JEKJIAPAIIAS O COOTBETCTBAHA

JEKJIAPAHT, IPUHAMAIOIHN JEKJAPAITHIO O COOTBETCTBHH
AO "Canogpu Poccunr”
Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnas urcnexyus Qedeparvroii ano2oeow cayxchu: Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.
Aopec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenegpon/ghaxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvrwiti oupexmop Mowoc O.A.
Hosepennoe nuyo: Cmenanos C.C., doeepenrocms 6/u om 01.12.2017

3ASIBJSIET, YTO

Aexapcemeennoe cpedemeo: Ilnasure, mabnemxu noxpoimuie nienoynodi obonovicodi 300 m2 10 wm., ynaxosxu
Avetixogvie koumypubie (1), nauxu xapmonnwe, PY No JICP-009024/10 om 31.08.2010 (0ama 3amens:
23.09.2016) ewsdano Canoghu Knup 3c3uCu, cepus 94002, napmus 6480 ynaxoeox, z0dexn oo 30.04.2022,
npoussodcmea Canoghu Bunmpon Huoyempun, @panyun, Sanofi Winthrop Industrie, 1 rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France, xod OKIIJ2 21.20.10.131, xo0 TH B3H 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoitic Ne 9085350418 om 16.10.2019

COOTBETCTBYET TPEEOBAHUSAM

JICP-009024/10-310810 uszm. Ne 1-4

JEKJAPAITHA ITPHEATA HA OCHOBAHHH

npomowxon ucnuimanuit Ne 31670 om 25.10.2019 HJT OO0 HI] "OAPMOBLOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 @/140, Cepmugpuxam POCC FR. @M08.C52199 om 28.10.2019

,[[ATA TIPUHSITHSA JEKJIAPALGHH 28.10.2019
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CBEJAEHUS O PETUCTPAIINHA

OPI'AH 110 CEPTU®HKAITAH, 3APETHCTPHPOBABII AN JEKJIAPAITUIO

RA.RU, 11 M08 OPTAH 110 CEPTHOHKAIIHH ITPOJYKI[HH OBIJECTBO C OIrPAHHYEHHOWH
OTBETCTBEHHOCTBIO "OKPYXXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzara no
cepmuguxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeprosea, 0. 4, am. 5., mea.:(495)788-02-88, eeb-
catim: oyxx.p.

JAEKJIAPAITUA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU []-FR.®M08.4.41891/19

JIATA. PETHCTPAIIAH 23.10.2019
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Ceprudukar ananusza /

AHaNUTHYECKHH nacnopT cepuu SA N O FI Y 4

«CAHOOH BHHTPON HRIOYCTPHA»
AmbDapac-3-Jlarpae

1 pw Oe na Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpanums
Ten.: 0557303000 ¢dakc: 0557303600

Koo B Oaze AaHHHK GMID: 331038 HoMep cepun SA002
Jlara npoM3BONCTBE!: 23-Mari-2019 HaTa MCTeUeHWA CPOKa TOAHGCTHM: Anp-2022
onucanme : Nnamuxc®, 300 mr, 1x10 PY

Ty TagnerTka, MNOKPHTAA NNEHOWHOH OOOMOUKORA

dopMa BHNYCKA: kopobka Cc 3 onucrepady Mo 10 TadneTowx

CrpaHa nponaxd: Poccun

HoncnHyuTeNLHaA MEGODMaUMA H/N

Ccunka Ha Oocebe: MC=00144 mep. 4.0

Cocunka Ha BEpPCHIK cep'rmbmca'ra aHanmaa: 14

HUCIIBITAHUA CIIETHPUKAIIIH PE3YJBTATHI
XAPAKTEPHUCTHKH
Oonucanme NlpogonroeaThe TableTKd, MOKPHTHE COOTBETCTBYET

NNEHOUHON OBONCYKOA POALBOIG UBETa, C
rpaBupoBKoOit umucna 300 Ha OAHOH CTOpPOHE M
upcna 1332 Ha Opyroil CTOPOHE.

Heer Po3aoBOrc LBeTa COOTBETCTBYET
MOAMMHROCTb
Knonugorpen:
TH } {
p COOTBETICTBYET
= KT ol Js
P P COOTBETCTBYET COOTBETCTBYET
THMTaAHA OMOKCHUI NonosuTensHO
OrRCUON Xesle3a KpacHHH! MONOXMTENLHO TONIOXHTENBHO
MONOX¥MTENBHO
WCHOHTAHUE
COHOPCOHOCTH OO3MPOBAHMA He Gonee 15 4,2 %
OOHOPOAHOCTE NOIUPOBAHUA CooTBeTcTBYET COOTBETCTBYET
Bapuauua no macce
PacTBOpPEHUE - Knonuoorpen TI'mopocynkdaT pacTBOPAETCA Yepes 30 mH Q=75 %)
PacTpopeHue: He menee 80 ¥ 90 %
Cragna 1 He meHee B0 % 93 %
Cocyn 1 He MeHee B0 % 92 %
Cocyn 2 87 %
He MeHee 80 % %
Cocyn 3 23
Cocyn 4 He MmeHee 80 % 91 %
Cocyn 5 He mMmenee 80 %
Cocyn 6
He MeHee 60 % I ELT T
He npuMeHmmMo
Crama 2 He MeHee 75 % N
Kaxpoe sHaueuue
Cpenxee (S1+82) He npumeHuMo
Cragua 3 22 Tatnerku: He MeHee 60 %
Kaxpgoe 3HayeHMe 24 TadneTkM: He meMee 50 %

He MeHee 75 % He npumeHuMo

Cpennee (S1+52+53)
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Ceprudukar ananusza /

AHAIMTHYECKHIT HACNOPT CEPHH SA N O F I Y

«CAHOOH BHMHTPON HHOYCTPHA»
AmGapac-3-larpas

1 po me na Beepx

KAPEQOH-BJIAH, 33565 CEDEX, ¢paHuua
Ten.: 0557303000 daxc: 0557303600

Kon B Oa3e OaHHHX GMID: 331036 Homep cepun 9A002
Harta npouiaBencTea: 23-Mail-2019 JaTa MCTeuyeHWA Cpoka CoIHOCTH:  Anp-2022
Onucanme : Nnaemke®, 300 wr, 1x10 PY

Tun: TaGneTka, NOKPHTaA MNSHOUHON OLOMOYKON

SOpPMa BHOYCKE ! KopoGka € 3 OnucTepamss ne 10 TadneTok

CTpaxa npomaxs: Poccun

HononnurentHaa uHbopMauys ; H/N

CctUlka Ha OoChe: MC-00144 pep. 4.0

CchUtka Ha Bepcuw CEepTUPUKATA aHanmMaa: L4

Boaoa He Gonmee 1,7 % 1,1 %

NMocropoHHMe npuMecH (BIXX) : He Gonee 0,2 % Huxe nopora obGHapyreHus
* Knonmuzorpena He Gonee 1,0 % 0.4 %
SR 26334 He Gonee 0,2 % <= 0,2 %
SR 25989 He GConmee 1,2 % 0,4 %
JloBaa npyrasa npumece
CyMMa npuMecell Kinonumorpena
KOIMYECTBEHHOE ONPENEHEHHME

Knonmporpena B TatneTke (BIXX) Or 285,0 Zo 315,0 Mr B TagjeTKe. 296,6 mr/T.

Or 95.0 % mo 105.0 % LGN

HUCIIBITAHUA CIIEHHOHUKAIINN PE3YJIBTATHI

(*) OxmpaeTca yTBEepROEHME DETYJATOPHHX OPTAHOB H& YOANEHWE B SaBUCMMOCTH OT CTPAHH HaBHAYEHMA .
[fo yTBep®OeHMM LOCbe C YyRANeHHOH MHbopMauMedl CO CTOPOHH PETYNATODHHX OPTAHOB NAHHHE MCMHTAHMA PACCMATDMBAKTCA Kak
NONOAHUTENLHHE

HacrosaumM A MOATBEPAAAN, UTO BHWeYKA3AHHAA MHPOPMAUMA ABJASTCA BEpPHOW M TOUHOK. [aHnas cepua npenapara Obuia
WSCOTOBJEHA, BKNKYAA STaNH YNAKOBKM/MAPKMPOBKM U KOHTPONA KAUECTBA, HA BHNEYNOMAHYTHX NPOMIBOANCTEEHHHX NACWHARKAX B
[OJTHOM COOTBETCTEBUM C TpeloBaHMAMM GMP

MECTHEX S3AKOHOZATENbHHX OPPaHOB BAACTHM, 4 Takke cO cheludMkauuAMy B PerucrpalMoHHOM YOOCTOBEPEHMHM CTPaHH-MMOoOpTEpa.

pe3ysabTaTaM NpoBepxM 3anuMcM O NPOM3IBOACTEE, Y¥MNAKOBKE M AHANM3E CepMM COOTEETCTBOBAM TPeOOBAHMAM GMP.

Mo

Pemenne OnoGpeHo
Oara: 30-Cen-2019 14:24:35.00
YnonHOMOWEHHOe JDAI0 WM OPeNCTABMTENL : DELASA Isabelle
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Certificate of analysis /

Batch certificate SANOFI b)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

335365 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 331036 Lot number SA002
Manufacturing Date: 23-MAY-2019 Expiry Date: APR-2022
Description: PLAVIX 300MG TABCO 1X10 RU

Type: Film coated tablet

Presentation: Box with 3 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MC=00144 v. 4.0

Réf. CoA version: 14
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. Aspect Oblong film-coated tablet, engraved COMPLIES
"300" on one side and "1332" on the
cther side
. Colour Pink COMPLIES
IDENTIFICATICONS
Clopidogrel :
Liquid chromatography Complies COMPLIES
UV Spectrophotcometry Complies COMPLIES
Titanium dioxide Positive POSITIVE
Red iron oxide Positive POSITIVE
TESTS

Uniformity of dosage units

Acceptance value Hot more than 15.0 4.2

Weigh variation Complies COMPLIES
Dissolution - Clopidogrel Hydrogenosulfate dissolved after 30 minutes (UV) (Q=75)

- Stage 1 :

. Bowl 1 Not less than 80 p.cent 90 P.CENT

. Bowl 2 Not less than 80 p.cent 93 P.CENT

. Bowl 3 Not less than 80 p.cent 92 P.CENT

. Bowl 4 Not less than B0 p.cent 87 P.CENT

. Bowl 5 Not less than 80 p.cent 93 P.CENT

. Bowl 6 Not less than 80 p.cent 91 P.CENT

- Stage 2
Each wvalue Not less than 60 p.cent NOT APPLIED

. Average (51+52) Not less than 75 p.cent NOT APPLIED

- Stage 3 :

« Each value 22 tab : Not less than 60 p.cent NOT APPLIED

24 tab : Not less than 50 p.cent
. Average (S1+52+53) Not less than 75 p.cent NOT APPLIED

rap_coa_resultats v§ Page 1 / 2




Certificate of analysis /

Batch certificate SANOFI \;

SANQFI WINTHROP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 331036 Lot number 9A002
Manufacturing Date: 23-MAY-201% Expiry Date: APR-2022
Description: PLAVIX 300MG TAECO 1X10 RU

Type: Film coated tablet

Presentation: Box with 3 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MC-00144 v. 4.0
Réf. CoA version: 14

A ———

— e

CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 1.7 p.cent 1.1 P.CENT

Degradation products (HPLC) {expressed in basis for content to clopidagrel form II base)
SR 26334 Not more than 0.2 p.cent <LOD
SR 25989 Not more than 1.0 p.cent 0.4 P.CENT
Unspecified degradation product (each) Not more than 0.2 p.cent <=0.2%
Total degradation products Not more than 1.2 p.cent 0.4 P.CENT
ASSAY

Clopidogrel (HPLC) 285.0 315.0 mg/tab 296.6 MG/CP

95.0 105.0 p.cent 98.9 P.CENT

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

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and gquality control at the above mentioned sites in full compliance
with the GMP

requirements of the local regulatory authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMP

Decigion Accepted
Date: 30-SEP-2019 14:24:35.00
Qualified person or Delegate: DELASA Isabelle

k.

Certificate of analyses electronically approved
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