JNEKJIAPAIIAS O COOTBETCTBHUH

JEKJIAPAHT, IPUHUMAIOIIHHA AEKJAPALIHIO O COOTBETCTBHH

AO "Carnogpu Poccun”

Ceedenusn o pezucmpayuu opzanusayuu: Mesxcpationnan uncnexyus PedepansHoii Hano2060i cayxucoor Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoerus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxeéa, ya. Teepckasn, 0. 22. Teneqpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepansruiii Oupexmop Mondic O.A.

Jlosepennoe nuyo: Cmenanoe C.C., Oveepennocmb 6/n om 01.12.2017

3AABIISIET, UTO

nexapcmeenroe cpedcmso. Ilnaguxc, mabremxu nokpeinisie RAEHOUHOU 060OROKOU 75 m2 14 wm., ynaxoexu
Aueliogbie Kowmypuvie (2), nauxu xapmonnvie, PY Ne IT N015542/01 om 05.03.2009 (0ama 3amerbi
06.09.2016) svidano Canogu Knup IcInCu, cepus 94714, napmun 86976 ynarosox, 200ex oo 31.08.2022,
npousgoocmea Canogu Bunmpon Hidycmpus, Oparnyun, Sanofi Winthrop Industrie, 1 rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France, koo OKIIJ2 21.20.10.131, xo0 TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085351804 om 28.10.2019

COOTBETCTBYET TPEFOBAHUSAM

T N015542/01-050309 (H 42-13019-08 uzm. Ne 1-7}

JEKJAPAITUSA ITPUHSITA HA OCHOBAHHHA

npomoxon ucrsimanuii Ne 33590 om 08.11.2019 HIT OO0 HIL] "OAPMOBLOPCHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC FR.®@M08.C53789 om 11. 11.2019

JIATA IPUHATUA JEKJNAPALIUM [1.11.2019
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uCanogu Poccus | ok _ i Crenanos C.C,

Stedibpanm” ©.1.0
e CBEJL O PETACTPALIMIH

OPTAH I10 CEPTHO®UKAITAH, 3APETHCTPHPOBABIIHH JEKJIAPAITHIO

RA.RU. 11 OMO8 OPI'AH 10 CEPTHOHKALIUH ITPOAYKLHH OFLIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxsa, yn. Macmepkosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, sm. 5., mex. :(495)788-02-88, eeb-
caiim: oyxx.pg.

JEKJAPAIIMS O COOTBETCTBUU 3APETHCTPHPOBAHA ¥ POCC RU JI-FR. DM08.A.44013/19
JATA PETUCTPALIUMN /1.11.2019
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AHanHTHYeCKHH MaCnopT cepuu

«CAHO®M BMHTPONI MHAYCTPHUA»
AuGapac-3-Narpae
1 pw ne na Brepx

KAPBOH-EJIAH, 33565 CEDEX, ®paHuus

Cepruduxar ananmusa /

SANOFI «p

Ten.: 0557303000 daxc: 0557303600
Kon B Gaze AauHmx GMID: 256566 Houep cepwu SAT14
JaTa NpoM3BORCTEA: 18-CEH-201% Jara McTeueHua Cpoka ropHoOCTHM: ABP-2022

Croicarie:

Tun:

dopMa BHITYCKA:
CrpaHa npolaxu:

[loNONHUTENEHAA WUHPOPMALMS

Ccunka Ha Aaocbe:

CCHNnKa Ha BePCUE CepTuOKKATA aHanuaa:

ONABHMKC, 75 MI*, W28 (POCCHA)

TaOneTka, NOKPNTAR MJEHOYHOK 0OGONCUKOR
KopoOka ¢ 2 OsamucTepamd no 14 TaneTok
Poccur

/N

MH~00187 Bep. 10.0
37

. Kampoe sHaueHue
. Cpeguee (S1+52)
Cragus 3

. Kaxnoe sHavenue

Cpennee (S51+52453)

HCIIBITAHUA CIIEIIN®RKANTUH PE3VJIBTATHI
XAPAKTEPHCTHKH
. Onucaune Kpyrnue crnerxa NBOAKOBHNYKANHE TaOmeTKM, COOTBETCTBYET
NOKPHTHE MIEHOYHON obonoykoit, <
TpaBUPCOBKOH 75" Ha omHON cropome n
“1171” na mpyrolt cTOpOHe.
. Iser PosoBoro nsera COOTBETCTBYET
NOONMHHOCT b
. Knonuporpemn:

FuarocTHaA xpomarorpadus CooTBETCTRYET COOTBETCTBYET
HK-cnerrpodoTroMeTpua CooTBETCTBYET COOTBETCTEYET
THTAHA HHMOKCHI IIonoanuTesLHO TIONOXMTENLHO
TNonoxXMTeNLHO
OKRCHUIN xeJesa ONCKUTENLHO

HUCIIHTAHUE
. OOHOPOBHOCTHM NO3HMPOBAHMA: He Oonee 15 2,4 %
= Knonuacrpen: CoQoTREeTCTRYET COOTBETCTBYET
OOHOPONHOCTL NOSMPOBaHUA
Bapuauua no sacce
. PacreOopeHue: He meHee 80 % 79 %
Cramua 1 He MeHee 80 % 95 %
Cocyn 1 He mexee 80 % gg :
Cocyn 2 He menee 80 %
Cocyn 3 92 %
Cocyn 4 He menee 80 % 97 %
COCYJl 5 He uenHee BO %
Cocyn &
He mMenHee 60 % He npuMeHmmo
Cramna 2 He mesxee 75 % He npumeHmmo

He meHee 60 &
He meHee 50 %

22 TaGneTKU:
24 rwatneTku:
He menee 75 %

B “H“
Gpy POCCHT]
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Cepruduxar ananuza /

@
AHaJHTHYECKHIi MacopT cepuu SANOFI Y

«CRHO®M BMHTPOII MHOYCTPWI»
AnBapac-d-Jlarpae

1 po ne na Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHumsa
Ten.: 0557303000 ¢akc: 0557303600

Kon B Cas3e maHHux GMID: 256566 Houmep cepun 9AT14
JaTa nponzBOACTBA: 18-CEH-2019 HaTa MCTeYeHMA CpOKa IOOHOCTK: ABr-2022
Ormoicanva: ONABMKC, 75 M, ¥28 (POCCHI)

Tumn: Tadnevka, NOKpHTas MNeHouwHOR oGonoukoh

dopMa BHNYCHKA: KOpOOka c 2 OaucTepammn n1o 14 Tadnerok

CrpaHa NpoOaxd: Poccua

HononuyuTrenbHan MHQOPMALIMA: H/T

CCHNKa Ha AOChbe: MH-00187 Bep. 10.0

Counka Ha Bepcu ceprudMKaTa awanusa: 37

. Bona He Gonee 1,7 % 1,5 %

Nocropornve npumecu (BIKX) : He Gonee 0,2 % Huxe nopora oBHADYREHMA
* Knonugorpena He Comee 1,0 % Huxe nopora obHapyxeHMA
SR 26334 He Gomee 0,2 % <= 0,20 &
SR 25989 He Gonee 1,2 % Huxe nopora olUHapyXeHMSA

Jipban opyras npuMechk
CymmMa npuMeceii Kmonuunorpena

KONMWYECTBEHHOE OHNPELEHEHHUE

Knormmnorpena s TaGneTke (B3IXX) Oor 71,25 mo 78,75 Mr B mabnerke. 73, 69 sar/=
B NpPOLEHTOM COREGDRAHMM OT SaABAEHHOTO Or 95.0 % mo 105.0 % 98'3 3 :
KOnMYecTBa !

HCIILITAHUSL CIIETU®HNKAIINH PE3YJIbTATBI

{*) Ommpnaerca yTBepXOeHWe DETYNATOPHHX OPraHOB Ha yHajleHHe B SABMCMMOCTH OT CTPAHH Ha3HAYEHMS.
llo yTeepaOeHMM nOCHE C YIAANEHHOR MupopMaumel! CO CTOPOHH DETYNATOPHHX OPTAHOB NaHHNe MCMHTAHMA PACCMATPHBAKTCA Kak
AONONHUTEILHHE

HacToamuM A NONTEEPANAN, YTO BHNEYKAIAHHAR WHOOPMALMA ABJNAETCA BEPHOM M TOuROK. JaHHas cepua npenapara GEIa
MSTOTOBRJIEHA, BKJKWYAR DTANH YNAKOBKW/MADKMPOBKM M KOHTPOJIA KAUeCTBA, HA BHDEYNOMAHYTHX NPOWSBONCTBEHHHX MJICMARKAX B
MOJHOM COOTBETCTBUM C TPEGOBAHMAMM GMP

MECTHHX 3aKOHOJATENBHHX OPTaHOB BAACTH, & TAKEKE CO CNeuMPMRALUMAMM B PeTMCTPauMOKHOM YOOCTOBEpEeHMM CTpaHH-MMnoprepa. Io
Pe3yNbTaTaM NPOBEPKM 3ANUCH O NPOMSBONCTBE, YNAKOBKE M QHANMSE CePUMM COOTBETCTEOBANM TPEeOOBAHMAM GMP. J#a-f

Pemenne OnoGpeHo
HawTa: 15-0KT-2019 16:54:52.00
YHONHOMONM@HHOS 10 MMM NPSACTABMTENL : WEILL Myriam

* £l Poccua | o

= 2l

rap_coa_resultats v5



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI 7

Code GMID:
Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

256566

18-SEP-2019

PLAVIX 75 NF 2BCP ALU RU
Film coated tablet

Box with 2 blisters of 14 tablets
East Europe platform/Russia

NA

Lot number
Expiry Date:

MH-00187 v.
37

10.0

9AT714
AUG-2022

CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. Aspect Round slightly biconvex film-ceoated COMPLIES
tablets,engraved "75" on one side and
"1171" on the other side
. Colour Pink COMPLIES
IDENTIFICATIONS
. Clopidogrel form II
Liquid chromatography Complies COMPLIES
UV spectrophotometry Complies COMPLIES
. Titanium dioxide Positive POSITIVE
. Red iron oxide Positive POSITIVE
TESTS
. Uniformity of dosage units
Acceptance value (AV} Not more than 15.0 2.4
Mass variation Complies COMPLIES
. bDissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes (OV) :
Stage 1
Bowl 1 Not less than 80 p.cent 79 P.CENT
. Bowl 2 Not less than B0 p.cent 95 P.CENT
. Bowl 3 Not less than 80 p.cent 93 P.CENT
. Bowl 4 Not less than 80 p.cent 80 P.CENT
. Bowl 5 Not less than BD p.cent 92 P.CENT
Bowl 6 Not less than 80 p.cent 97 P.CENT
Stage 2
. Each value Not less than 60 p.cent COMPLIES
. Average (51+52) Not less than 75 p.cent COMPLIES
Stage 3 :
Each wvalue 22 tab : Not less than 60 p.cent NOT APPLI
24 tab : Not less than 50 p.cent y
. Average ($§1+52+S3) Not less than 75 p.cent NOT APBLIEDZ 219
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Certificate of analysis /

Batch certificate S A N O F l tjl

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel, 0557303000 Fax.0557303600

Code GMID: 256566 Lot number 9A714
Manufacturing Date: 18-SEP-2019% Expiry Date: AUG-2022
Description: PLAVIX 75 NF 2BCP ALU RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: East Europe platform/Russia

Additionnal inf: NA

Référence dossier: MH-00187 v. 10.0

Réf. CoA version: 37

i T

CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 1.7 p.cent 1.5 P.CENT
- Impurities (HPLC) (Expressed in basis for content to clopidogrel form II base) :

SR 26334 Not more than 0.2 p.cent <LOD

SR 25989 Not more than 1.0 p.cent <LOQ
Unspecified degradation product (each) Not more than 0.2 p.cent <=0.20%
Total degradation products Not more than 1.2 p.cent <LOQ

ASSAY

. Clopidogrel form II ({(HPLC)

Expressed in mg of clopidogrel base per 71.25 78.75 mg/tab 73.69 MG/CP
tablet
Expressed as a percentage of the 95.0 105.0 p.cent 98.3 P.CENT

theorical content per tablet

For Russian market, manufacturer assures Quality of Microbioclogy purity to Normatives Documents request

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation (S)

of the destination country/countries

Dacision Accepted
Date: 15-0CT-2019 16:54:52.00
Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved
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