions. Failure to follow these conditions may
result in injury.

Condition
1L.5T&30T

Parameter

Static Magnetic  Field
|_Strength (B0)

Maximum Spatial Field
Gradient

3000 T/m (3 000
Gauss/cm) in 3.0 T MR
6000 T/m (¢ 000
Gauss/cm)in 1.§ TMR
Circularly Polarized
(CP)

Volume Coil

Normal operation inode
Maximum allowed
Whole-body SAR: 2
Wikg

Local background SAR <
2.77 Wikg in 3.0 TMR
Local background SAR <
3.5 Wkgin 1.5 TMR
Maximum imaging time:
15 minutes per pulse se-
quence (Multiple
sequences for per patient
are allowed, as long as it
is ensured that the inter-
val is at least 30 minutes)
85mmin30T.
5.3mmin1.5T.

RF Excitation

RF Transmit Coil Type
RF Conditions

Scan Duration

Image Artifact

Relationship between stent diameter and balloon filling pressure

Pressure, kPa (atm)
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rnoc/iefoBaTe/bHOCTEN Stent diame- 608 810 1013 1216 1418 1621

1A KaoKaoro nagueHTa, ter, mm 10 12
npum ycioBuun, yTo (6) (8) ( ) ( ) (14) (16)
VHTEpBa Mexny 2.00 1.82 1.88 1.95 2.00 2.04 2.08
mMnynbCamn COCTaBJIAET
He MeHee 30 MUHYT). 2.25 2.05 2.10 2.20 2.24 2.28 2.30
ApTehakT nobpakeHnss 8,5 mm npm 3,0 T
5,3 mm npn 1,5 Th. 2.50 2.30 2.36 2.45 2.50 2.55 2.60
2.75 2.55 2.65 2.72 2.78 2.82 2.90
C OlWeHMe juameTpa v faB/ieHNA HanoJIHEHUA 6ansioHa
ooTH A pana 3.00 275 285 295 ! 303 310  3.20
[nameTp [asneHue, kla (aTm)
CTeHTa, MM 608 810 1013 1216 1418 1621 3.50 3.30 3.38 3.45 * 3.50 3.57 3.65
©® ©® (10 (12 @14 (16 4.00 382 390 398 406 415 425
2.00 182 188 195 2.00 2.04 2.08 4.50 4.28 4.35 445 N 455 4.64 4.75
2:25 2.05 2.10 2.20 2.24 2.28 2:30 5.00 4.80 4.88 4.95 5.06 5.15 5.25
2.50 2.30 2.36 2.45 2.50 2.55 2.60
Note:
2.75 2.55 2.65 2.72 2.78 2.82 2.90 NB - Nominal Pressure
3.00 2.75 2.85 2.95 3.03 3.10 2
3.20 RBP - Rated Burst Pressure
3.50 3.30 3.38 3.45 3.50 3.57 3.65
4.00 3.82 3.90 3.98 4.06 4.15 4.25
4.50 4,28 4.35 4.45 4.55 4.64 4.75
5.00 4.80 4.88 4.95 5.06 5.15 5.25
MpumevaHue:
NB - faBfieHWe HanosiHeHWa 6anfioHa, Heobxoanumoe
N5 LOCTUXKEHUA HOMUHA/IbHOTO AuameTpa 6anioHa
RBP - HOMWHanbHOe faBneHNe paspbliBa
6annoHa
34
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17. OnHcanle NPUBAMEKHOCTEH, METHIEHCKHX H3xeanil nan u3- | 17. Key accessories, medical devices or non-medical devices, to be used
Aennii, He SBAKIONHICE MEARITHHCKEMHE, HO IPEXYCMOTPEeHHBIX A4 | in combination with medical device submitted for registration
HACNOILIOBAHAS B KOMOHHAIH ¢ 3aSB/JCHHLIM METHIBHCKEM H3e-
JIHeM

CreHT XOpOHApHEIE ONHOPA3OBLIA CTCPHAbHBIE Ha cucTreMe AoctaBku | Shunmei Coronary Drug Eluting Stent are in combination use with the fol-
Shunmei ¢ nekapcTBeHREIM IOKPLITHEM HCHONL3YeTCA B coueTaHuH co | lowing device:

CIICAYIOIMM YCTPOKCTBAME: - Arterial Sheath.

- HuTpoaviocep; - Guiding catheter in the appropriate size and configuration.

- Hanpasnsiomuii kaTeTep COOTBETCTBYIONIETO pasMepa H KoHGury- | - Appropriately sized guide wire (diameter not to exceed the maximum
pauHH. guide wire for the dilatation).

- IIpoBOAHMK COOTBETCTBYIOMETO pasMepa (araMerp He JomkeH npe- | — 20 ml luer-lock syringe.

BHIIATH MAKCHMATLHOFO AMAMETPA MPOBOHHKA VI PACIIAPSHHES). - Appropriate inflation medium (e.g. 50:50 sterile mixtures of a contrast
- I1lnpun ¢ pazsemoM Jiosp, o6veMoMm 20 M. medium and saline.)

- Toaxopsmas cpena ana pasayBaHus (HanmpuMep, crepunbHbie | — Inflation device
CMecH KOHTPAacTHOIO BEIIEeCTBA H (PH3HONOTHYECKOrO PacTBopa B cootr- | = Haemostasis valve,

HomeHun 50:50). The Essential Requirements are met when the device is attached or used
= YcrpolicTBO 415 HaKaTABAHHA. with these accessories.
- ToMeocrarHyeckuii Knanas,
TpeGosanna 6e3omacHoCTH CobMmOAAIOTCS, KOrAA CTEHT HCIONB3YETCH C
STHMH HINCAHAMH
18. Marepuaan 18. Materials
N KoMnonenTn MaTtepran Ne Component name Material
CTeHT ¢ ICKapCTBCHHBIM NOKPHITHCM Coronary drug eluting stent
1 | Merannmuueckuif CTeHT Kob6ansT-xpoMoBsiii cruiaB 1 | Bare metal stent Cobalt Chromium alloy
e Cupomamyc, Sirolimus (Ra- _— "
& E ( ) Cuponumyc, (panaMBiuH) pamycin) Sirolimus (Rapamycin)
2 ITom-L-mMonovmas ITonu-L-Monounas Drug Poly-L-lactic s A
g g GICIIOTA —— 2 Coating | Acid Poly-L-lactic Acid
(73 . .
B o | [Toymearammppomanon | [lonmBARMMMAPPOIHAOH sz:lyevmyl pyrroli- Polyvinyl pyrrolidone
Cucrena 10cTaBKH
I_[Xa6 MomixapGonar Delivery system
1 |Hub Polycarbonate

35
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2 | Pasrpysoumas mydra I’I{'gpuonmmmxﬁ
3 | T'mmorpy6ka Her o
[NonurerpadropaTanen
4 | NucransHbn BHemmHMiA KOpIIyC Heiinor
E Baypemsi cio ll;InooJl;men BBICOKOM
E E Cpenuuii IMonuaTrnen HAsKoH
2 | crot IIOTHOCTH
1
é Y
E Bremmmit croft Hetinon
=¢°
TepmonnacTuaHbI
6 | bawion anacroMep (nomuxpapHLi
Gok-aMuz)
7 | O6onouxa Gawtona :'II;OJI::mnen BaEcowolt
8 | PenTreHoXoHTpacTHRIE Mapkep gblmno-npmesuﬁ
TepmonnacTHuHEE
9 | Konauk anactoMep (moma>dupHbLi
Gnok-aMun)
Otanon, 2-I'mapokcu-1 -
Tuapodunsnoe [4-(2-
10 [OKDEITHE Ipaiimep THAPOKCHITOKCH YheHun |-
P 2-Meranr- 1 -nponaHoH
2-ruapokca-4’-(2-

2 | Strain relief Thermoplastic polyurethane
Stainless steel
3 | PTFE coated hypotube
YPO PTFE
4 | Distal outer body Nylon
Inmer layer HDPE
LDPE
Middle
layer
s | 8
St
S E Nylon
g "'g Outer layer
ag
Thermoplastic elastomer (pol-
6 | Balloon yether block amide)
7 | Balloon sheath HDPE
8 | Radiopaque Marker Bands Platinum- iridium alloy
9 |T; Thermoplastic elastomer (pol-
P yether block amide)
Ethanol, 2-Hydroxy-1 -[4-(2-
hydroxyethoxy)phenyl]-2-me-
Hydrophilic . thyl-1-propanone
10 | Coating | Primereoat | )+ droxy-4’~(2-hydroxyeth-
0Xy)-2-
methylpropiophenone
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THAPOKCHITOKCH)-2-
MEeTRJIMPONHOMhEHOH
3raHon,
HB::;;:; IIoMMBHHMATHPPOITHAOH
(1IBIT)
11 | Ctamer Hepxaseiomas cTans
12 | Kneii Yistpaduoneronsit ke
ITomsTIEH BHICOKOHR
13 | 3amurhas TpyGka ——
14 | 3axum ABC-nnactax
Bymara
1
6 | Mnmsmzyamraz ynaxoska Tlnenxa o I3T/AID

Ethanol, Polyvinylpyrrolidone
Top coat (PVP)
11 | Stylet Stainless steel
12 | Adhesive, UV cure Ultraviolet adhesive
13 | Coil tube HDPE
14 | Clip ABS-Plastic
Paper
16 i h
Inner packing pouc PET/PE complex film

19. CiefieHHS 0 JIEKAPCTBEHHLIX CPEACTBAX BIOASIIHX B COCTAB
MEANHHEHCKOTO H3ACHAs

19. Information about the medicines included in the medical device

CTEHT NOKPHIT JEKAPCTBEHHEIM CPENCTBOM, KOTOPEIM ABJISETCS CH-
ponaMyc (API, raixe wu3sBecTHBI Kkak panamuiuH). J[03UpoBKa
Npenapara CoCTaBNAeT MpUMepHO 1,4 MKT/MM? TOBEPXHOCTH CTEHTA.

XHMHYICCKOE Ha3BaHHE CHPOIHMYCA:
(38,6R,7E,9R,10R,12R,148,15E,17E,19E.218, 23S,26R,27R,,34aS)-
9,10,12,13,14,21, 22,23,24,25,26,27,32,33,34,34arexcaiekarn Apo-
9,27-murupoxcu-3-{(1R)-2-[(1S,3R,4R)-4-rE RPOKCH-3- METOKCHITHK-
norexcun]-1-meTwryTn]-10.2 1-mameroxcu 6,8,12,14,20,26-
rexcameTin-23,27-snoxca-3H-maprao[2,1-c][1,4] oxcaazanuxnoren-
TpHaKoHTHH- 1,5,11,28,29%(4H,6H.31H)-nenTOH.

The stent is coated with drug coating, and the drug is sirolimus (API,
also known as Rapamycin). The drug dosage is approximately 1.4 pg/mm?
of stent surface.

The chemical name of Rapamycin is
(38,6R,7E,9R,10R,12R,148,15E,17E,19E,218, 238,26R,27R,34aS)-
9,10,12,13,14,21,22,23,24,25,26,27,32,33,34,34ahexadecahydro- 9,27-di-
hydroxy-3-[(1R)-2-[(1S,3R,4R)-4-hydroxy-3-methoxycyclohexyl]-1-
methylethyl]-10,21-dimethoxy 6,8,12,14,20,26-hexamethyl-23,27-epoxy-
3H-pyrido[2,1-c][1,4] oxaazacyclohentriacontine-1,5,11,28,29
(4H,6H,31H)-pentone.

20, Cpepenas 0 MATEPHANAX KHBOTHOIO/IeOBEYECKOro NpoHC-
X0mACHES

20. Information about materials of animal/human origin

HenpaMenumo.

Not applicable.

21. YcAOBHS YKCILTYATAREHE MEAHIHHCKOr0 W3RN

21. Operating conditions of the medical device

Menunuuckoe H3/ieNde MPEAHA3SHAYEHO I HCMONB30OBAHHSA BO BHYT-
peHHEH cpene opraHH3IMa, HCONB30BATh IIPH TeMneparype ot 32°C ao
42°C.

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

Ycnosss XpaHeHUS H TPAHCIIO BaHHA Storage and transportation conditions
TemnepaTypHE JHANA30H: or 10 o 30 °C Temperature Range: from 10 to 30 °C
Jlnana3on BJaXHOCTH: <80% Humidity Range: < 80%

Bo BpeMs TpaHCHOPTHPOBKA H30€raiiTe JaBICHUSA, IPAMBIX CONHETHEIX
nygelf, JOXAA U CHETA, A TAKHKE BHICOKAX TEMIIEPATyp.

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

23. KoMIIeKT NocTaBKH

23. Package contents

Huausanyansaas ynakoBka: 1 wr.
Bropuynas ynaxoska: 1 mr.
Tpetnynast ynakoeka (xkaprTon): 1 mr.
TparcnoprHas ynakoska: 50 mr.

Ipumep conepxmMoOro NepBUIHON yIakOBKH:

CTeHT KopoHapHEIN OFHOPA3ORKI CTEPHJIEHRIA HA CHCTEME JMOCTARKH
Shunmei ¢ NeKapCTBEHHBIM NOKPLITHEM, B COCTABE;

1. CreHT KOpOHapHH OZHOPa30Bhf CTEPUIBHBIE HA CHCTEME
RoctaBkd Shunmei ¢ NeKapCcTBEHHERIM NOKPRITHEM, AHAMETP CTEHTa X
JymHa cTeHTa: 2,0 x 8 MM -1miT;

2. HMHCTpyKnHa o NpaMEHeHMIO — 1 mIT.

Primary package: 1 pc
Secondary package: 1 pc
Tertiary package (carton): 1 pc
Transport package: 50 pc

An example of inner package content:

Shunmei Coronary Drug Eluting Stent, consisting of

1, Shunmei Coronary Drug Eluting Stent, stent diameter x stent length: 2,0
x 8§ mm -1 pc;

2. Instructions for use — 1 pc.

24.Cpox roHOCTH/CPOK CRYROBL

24, Shelf life/service life

Cpok rogHOCTH - 2 rofia.
ITporuosupyeMsili Cpok cayx0e1 — 10 ner.

Shelf life - 2 years.
The predictable service life is 10 years.

2S. Iopapoxk OCYMECTBACHHS YTHAHALUMH H YHHITOKCHHS
MEIHIHACKOTO HIICIRS

25. Procedure for the disposal and destruction of a medical device

HM3nenns, BMEBIIRG KOHTAKT ¢ KpOBBIO HW/HIH  JApYrHMH
6HONOrHYECKHAMH XHAKOCTAMH, OTHOCHTCA K KMaccy b knaccudarannn
MEJMOUHECKHX OTXOZOB, H MOANEKAT YTHIH3AIMH H/WIH YHHITOXECHHIO
COTTacHO MPHMCHACMBIM HALMOHANBHEIM 38KOHOAATE/ILHEIM HOpMaM.

Heucnons3orannnie H3fiennd (He HMERINHE KOHTAKTA C KPOBBIO U/HIH ¢
GHOJIOTHYECCKHMH KHAKOCTAMH), B T.9. ¢ HCTEKIIAM CPOKOM IOMHOCTH,
OTHOCHTCH K Kiaccy A KnacCHUKANMA MENHUHMHCKHX OTXOHROB,

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).
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NOUIeXAT YTHIM3AHN H/HNH YHHYTOXEHHIO COTNIACHO MPYMEHIEMBIM
HAHOHATHHBIM 3aKoHoAATeNbHBIM BRopMaM. (CanlInH 2.1.3684).

26. Ilepevient HANHMOHAJLHBIX H MEAIYHAPOAHLIX CTARAAPTOB, | 26. List of national and imtermational standards applied by the
HpPAMERNEeMBIX HNPOH3BOIRTEREM MCARIABCKONO H3AENAS manufacturer of the medical device
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Ta6mmma 5 - [Iepeuens MexAYHAPOAHKIX CTAHAPTOB, MPHMEHACMEAIX IIPOH3BOJATENIEM MEAHIMECKOTO W3aemas / Table 5 - List of international stand-
ards applied by the manufacturer of the medical device
1 ISO 13485 MeanumHckue uagenuns. Cucrembl meHemkmenta | Medical devices - Quality management systems - Requirements
) Kauectsa TpeGoBaHua AnR uenei peryauposanwna | for regulatory purposes
2 ISO 14971 M3genun meauumHcKkue, NpumeHeHUe meHeK- Medical devices - Application of risk management to medical de-
) MEHTa PUCKA K MEAWLIMHCKMM U3AETTHAM vices
3. iSO 14630 VMN/IaHTTL! XUPYPrUUeckue HeakTuBHbie. OSume Non-active surgical implants - General requirements
Tpebosatu
UmnnanTaTthl cepaeuHo-cocyamcTole. BHyTpucocy- | Cardiovascular implants - Endovascular devices - Part 2: Vascular
4, ISO 25539-2
AVCToie umnnaHTaTel. Yacte 2. CocyancTeie CTeHTH | stents
CoeaMHUTENH MANOTO AMAMETPA ANA IMUAKOCTEN U . -
5 SO 80360-1 ra308, HCTIOMb3YEMBIE B B0CKpaHEHW, HacTb S.mall bore connectors for liquids and gases in healthcare applica
AP tions - Part 1: General requirements
1. O6bume TpeGoBaHUA
raaoc uep: I:lclnl OEJH'::N:::: .:nameml paf’:‘"::f:of:f: Small-bore connectors for liquids and gases in healthcare applica-
6. SO 80369-7 ! ye 3Apa P ’ tions. Part 7. Particular requirements for connectors of
7. HacTHuie TpeGoBaHMA K COBAMHHTENAM BHYTPH- intravascular or hypodermic applications
COCYAUCTOTO AW NOAKOMHOIO NPUMEHEHUR PP
HmnaanTatsl ANA XMPYPIun. MeTanauyeckue ma- _ . _ .
7. I1SO 5832-S Tepuansl. Hacre 5. Cnnas koGanbr-xpom- gﬁﬂi;;:’fgﬁ;nenﬁ?gg;c materlals — Part 5: Wrought co-
BOAbPPaM-HUKeNeBbIH AedopMUpyembId
U3pgenna meguumHckue. Ouenka GMONOrMIeCKoro
8 SO 109931 ACHCTBHA MEAMUMHCKUX u3aenni. Yacts 1. Blological evaluation of medical devices - Part 1: Evaluation and
’ OueHKa U MCCARA0BAHNA B NPOLIECCE MEHE QK- testing within a risk management process
MEHTa PUCKa :
W3peana meauuuHckue. OueHka GHOADrMYecKoro
ARHCTBUR MeALMHCKNX WBAEANi. HacTb 3. Uccre- Biological evaluation of medical devices - Part 3: Tests for geno-
9. ISO 10993-3 AOBAHUE FEHOTOKCUMHOCTH, KaHUEPOreHHOCTH W toxicity, carcinogenicity and reproductive toxicity
TOKCUMECKOTO AEHCTBUE HAa PENPOAYKTUBHYIO GYHK- ’ nog P
LMIO
10 SO 109934 2m"n":ﬁ6:::bm:em Ae:‘:::ﬂ Meﬂ:‘;":;::’f Biological evaluation of medical devices - Part 4: Selection of tests
: BAGANK. : A0 vapeaun, for interactions with blood
MOAEHCTBYIOWMX C KPOBBIO
OueHKa BGHMONOTHYECKOTD AGHCTBUA MEAUULMHCKUX | . . . ) .
1. | 150 109835 M3aeMil. HACTD 5. UCCACAOBAHMA HA LITOTOKCHY- Biological evaluation of medical devices - Part 5: Tests for in vitro
. . cytotoxicity
HOCTb. METOAM! in vitro
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HU3nenna meauumHckune. OueHka Guonoruyeckoro
12 1SO 10993-6 AeACTBUA MeaHLIMHCKNX n3gennii. Yacts 6. Biological evaluation of medical devices - Part 6: Tests for local ef-
) Uccnepoeanmnn MecTHOFO AeHCTBUA flocne fects after implantation
VMNAAHTaUNN
13. | 150 109937 :;f:::;:‘:::?ﬁ;ﬂ:m?&ﬁ?mx Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization reslduals
NEHOKCHAA NOCNE CTepUAn3aLUK
14. | 150 10993-10 2:::::::?;%“;:3&“3::: ;g:;:::;?x Biolog.icals evaluation of medical devices - Part 10:Tests for skin
sensitization
WEero ¥ CeHCUOMNU3INPYIoLIETD ACHCTBNA
Uzpenna mepuumHckue. Ouenka Guonormueckoro | Biological evaluation of medical devices - Part 11:Tests for sys-
15. | 1SO 10993-11 ACHCTBMA MEAMLMHCKMX n3gennit. Yacms 11. Uc- temic toxicity
CNeAoBaHUA OBLETOKCUUECKOrD AeHCTBUA
Wapenua meauumMckne. Ouenka Gnonorneckoro | Biological evaluation of medical de-vices — Part 12: Sample prep-
16. | I1SO 10993-12 ACHCTBUA MEAMUMHCKMX M3ACAHA. YacTb 12. Mpu- | aration and reference materials
roTosneHne Npob v KONTPOALHLIE 06Pa3Lbl
Uzpenuna meanumHckue. Ouenka Groaormueckoro
17 IS0 10993-17 AeRCTBUA MEAULMHCKUX u3genuid. YacTs 17, Biological evaluation of medical devices - Part 17: Establishment
’ YcraHoBneHue NOpPorosbix 3HaYeHUn anna of allowable limits for leachable substances
BbiMbIBA@MbIX BRLLECTB
VIape/un meauumHcrue. Oueunavanonomqecxoro Biological evaluation of medical devices - Part 18: Chemical char-
18. | 1s010993.18 AEVCTOAR MeAMLMHCKUX USACAMA. HacTe 18. Mc- | o oion of medical device materials within a risk management
’ CNEeA0BaHNE XMMHYECKUX CBOXCTE MaTepHanos B process
pamxax nPoLIECcca MEHEMKMEHTA PUCKa
Ouetra 6UONOrMIECKOTO ALHCTBUA MEAULMHCKIX . .
19. | 150 10993-23 M3AeAMH. YaCcTb 23. UCTbITaHME Ha CROCOBHOCTS zi:rl‘ogical evaluation of medical devices - Part 23: Tests for irrita-
BbiabiBaTh pasapaXeHne
YucTbie NOMELLCHHA U CBASAHHDIE C HUMM KOHTPO- . .
20. | 1SO 14644-1 mpyembie  cpean. Yace 1. Knaccudmkauws %;;:;22:’:;:?%3::; :::::::f&?:ﬁ:gﬁ?:&::n L
YHCTOTBI BO3AYXA NO KOHUEHTPALMM YacTHY
Bt nomemeun: :Tis;a::uue ;""M" KoHTPO- Cleanrooms and associated controlled environments — Part 2:
21. | 1SO 14644-2 MPyembie cpeasi. 1 - TEKYHWA KOHTROAL AN Monitoring to provide evidence of cleanroom performance re-
NOATBEPMAEHUA NMOCTOAHHOTO COOTBETCTBMA M- | . .
ated to air cleanliness by particle concentration
CTOTBI BO3AYXA MO KOHUEHTPAUMM YaCTHL,
29 ISO 14644-3 Yucrbie nomeweHns 1 CBA3aHHbIE C HUMM KOHTPO- | Cleanrooms and associated controlled environments - Part 3: Test
) nupyembie cpeant. Yactb 3. MeToab MCNITaHui methods
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Yucroie NOMELLEHHUA W CBA3AHHDIE C HUMHU KOHTRO- . .
Cleanrooms and associated controlled environments-Part 4:De-

23. I1SO 146444 nvpyemuie cpegel. Yactb 4. lpoextuposaHue, sign, construction and start-up

CTROWTEALCTBO M BBOS B SKCMAYATALMIO

Crepuansauma meanuMHCKMX n3anennii. Tpebosa-

HMA K MeauuuMHCKRUM  u3genuam  Kateropum | Sterilization of medical devices - Requirements for medical de-
24. | EN556-1 «CrepunbHbier. Yacte 1. Tpebosawma K | vices to be designated "STERILE" - Part 1: Requirements for

MEAULMHCKUM UIALAUAM, nognexawmm | terminally sterilized medical devices

PUHUILHON CTePUAN3aUMK

Crepuanaauma MeanMuUMHCKON NPOAYKLUK. STUne- .

Sterilization of health care products - Ethylene oxide - Require-

HokcuA. Tpebosanua k paspaboTke, sBanngaunn 1
25. | IS0 11135 ments for the development, validation and routine control of a

TEKYILEMY YNPABACKUIO NPOUSCCOM CTEPUNIALMN | o4 orilization process for medical devices

MEeAULMHCKUX U3nenun

Crepuanaauma meauuMHCKON npogykuvn. buono- e . - _
26. 1SO 11138-1 ruiecKkre MHAUKATOPLI. YacTb 1. TexHuueckue i?r't“ﬁ;tel::r:f :‘:a:‘t;e::en&wd"m Biological indicators

TpebosaHun ’ 9

Crepuansauma MeaAUUMHCKOR NPOAYKLUMMK. Buono- Sterilization of health care products -- Biological indicators -
27. | 1SO 11138-2 FMYECKHUE MHAMKATOPDI. YacTb 2. Buonornueckune Part 2:Biological indicators for ethylene oxide sterilization pro-

HHAMKATOPSLI AR CTEPUANSALMY OKCHAOM 3THAEHA | cesses

Crepuansauma meauUMHCKON npoayKumki. Mukpo- | Sterilization of health care products -- Microbiological methods --
28. (10117371 6uonoruveckue metoanl. Yactb 1. Onpegenetue Part 1: Determination of a population of microorganisms on

NONYAAUUH MHUKPOOPIAHMIMOB Ha NPOAYKLMN products

g:i‘:; x:m:mqmuc::;:?e ::nﬁ;::::::'a Sterilization of health care products -- Microbiological methods --
29. |15011737-2 oA e et nop. | P2t 2: Tests of sterility performed in the definition, validation,

P » POBOA P AALMM Npo- and maintenance of a sterilization process

LECCOB CTEPHAN3ALNH

YNaKoBKa AR MeAULMHCKNX M3AENNH, NOANEKE-

WMX PUHUWHOK crepuansaumn. Yacts 1. Packaging for terminally sterilized medical devices - Part 1: Re-
30. | 150 11607-1 TpeboBanua K marepuanam, 6apoepHoim cucre- quirements for materials, sterile barrier systems and packaging

MaM ANA CTEPUAM3ALMH W YNAKOBOYHDIM systems

cucremam

YNakoBKa 018 MeAVUMHCKUX M3AEAUNA, Nnoanea-

wux GUHMWHON CTepuansaLum. Hacre 2. Packaging for terminally sterilized medical devices - Part 2: Valida-
31. | ISO11607-2 . .

Tpeboranma Kk Bannaaunn npoueccos popmupo- | tion requirements for forming, sealing and assembly processes

BaHUA, TepMETU3auun U c60pKu
32 Usgenna meanumuckue. Cumsonsl, npumeHae- | Medical devices -- Symbols to be used with information to be

. | 150 15223-1 ;
MbIE NPU MAPKUPOBAHWK MEANLUMHCKHMX M3aenuid, | supplied by the manufacturer - Part 1: General requirements
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Ha ITUKETKAX W B CONPOBOAUTENLHON JOKYMEHTa-
LMK,
Yactb 1. OcHosHble TpebosaHua
Usgenna meanumHckue. UHPopmauua, nocrasnne- ) ,
33. 15020417 MaR WATOTOB “ Medical devices - Information to be supplied by the manufacturer
a4 50 14155 Knunnueckue uccaegosanun. Hagnexauwian kamum- | Clinical investigation of medical devices for human subjects - Good
) YeCKan NpaKTUKa clinical practice
35 | AsTM F2477 ga:g::’“:e““‘e'““ma:‘"?“"“ in "'"(_j're":m“:": Standard Test Methods for In vitro Pulsatile Durability Testing of
) u 4 pod CYAUCTD Vascular Stents and Endovascular Prostheses
3HAOBACKYNAPHbLIX NPOTE308
Mapennn meguumuckue. Hacte 1. Npoextuposasne e ] " oo . s
36. IEC 62366-1 MEANLUMHCKUX U3ALNUA C YHETOM IKCNAYATAUMOH- :::::: ;Iewcess Part 1: Application of usability engineering to
HOW NPUroAHOCTH evice
37 SO 10555-1 Karerepit BHYTPNCOCYANCTLIE ORHOKPATHOTO Npume- | Intravascular catheters- Sterile and single-use catheters - Part 1:
) HeHMA CTepuabHbie. YacTk 1. O6wme TpeboBaHUA General requirements
KateTepsl BHYTPHCOCYAUCTHIC OAHOKPATHOTO NpHMe- e . R .
38. ISO 105554 HEHWA CTepWABbHbIE. YacTs 4. Katereph ann :‘:;;: ?;:':;g:i::: etesrtse"'e and single-use catheters - Part 4:
6anNOHHOTD PACIMPEHUA
39 FDA MHCTPYKUMA NO CNeLManbHbM CPEACTBAM KOH- Class |l special controls guidance document for certain PTCA Cath-
) Y A TPOAA KNacca |l ANA HeKOTOPbLIX KaTeTepos PTCA. eters
40 ASTM E756 CTaHAapTHAA NPAKTHKA OUEHKK FEMONUTHYECKMUX Standard Practice for Assessment of Hemolytic Properties of Ma-
) CBOWCTB MaTepuanos terials
CranaapTHbie METOAL UCNBITaHWIA ANA onpeaene- . .
41. | AsTM Fe40 HIt PEHTTEHOKOHTDACTHOCTH ZUIN MEMLIHHCHOTD Zt:endard Test Methods for Determining Radiopacity for Medical
NPUMEHEHUA
CrangapTHoe pyKOBOACTBO NO YCKOPEHHOMY CTa-
42. | asTm F1980 DEHUIO CTEPHNLHLX BAPLEPHBIX CHCTEM A Standard_Guide for Accelerated Aging of Sterile Barrier Systems
- and Medical Devices
MEANUMHCKMX YCTPOMCTB
CraHaapTHLIR MeToA nCNiTaunii AnA oGHapyxe-
43 ASTM F1929 HUA YTeYEK Yepes YRAOTHEHME B NOPUCTON Standard Test Method for Detecting Seal Leaks in Porous Medical
’ MEeAMUMHCKONH YNAKOBKE NyTEeM NPOHUKHOBEHNA Packaging by Dye Penetration
Kpacurens
CraHaapTHbIf METOA MCNBITAHKIK ANA onpegene-
44, | ASTM F1886/F1886M HUA LUENOCTHOCTH NAOME MEANLUMHCKOR YNAKOBKW Standard Test Method for Determining Integrity of Seals for Flexi-
ble Packaging by Visual Inspection
- nyTem BU3yanbHOro 0CMOTPa
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45. | ASTM F88/F88M CranaapTHbiit MeTOA UCNBITAHMIA NPOYHOCTH Standard Test Method for Seal Strength of Flexible Barrier Materi-
yNAOTHEHUA MbKknx GapbepHbix maTepuanos als
CrangapTHbie MeToAbl UCNBITAHWIA Ha CONPOTHBAR- S .
Standard test methods for internal pressurization failure re-
46. | ASTM F1140/F1140M HME BHYTPEHHEMY A3BNCHUIO HEe3aKPenNeHHbIX sistance of unrestrained packages.
yNaKkoBOK
OueHka TeepabiXx 4acTML, CBA3AHHLIX C COCYAM- . .
47. | AAMI TIR42 CTRIMM MATIIHCKMMN YCTDORCTRAMN Evaluation of particulate associated with vascular medical devices
Mpoueaypa 2A MexayHapoaHo# accoumaumum Ges-
ONacHoro TpaHcnopra: Yactuunete | International Safe Transit Association Procedure 2A: Partial Simu-
48. |ISTA2A CUMYAALUMOHHbIE TECThI NPOU3BOAUTEALHOCTH, yna- | lation Performance Tests, Packaged-Products weighing
KOBaHHbie NPOAYKTH Becom 150 PpyHTOB (68 Kr) an | 150Ib{68kg) or less
MeHble
PYKOBOACTBO ANA YNOAHOMOME@HHbIX OPraHos, ocy- . . . .
25. | NBOG 2010-1 LECTRARIOMINK BYAMT MIOCTOOMIMHOS MMLINICKMX Guidance for Notified Bodies auditing suppliers to medical device
usaeAwil manufacturers
Kaunnyeckan oueHka: pynoBoacTeo ana npomaso- | Clinical evaluation: a guide for manufacturers and notified bodies
50, MEDDEV 2.7/1 Rev.4 avtenel n  HOMPMUMPOBaHHLIX OpraHoB B | under directives 93/42/EEC and 90/385/EEC
COOTBETCTBUM ¢ AupekTuBamu  93/42/EEC w
90/385/EEC
51. MEDDEV 2.12-1 rev.8 | PyKoBoacTBO o cucTeMe GAMTENLHOCTH MeANLMH- Guidlines on a medical devices vigilance system
2013 CKMX U3genui
52. | MDCG 2020-5 PYKOSOACTEO N0 KANHIMECKOR OUenke — nswea- Guidance on clinical evaluation — Equivalence
NEHTHOCTL
53. | MDCG 2020-6 PYKOBOACTEO O AOCTATOUHBIM KAWHWECKWM ABH- | & iiance on sufficient clinical evidence for legacy devices
HbLIM A/1A YCTAPeBILUMX YCTPOHCTE
54, MDCG 2020-7 PYIOBOACTBO 110 waGnoy nnatia NoCTMApPKETUHIO- Guidance on post market clinical follow-up plan template
BOr0 KAMHUMECKOrO HabAIOAEHNA
Pyrosoacrso no wabnony oTueTa 0 NOCTMapKreTHH- | Guldance on post market clinical follow-up evaluation report tem-
55. MDCG 2020-8
rOBOM RAMHMYECKOM HabmogeHnn plate
56. MDCG 2020-13 Wabnon oTueta 06 oueHke kKnuHnveckoin oueHkn | Clinical evaluation assessment report template
Regulation (EV) Pernament (EC) 2017/745 Esponeiickoro napna- | Regulation (EU) 2017/745 of the European parliament and of the
57. 2057 1745 MEeHTa K coBeTa oT 5 anpenn 2017 r. o meanumHckux | council of 5 April 2017 on medical devices, including all amend-
. M3AECAUAX, BRAIOMAA BCE NOMPaBKM ments
Tabmana 6 - [lepeucHs HAMHOHAIBHEIX CTAHAAPTOB, IPHMEHAEMEIX IPOM3BOAUTENEM MeIHIMHECKOro u3aeyms / Table 6 - List of national standards
applied by the manufacturer of the medical device
| 1. | rocTIso 10555-1-2021 I KareTepui BHYTPMCOCYAMCTHIE OAHOKPATHONO NPUMEHEHUA CTepUAbHbIE. YacTs 1. O6ume Tpebosanua
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2. roCT IS0 10555-4-2022 KaTeTepbl BHYTPMCOCYANCTBIE OAHOKPATHOIO NPUMEHEHHA CTepUAbHbIE. YacTb 4. Katetepui AnA GannoHHOro pac-
WHPEHUA

3 roct P UCO 14630-2017 UMmnaaHTaThl XMpypruyeckue Heaktnexne. O6iuue Tpebosanua

4, roct P UCO 12417-1-2019 UmnnanTaThl CEPACYHO-COCYANCTLIE M IKCTPAKOPNOpanbHbie cMcTembl. COCYAUCTbIE YCTPORCTBA, BRAIOUAIOWME Ne-
KapCTBEHHBbIE KOMNOHEHTH, YacTh 1. Obume TpebosaHua

5. rocCT P UCO 25539-2-2012 UMnaaHTaThl CepASYHO-COCYANCTbIE. BHYTPHCOCYAUCTDIE MMNAAHTATEI. YacTb 2. COCYAUCTLIC CTEHTL)

6. rOCT ISO 11607-1-2018 Ynakoska Ana MeAUUMHCKWX H3ALAWH, noaaexawmx GuHMLHON cTepuanzaum. Yactb 1. TpeGosaumua K Matepwa-
nam, 6apbepHLIM CUCTEMAM ANA CTEPUAN3AUMH W YNAKOBOUHLIM CUCTEMAM

7. rocTt P UCO 80369-1-2022 CoepuHUTENM MANOTO AMAMETPA ANA XUAKOCTEH W ra30s, UCTIONb3yembie B 3apaBooxpaHeHun. Yacte 1. Obwme
Tpebosanun

8. rocCT iSO 14971-2021 WNapenna meguumuHckue. NpuMeHeHne MeHeAIKMEHTE PUCKA K MEAWLIMHCKUM U3aeAUam

9. FOCT P 1CO 15223-1-2023 Wagenun meanmumnckne. CUMBONL, NPUMEHAEMBIE ANA Nepeaaun MHPOPMaUMK, NPEAOCTaBAAEMON M3roToBKUTe-
nem. HYacts 1. OcHosHbie TpeGoBaHuA

10. FOCT P M3K 62366-1-2023 HU3penna meanumHckme. Hacto 1. NpoexkTuposaHue MESUUMHCKUX U3ZENUIA C YHeTOM IKCNAYATAUMOHHONW NPUroa-
HOCTH

11. rOCT P UCO 80369-7-2023 CoeanHUTeNn MASIOr0 AMAMETPA ANA MMAKOCTEH M Fra3os, UCNOABb3YeMbie B 34PaBOOXpaHeHuu. YacTb 7. YactHie
TPeboBAHWUA K COSANHUTENAM BHYTPUCOCYANCTONO HAM NOAKONKHOTO NPUMEHEHUA

12. rocT 150 10993-1-2021 «U3penun megnumHckmue. OueHKa SUONCIMYECKOTo ASACTBMA MeanUMHCKUX uagenmid. HacTb 1. OueHKa u ncene-
A0BAHUA B NPOLECCE MEHEDKMENTA PHCKaR;

13. | rOCT P UCO 10993-2-2009 HU3penna megnumnckue. OueHka GMONOrHYECKOTO ALACTBUA MEAWLMHCKUX H3EANNH. HYacTe 2. TpebosaHua Kk o6pa-
LWEHMIO C IKWBOTHBIMW

14. | rocCTt IS0 10993-4-2020 Haaenua meguumnckue. OueHka 6uonormyeckoro AeiCTBuA MeAULMHCKMX U3aennid. Yacts 4. UcciegoBsaHna nae-
NV, B33MMOAEUCTBYIOLMX C KPOBLIO

15. rocT ISO 10993-5-2011 Hapenna meanumnckre. OueHKa GHONOTMYECKOro AeNCTBMA MEANUMHCKUX H3aennii. Yacte S. UccneaoBanua Ha
LUTOTOKCUMHOCTL: METOAD In vitro

16. | FOCTISO 10993-6-2021 Hapenna meamumnckiue. Ouenka Snonornyeckoro AeicTens meamuMHCKux Hagenuid. Yacrs 6. MccneaoBanua mecr-
HOrO AEHCTBHS NOCAE MMNAAHTALIMM

17. rOCT ISO 10993-7-2016 «Magenma meanumHcekme. OueHKka GUOAOTMYECKOro AGHCTBMA MEQULMHCKMX agenuii. YacTs 7. Ocrarounoe co-
AEPHAHUE ITUNCHOKCHAA NOCNE CTEPHANIALUN

18. roCT iSO 10993-10-2011 Uz aenun meanumHckie. Ouenka GHONOrMYeckoro AeCTBMA MeAMLIMHCKUX U3AEAHiA. YacTb 10. UcchepoBanna pas-
APANIIOWEro W CRHCUOMAN3UPYIOWETO ACHCTBUA

19. | rocCTisoO 10993-11-2021 Hzpenna megnuuunckre. OueHka 6Honormieckoro AeRCTBUA MEAULUMHCKUX naaenuii. Yactb 11. Mccnheaosatna o6-
WETOKCUHECKOTO AeHCTBUA
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20. rOCT 15O 10993-12-2015 Waaenua meguupmHckne. Ouenxa SHONOTMUECKOro AeHCTBUA MEAMLIMHCKUX u3genwid. Yacte 12. Npuroroenenve
nNpob U KOHTPOALHbIE 0Bpasybl

21. roCT P 52770-2023 W3genua meamumnckne. TpeGosanua 6e3aonacHoCTH. MeToAN CAHHTAPHO-XMMUHECKMX W TOKCHKOAOFHYECKUX MCNb-
TaHWH

22. rocCT 31214-2016 Uspenwa mepuumnckue. TpebosaHMA K 06pazuam u AOKYMEHTIUHY, NPEACTABNREMBIM Ha TOKCUKONOTHIECKNHE, Ca-
HUTBPHO-XUMUYECKUE HCCACA0BAHUA, UCNLITAHWA HA CTEPHALHOCTD M NUPOTEHHOCTD

23. rocr 31870-2012 «Boaa nuTbesan. Onpeaeenne COACPKAHUA SNEMENTOB METOAAMU aTOMHON CIIEKTPOMETPHUY;

24. | rOCT 31209-2003 Konreiineps ana kposH M e& komnoneHTos. TpeGoBaHuA XMMIMECKON 1 6H0N0IMHECKOit Ge30NackocTH W MeToAb!
UCNBLITAaHUH

25. | TOCT P 55227-2012 Bopa. Metoam onpegeneHua cogepmanna Gopmanbaernas

26. MYK 4.1.3166-14 Fasoxpomarorpadmuueckoe onpeaeneHUe rekcana, rentaka, aueTanbaernaa, aleToHa, MeTUNALIeTaTa, STHAaUeTaTa,
METaHONA, H3ONPONAKONA, AKPHAOHHTPIUAA, H-NPONAHONS, H-NponnnaLerara, Gytunauerara, usobyrasona, H-6yra-
HOMa, 6eH30na, Tonyona, ITMNGEH30NA, M-, O« U N-KCUAOAOB, U3ONPONUAGEH30A3, CTUPONa, anb$a-MeTHACTHPONa B
BOAE U BOAHBIX BHITRKKAX U3 MATEPUAN0B PasAUUHOIO COCTaBa

27. MYK 4.1.3171-14 Casoxpomarorpaduueckoe onpefieNeHne aueTanbaernaa, aueToHa, METUNALETATa, METAHOANS, STAHONA, METHUAAK-
punaTa, METWAMETAKpKAAaTa, ITUAAKPUNATA, H3oByTunaakpunata, Gyrmnakpunara, SyTMAmMETaKPUAATa, TOAYONa,
CTHPONA, aNbPa-METUACTUPONS B BOAE U BOAHDIX BLITAXKAX M3 MaTEPHANOB PasANMHOTO COCTABA

28. MYK 4.1.647-96 Metoanueckme ykasaHua No rasoxpomarorpadpuueckomy onpeaensennio peHona B soge

29. | 09C.1.2.4.0005.15 Nuporen- | FocyaapcTeenHan Papmakonen Poccuiickoi Pepepaunn. 09C.1.2.4.0005.15.

HOCTb
30. | 0®9C.1.2.4.0003.15 Crepunw- | locyaapcrBennan ®apmaxonen Poccuiickoit Gepepaumn XIV
HOCTb.
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27. apaHTUIHbIE 06A3aTeNbCTBA

MponssoguTens:

Shxmmei Medical Co., Ltd («lUyHmeli Meaunkan Ko., 1Ta», Knutaiickas
HapogHasa Pecny6nuka)

KOpuanyecknii agpec Npon3BoLUTENSA:

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

TenegoH: 0086-0752-3306949

JNeKTpOoHHas noyTa: nora@shunmed.coni

Caiit: www.shunmed.com

Y NONIHOMOYEHHbIV NPeLCTaBUTeSb:

O6LLecTBO C OrpaHNYeHHOW oTBeTCTBEHHOCTbIO "LLEHTP N3YYEHUNA
CWUCTEM 34PABOOXPAHEHUNA"

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

AnekTpoHHbIN agpec: offlce@hscmail.pro

KOpuanuecknin agpec: 127473, r. MockBa, yn. CenesHeBckas, a. MA,
cTp. 2, aT/kom/oth 2/30,32/232

CpoK COXpaHeHMsA CTepUIbHOCTM n3fennsa - 2 roga

28.Peknamaums
O6LLecTBO C OrpaHNYeHHOW 0TBeTCTBEHHOCTbIO "LLEHTP N3YYEHUNA
CVNCTEM 34PABOOXPAHEHWA"

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

AnekTpoHHbIN agpec: office@hscmail.pro

KOpunanyeckuii agpec: 127473, r. Mocksa, yn. CenesHeBckas, a. MA,
CTp. 2, at/kom/odh 2/30,32/232

29. PacwundgpoBKa CMMBO/OB, NPUMEHAEMbIX MPU MapKUPOBKE Me-
ANLUMHCKOro n3genus

MHuanBmnayanbHas, BTOpUYHasi, TpaHCNOPTHasA yNnakKoBKa COAepPXUT
cneayroLWwyo nHhopmaymio:

- HaumeHosaHue MW, pasmep MU;

- norotun Shunmei;

- KONINYeCTBO N3NNI B yNaKOBKE;

- HOMep No KaTanory;

- Kog, napTtum;
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27. Warranty

Manufacturer:

Shunmei Medical Co,, Ltd

Legal address of manufacturer:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong In-
dustrial 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

Shelflife - 2 years

11A, building 2,

28. Reclamation

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. Explanation of symbols used in labelling the medical device

Primary middle, transport package contains following information;
-name of MD, size of MD

- Shunmei logo;

- package composition;

- quantity in the package;

- reference number;

- model:
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- HCIIOJIB30BATH JI0;
- AaTa H3rOTOBJICHHA;

- CHMBOJI «3alIpeT Ha IOBTOPHOE NMPHMEHEHHE )

- cuMBOJI «He HCnons30BaTh NpH NOBPEXICHUH YNAKOBKH H 00pa-
THTHCA K HHCTPYKIWHHE 0O PUMEHEHHION;

- CHMBOJI «OCTOPOXHO!»;

- cuMBoJ1 «O6paTATECh K MHCTPYKITHH MO IPAMEHEHHIOY;

- H3TOTOBHTEJIG, afipec, AAPeC MECTa IPOH3BO/ICTRA;

- cuMBoJ «He momyckars Bo3aelicTBHA CONHEYHOTO CBETAY;

- cuMBoA «Temneparypheiii muanasoH»;

- QR-xoz;

- YHHKQIBHBIH HACHTHGHKATOP YCTPOHCTEA;

- llITpux-kox;

- YCJIOBAA XpaHCHUS;

- CHMBOJT K ANMPOreHHO»;

- CAMBOJ «CTeprimi3alius OKCHAOM THICHAY;

- caMBON «He nonyckarh Bo3acHCTBHEA BIArHY;

- ciMBoa «He crepunnzoBaTh OBTOPHOY;

- CHMBOJ « YIIONHOMOYCHHEII NpeacTaBrTelNs B EBponeiickoM
coodiecTe»;

- cBeZieHns 00 ynoNnHOMONeHHOM npeacTasuTese B EBponeiickoM
coobmecTne;

- CE cuMrOn;

- Hagmch «Caenano B Kurae»

- pasMeprl COBMECCTHMBIX MEAMIHHCKAX H3ACITHIL;

- NB — zansnenne HanonaHeHus 6annona, HeoOXoAUMOe IS JOCTHXCHUSA
HOMHHAJIBHOTO JHaMeTpa Ganona;

- RBP — HOMHHANBHOE JaBNCHHEE pa3phiBa 6annoHa

HupusnayanbHad, BTOpUYHAas, TPETH'IHAS YNIAKOBKA COCPAKHT HACHTH-
(HUKAHOHHKIC CTHKCPHI.

UnenTudHKanoHHRE CTHKEPR COAEPXAT CIEAYIOMYIO HHOPMAIIHIO:
- HaumeHosanne MH, pazmep MU;

- INTPHX KOX;

- HOMEP IO KATAJIOTY;

- XOJ\ NapTHA.

- lot number;

- use before;

- date of manufacture;

- symbol “do not reuse™;

- symbol “Do not use if package is damage”;

- symbol «Caution!»;

- symbol «Refer to the instructions for use»;

- name of manufacturer and address, factory address;
- symbol “Keep away from sunlight”

- symbol “Temperature range™;

- QR-code;

- unique device identifier;

- Barcode;

- Storage conditions;

- symbol «Apyrogenic»;

- symbol «Sterilization ethylene oxide »;

- symbol «Keep dry»;

- symbol «Do not re-sterilize »;

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

- CE symbol;

- «Made in China» inscription;

- size of compatible medical devices;

- NP- Nominal Pressure;

- RBP - Rated Burst Pressure.

Primary, secondary, tertiary package contain identification stickers.
Identification stickers contains following information:

- name of MD, size of MD;

- barcode;

- reference number;

- lot number.

The labeling for the Russian Federation contains the following infor-

mation:

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MapkupoBska gns P® cofepXuT cnefyoLwyo NHPopMaunio: - the name ofthe MD;

- HauMeHoBaHve MU, - name of the manufacturer;
- HaMMeHOBaHWe NPOU3BOANTENS; - the place of manufacture of the medical device;
- MeCTO NPON3BO/ACTBA MEANLMHCKOTO N3AENNS; - LOT: see on the package;

- REF: see on the package;

- use before: see on the package;

- method of application: see the instructions for use;

- description of symbols: see the instructions;

- authorized representative of the manufacturer in the territory of the Rus-

Cepusi: CM. Ha YNaKoBKe;
HOMEp MO KaTanory: CM. Ha yNaKoBKe;

- ICNO/b30BaTh 10: CM. Ha YNaKOBKE;

- CNoco6 MPUMEHEHMUS: CM. UHCTPYKLMUIO MO NMPUMEHEHUIO;
- pacwngpoBKy rpiuhmqecmx CUMBO/OB: CM. B UHCTPYKLUH; sian Federation:

- YNOMIHOMOYEHHbI NpeacTaBUTeNb NPOU3BOANTENS HA TEPPUTOPUN - number and date of the Registration certificate;

PO, - made in China.
- HOMep 1 aaTy PermctpayMoHHOro y40CTOBEPEHNS;

- caenaHo B Kutae.
Cumsonbl/Symbols:

d s Caution/OcTopoxHo! Keep dry/ He gonyckaTb Bo3geiicBus Bnaru
o tl Batch code/Kog napTtum )K Non-pyrogenic/AnnporeHHo
Do not use if package is damaged/
Do not re-sterilize/ He wncnonb3oBaTb Mpy NOBpeXAeHun yna-
He cTtepunnzoBaTte NOBTOPHO KOBKM W 00patuTbCA K WHCTPYKUMiA no
NPUMEHEHNI0
Use by date/icnonb3oBaTb 4o Do not re-use/
3anpeT Ha NOBTOPHOE NPUMEHEHME
Date ofmanufacture/
Manufacturer/i3rotoBuTesnb
d [ara nsrotoBneHus
Irefl Catalogue number/Homep no kaTanory ISTEMLEIEOI Sterilized by ethylene oxide/
CTrepunmnsaumst OKCAoM 3TuieHa
Keep away from sunlight/ He gonyckaTb Da Consult instructions for use/
BO3[ECTBUSA COMTHEYHOIO CBETa O6paTnTecb K UHCTPYKL MW NO NMPUMEHEHUIO
Temperature lim it/ TemnepartypHbIii gna- Fragile items/Xpynkoe, obpalarbes
4 nasoH ? OCTPOXHO
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Authorized representative of European
MD Medical device/MeauuuHckoe u3nenue ECIREP| | Commu-nity/Ynonnomouennsiii npeacrasu-
Tenb B EBponeiickom Coobuectse

Unique device identifier/YunkanbHbiii .
UDI HAEHTHGUKATOP HIZIENHA (( CE Marking/Mapkuposka CE
ﬁ @ Quantity in the package/ Konnuectso us-

Zienui B ynakoBKe
MapkupoBka Ha H3JE/THK: Marking on the Medical Device:
Ha n3pnenne HaHOCHTCA ceayiomas MapKHPOBKa The following markings are applied to the Medical Device
1. UneHTuduxanus uinenus 1. Device identification
2. /luaMeTp CTeHTa 2. The diameter of the stent
3. /InuHa cTeHTa 3. Stent length

IIpumep MapKHpOBKH, HAHOCHMO# Ha u3zieue: CTEHT KOPOHAPHBIH OXHOPA30BbIH CTEPHILHEIA HA CHCTEME JOcTaBkH Shunmei ¢ nekapcTBeHHBIM
IIOKPBITHEM, JHaMeTp CTEHTa X JUIHHA cTeHTa: 2,0 X 8 MM/ An example of a marking applied to a Medical Device: . Shunmei Coronary Drug Elut-
ing Stent, stent diameter x stent length: 2,0 x 8 mm

JlaTa BBINYCKA HJIH NEPECMOTPA HHCTPYKIHH Date of issue or revision of instructions
15.07.2024 Bepcus 3 15.07.2024 Version 3
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IlepeBon ¢ aHrmHHCKOro B KHTANCKOTO A3BIKOB HA PYCCKHH A3BK

CEPTUOUKAT

/nozomun/
KKCPMT

Kuraiickuit koMuTeT COACHCTBAS Pa3sBHTHIO MEXKAYHAPOAHOH TOProBid — TOprogo-
npoMBUIIcHHAS nanata Kuras
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02195535

Jlorotun «kKKCPMT»

Kuaraiicknii xoMuTeT coaelicTBHS PAIBHTHIO MEXIYHAPOAHOH TOProBAN

Toproso-npoMbimuIeHHas najnara Karas

/QR-x0d/

CEPTHO®HKAT

N 244403A0/026668

Ilegats:

KHTAHCKHHA KOMHTET COQEHCTBHA
PA3BHTHIO MEXXIVHAPOIHOR
TOPTOBRJIH

CEPTH®HKAT

KKCPMT

24

HACTOSIIUM YAOCTOBEPSETCA, YTO: newars xommamnu «Illyamedt Memuxan Ko.
JIta.» na npanaraeMoM JIOKYMEHTE ssngerca nommaaHOMN,

Ilewars:
KKCPMT
CEPTHOHKAT

24)

KUTANCKHUM KOMHUTET COAEACTBUSA

PA3BUTHIO MEXITYHAPOTHON
TOPI'OBJIU
I¢cuats:
KMTANCKHUM KOMUTET COAMEACTBUA
PA3BUTHIO MEXIYHAPOIHOM
TOPIOBJIH
CEPTH®HKAT
KKCPMT
(24)
Inoonucw/

IToanuck ynonnoMovernoro numa: Xy Ha
Jara: 29 max 2024 .,

Bef-calir ais mposepkw cepridaxara: hitp://www.rzcepit.com/validate.html
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Cornacosasno

«llyameit Meguxan Ko. JIta.» (Shunmei Medical Co., Ltd)
Opranmsawns

3-it arax u R401 3nanue B, Ne 8 1-# noporu I[3uHbIYH,
DpoMBIIUIeHHas 3008 baonyn, palion Jlynran, IIHpoKoHE
518116, I'yanayn, Kuraii

. Anpec

I'enepanbELlil AUPEKTOP
JHomxHocTh

Ty WKIHBIRHAE
damnnna, Mg

27.05.2024

Hara JAMMITIT

/nodnuce!
Moamich

ITeqars:
«ITYHMEH MEJUKAJI KO. JITA.» (SHUNMEI MEDICAL
CO., LTD) * HISHB'DKHb, KHTAMK

HHCTPYKIES [0 NPHMEHEHMIO
HA MeAHIEHCKOe Hiaeane: «CTeHT KOpoHAPHLIH oAHOPA30BLIl CTEPHILHLIIH Ha CHeTeMe AocTaBKH Shunmei ¢
JIEKAPCTBEHHBIM NOKPHITHEM»

2024
Ilegats:
KHTAHACKHH KOMUTET CONEHCTBHA PA3BHTHIO
MEXIVHAPORHOHA TOPIOBIIH
CEPTHOHKAT
KKCPMT

@4
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MepeBoj AaHHOIo TeKcTa BbINOMHEH NepeBoAYNKOM bepcTeHeBolt Mapueit AHApeeBHOM.

Poccuiickaa depepauus
Mopos Mocksa
[eBaTOoro aerycTa fipe ThicA4y ABafuUaTb YeTBEPTOrO roga
[ KawypuH KO puit Hukonaesuy, HoTapuyc ropoga MoCKBbl, CBUAETENbCTBY NOANMHHOCT b NOAMUCH
nepeBofjynka bepcTeHeBol Mapuun AHAPEEBHbI.
Moagnuch caenaHa B MOEM NPUCYTCTBUN.
JTMuHoCcTb NOANNCABWEr0 JOKYMEHT YCTaHOBNEHA.

3aperucTpuposaHo” AHITT-2024- J 0
YnnayeHo 3a COBe, AicTBua: 400 py6. 00 kon.

HO. H. KawypuH

Bcero npomnypoeaifk?pofrJW jwe” m
N CKPEenneHo nevyaTblo ) nucT (-al-c

HoTapuyc
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