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1OX5 MIWHUTLW H LW PTCA

MIUIHMHN Shun Loach

Shunmel RX Semi‘Compliance d\ 202311

] ) 2 202610
Balloon Dilatation Cathator W 2311016L

Corervwv Dd«d\ton CMhUtv] CatWer de dMabon axkonrn; Cotan*MANIBASTb««r; K*th«w f& die KoronardiWation;
KoranmklitationskaMiter; Catetcre pec dtoUzitsne coronertc»; Catter de OLLIMOVN ooronarfa; Caterer de dtot»” coronana;
Ko6cn” 6rootoVK; trit"ovrafcx; aorr >k Cewnik do poszerzane iwtftta oacryrt vtk&Kxmych; Koronami dlatadn katcu;
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KaTeTep 6annoHHbIi gunataymnoHHblii Shunmei ans koponapHoii anrnonnactuku PTCA Shun Loach, pasmep 6annona: 1,0 mm X 5 mm
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KaTteTep 6an1noHHbIA AnnataunoHHbli Shunmei gns KopoHapHoi aHrmonnactukm PTCA Shun Loach, pasmep 6anioHa: 1.0 MM X 5 Mm
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PMNAI KaTeTep 6ann0HHbIN gunaTauuoHHbIA Shunmei ans KopoHapHoi aHrmonnactuku PTCA Shun Loach, pasmep 6annoHa: 1.0 mm X 5 MM
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KaTteTep 6annoHHbIi AnnaTayMoHHbIA Shunmei and KopoHapHoi aHrnonnactukn PTCA Shun Loach, pasmep 6annoHa: 1,0 MM X 5 Mm
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Puc. 6. KaTeTep 6ann0HHbIA gunatayuMoHHbIi Shunmei gns KopoHapHOW aHrunonnactukun PTCA Shun Loach, pasmep 6annoHa: 4,0 mm x 30
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KaTteTep 6a/NOHHbIA AnnaTauMoHHbIi Shunmei ans KopoHapHoi aHrmonnactTukn PTCA Shun Loach, pasmep 6annoHa: 4,0 MM X 30 MM
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Puc.” KaTteTep 6annoHHbI AnnaTaunoHHbIA Shunmei gns KopoHapHoW aHruonnactukm PTCA Shun Loach, pasmep 6annoHa: 4,0 mm x 30 Mm
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Puc. 10.  KateTep 6annoHHbI gunataymoHHbIA Shunmei 4na KopoHapHoi aHrnonnactuku PTCA Shun Loach, pasmep 6annoHa: 4,0 mm x 30 MM
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ANsi KOpoHapHoli aHrnonnactukn PTCA Shun Loach, pasmep 6annoHa: 4,0 mm x 30
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sShunmef Rx 2.0x6
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Shunmel RX Non-compliance °25 22%223:3112

Balloon Dilatation Catheter :

[ffil] 2311016L
OaKAwy Diatatxm CMhetw; Calbiter de dtotaibon coronaire; Coron«Ire~*atabe”(stheter; Kalheter fur die Koronardiatadon; r
Konxiardbtabonskateter; Catetere per daatazione coronarica; Cateter de dtotacifin coronaria, Cateter de dOatacao coronana;

KoseTnpoc 6noTo” oTedoytotoc opTtrymoc: Cewnik do poszerzania ivviatta naczyh mwtortcowiAdi; Koronam* diata&M katetr;

Pressure
ATM 1 KPa
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20 2026
24 2431
26 2634

Donotexceed the rated burst pressure (R8P).
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BaBoon Dtamdter
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Shunmei Medical Co., Ltd
Head OHkc: 3rd Floor and R401 of buridirB.
N .s of 1stirdor« Road, Baoionc Industnal Zone,
Lor«Gane OrstTKt S18116 Shenzhen, Guancdong, Owu

Y4a 3rdroaa Yfe Industrial Zone, Pngtan bmn.
Huiyarie Otstnct Huohou. Guanedone, CAM

IECIREPILotus NLB.V.
Kontn”Mianapleln 20, le Verd.2S9SAA,
The Hafue. Netherlands,

Tel; ¢31644168999

Email: peter#lotusni.com

made in China
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Version ASEffectivedate 2021.05 10 2696
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KaTeTep 6anfoHHbIA AnnaTauMoHHbIA Shunmei Ans KopoHapHoii aHrmonnactukn NC Loach, pasmep 6annoHa: 2,0 MM X 6 MM



Puc. 13. KaTteTep 6a”.n10HHbI gunaTaynoHHblii Shunmei gns KopoHapHoi aHrnonnactukm NC Loach, pasmep 6annoHa: 2,0 MM X 6 MM
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m.'V if.-:

*—  KateTep 6ann0HHbIA gnnatauMoHHbIin Shunmei gns KopoHapHoW aHruonnactMkn NC Loach, pasmep 6annoHa: 2,0 MM X 6 MM
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Puc. 1580 KaTeTep 6annoHHbIW AnnaTaumoHHbIi Shunmei ans kopoHapHoit aHrnonnacTukn NC Loach, pasmep 6annoHa: 2,0 MM X 6 MM
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Puc. 16. KaTeTep 6annoHHbI gunaTauMoHHbIA Shunmei gns KopoHapHoii aHrnonnactukun NC Loach, pasmep 6annoHa: 2.0 MM X 6 MM
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KaTteTep 6annoHHbIi AnnataunoHHbln Shunmei gns KopoHapHoi aHrnonnactukun NC Loach, pasmep 6annoHa; 2,0 MM X 6
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Do oof exceed ihe rated burst pressure (R8P).

Loach

Puc. 18.
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Non-Compliance
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KaTteTep 6anf0oHHbIA AnnataunoHHbI Shunmei gns kKopoHapHoi aHrnonnactukn NC Loach, pasmep 6annoHa: 5,0 MM X 20 MM



Puc. 19. KaTeTep 6anfioHHbIA gnnaTalMoHHbIn Shunmei ansa kopoHapHow aHrnonnactTuku NC Loach, pasmep 6annoHa: 5,0 mm x 20
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Puc. 20. KateTep 6anfoHHbIA nunaTannoHHbli Shunmei s KopoHapHoit aHrmonnactTukm NC Loach, pasmep 6annoHa: 5,0 MM X 20 MM
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Puc. 21. KaTteTep 6annoHHbIN gunatayMoHHbIi Shunmei gns KopoHapHoi aHrnonnactukn NC Loach, pasmep 6annoHa: 5,0 MM X 20 MM
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[ KateTep 6annoHHbIi gunatayuoHHblii Shunmei gns kopoHapHoi aHrnonnactukun NC Loach, pasmep 6annoHa: 5,0 mm x 20 Mm
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Puc. 27 MapKupoBKa Ha TPAHCMOPTHOW ynakoBKe
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Shunmei and its subsidiaries.

SHUNMEI MEDICAL COAMLTD

Website: www.shunmOd.eom

SHUNMEI SR Z 0.0.
Website: www.shunmel.p4

SHUNMEI MEDICAL INDIA PRIVATE LIIijitED
Website: www.shunme.in

SHUNMEi MEOIKAL VE TIBBi CIHA|EaR
TiICARETANONIM $iRKETI
-WK

Website: www.shunmei.com.tr Aj

UT»* AV e - =

Puc. 28.  TMpuMep MapKMPOBKN BTOPUUHOI YNaKOBKU
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Puc. 29.
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SATtA
Shun Loach

S h U n m ef I X SemhCompliance

BaUoon Dilatation Catheter

CoronwY Oiliwton CMhfwr; C*Mter de dlatattCKi com ntn; Cc«n*»reu3Malilcka</ic«cr; KM «m bx d« Korsrurnukion;
KoRnsdiMationskateter: Catetere per «Malllone coronarica: Cetdttr de dialacidn coronaria; Oaeler de dMcacXoctnnMa;

Koenitoo” BoCFiokoTEgevIaac<UITT|i*; Cam/ dopos erulbstMIMIC2V/~dsSomaveh; Kpfv
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Shunmei PTCA 1.0x5

Balloon OiieiahonCathetiM mm mm

PTCA

LoacH

S h u n m e i I X Semi-Compliance

Medical technology create* future

MprMep MapKUPOBKKU BTOPUYHOI YNaKoBKM



Puc. 30. Mprmep NepBUYHON YNakoBKK
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[l PTCA

Shunmei

T mm TLLLING M I iyiU
fytedkal technolofv creates future mm mm I I I
oszcmsarni o Y Shun Loach
Shunmei RX semi i T
u Semi-Compliance 2 202610
Balloon Dilatation Catheter Ll 23110161
CI]’TTllyOHaubon Catheter; Cathttef be thlateUon cororwre; Coronalre-diatabekrthrter; Katheter tOr <fie KoronardiWation; B |7| 3T
KortawbilMdtitftskateter; Catetere per dilataztone cororwic»; Cn/ler be bilatad<in cofWwU; Cateer be dOata”So ooronSria;
KaeT*ry . 6100ToA” ore”ovKikj»; opTrpkk;; Cewntk do pouerzania “xaatta nacryA w*itowt*h; Koronimi Jietaini Icateir.
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r.orl 2311016L
1 1 202311
n o 202610
Pressure Balloon Diameter mJ Shunmei Medical Co., Ltd PTCA Balloon .OmmxSmm
ATM KPa (mm) Head Offke: 3rd floof and R401ofbu*wm| 8. R |ii||||||
No/l of IM iirtong Road, Baokxie mdwtr»” Zone, WM%
2 203 0.90 LOr>tG»>I 518116 Shenzhen. Goangdon». China A S
4 1 405 0.95 Factory; imiutiiiHiiiiiiiiii
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1013 1.10 Webwww .shunfned.com
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1.20 The Hague, Netherlands. _ggm»ll
14 1418 : Tel; *31644168999
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made in China 117")»2610(10)2311016L
r.lcNo .SM-IB-PTCA|BOC) 001 C€
VerSkin ASEffectivedate:20210S 10 CMN 642972 M1l 2311016L

Do not exceed the rated burst pressure (R8P).

PTCA L oxs
hun ictACh mm mm

Pwnc. 31. NPMMEP MapKUPOBKW MEPBUYHOI YMaKOBKU
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RX Semi-Compliance
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Opr«HMUU*U'T)rgani/atioffi

3rd Fkwrand R40! of buikirag B. N0.8 of 15 Jmk-ng
Road. Baolong Industrial Zone. LongGang Districi.
------------ A518116 Shenzhen, Guangdonfc. China

Agppec/Address

General Manager
J**l4cHocTb Cicciipation

Tu Zhenitn

®BMH. L. Wby, Surname. Name

NaraJAMMITTTDate OP.MMJT'YY\
\'s'

MHCTpYKLUNA NO NMPUMEHEHUIO HA MeJULMHCKOe nsgelune™
«KaTeTep 6annoHHbIN JHNATaLHOHHbIA Shunmei jnAa KOPOHAPHOW aHTHOMNNACTHKH B
BapuMaHTax UCMONTHEHNA»

Instruction for use
«Balloon dilatation catheter Shunmei for coronary angioplasty in variations»

2024

Puc. 32. MHCTpyKLUMS NO NPUMEHEHUIO
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



X

KaTeTep 6ani10HHbIN AgnnaTauMoHHbI Shunmei gns KOPOHAPHOW aHrMONIacTUKN B BapuaHTax UCNOSTHEHUS
PY n pata PernctpauMOHHOTO Y40CTOBEPEHUS:

KaTeTep 6an/ioHHbIN AunaTauMoHHbIi Shunmei ans KopoHapHoi aHrnonnactukn PTCA Shun Loach, pasmep 6annoHa: XXX MM X
XXX MM - 1.
WMHCTPYKUMA No NpUMeHeHuto - 1 wWT.

AddekTnBHaa gnnHa: 140 cm

Mpownssoautens: Shunmei Medical Co., Ltd («LlWyH™meli Meagukan Ko., 1Ta», Kutalickas HapogHas Pecny6nuka)
KOpuanyeckunii agpec Npou3BOAUTENS:

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

MecTo nNpon3BoACTBa MEAULLMHCKOT O U3JeNuns:

Shunmei Medical Co., Ltd

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

Cepus (i~): cM. Ha ynakoBke

Homep no katanory (®): cM. Ha yrnakKoBKe

Mcnonb3osath 4o (Y): CM. Ha ynakoBke

Cnoco6 npumMmeHeHus: CM. UHCTPYKLUIO MO NMPUMEHEHUIO.

PaclwmnpoBKY rpagMyecKmx CUMBOJIOB: CM. B MHCTPYKL UM NO NPUMEHEHMIO.

YNONHOMOUYEHHbIN NpeAcTaBUTENb NPOMN3BOANTENSA Ha TEPPUTOPUMN PD:

000 «UWNC3», 127473, r. MockBa, yn. CenesHeBckas, 4. 11A, cTp. 2, aT/kom/oh 2/30,32/232;
3nekTpoHHbIN aapec: office@hscmail.pro

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

CpenaHo B Kutae

Puc. 33. Mpumep makeTa MapKUpoBKn ana PP
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Bcero npowwunTo, NPOHYMEpoBaHo

CeHep MBWiiA!
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