JEKJAPAIINUA O COOTBETCTBHHA

JEKJIAPAHT, MPHHUMAIOIIHIT AEKJIAPAIINIO O COOTBETCTBHH

AO "Canoghu Poccua”

Csedenus o pezuicmpayuu opzanuzayuy: Mexcpationnan uncnexyus @edepanbroii Hano2060u cayxctor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenua OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockaa, yn. Teepcras, 0. 22. Tenegpon/paxc: 8 (493) 721-14-00/721-14-11

B nuye: I'enepanvuuiii Oupexmop Mowoie O.A.

Josepennoe nuyo: Cmenanos C.C., dosepenrnocms 6/n om 01.12,.2017

3ASIBJET, YTO
Rexapcmeennoe cpedemeo: Ilnasuxe, mabnemxu nokpoimsie nieHo4Hol obonovxoli 75 M2 14 wm., ynaxoexu

Avetikoguie Konmypuvie (2), nauku xapmonnvie, PY Ne IT N013542/01 om 05.03.2009 (dama 3amerb
06.09.2016) svidgro Carnogu Knup Dc3nCu, cepus 94747, napmun 87632 ynaxosox, z00ex do 30.09.2022,
npouseodcmea Carogu Bunmpon Hndycmpus, @panyus, Sanofi Winthrop Indusirie, 1, rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France, koo OKIT/[2 21.20.10.131, ko0 TH B3 3004900002,
xonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085354357 om 21.11 2019

COOTBETCTBYET TPEBOBAHUAM
T N015542/01-050309 (HJ 42-13019-08 usm. N2 1-7)

JEKJIAPAIIAA IIPHHATA HA OCHOBAHHH
npomoxon ucnsimariuii Ne 36950 om 27.11.2019 H/T 000 HL] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.OM08.C56382 om 27.11.201 9

JEKJAPALIUNA 27.11.2019

STAPALTHS AEMCTBHTEILHA IO 30. 09.2022
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CBEJIEHMS O PETHCTPAITHA

OPTAH I1O0 CEPTUO®HMKALIUH, 3APETHCTPUPOBABIINI JEKJIAPALIUIO

RA.RU.11PM08 OPTAH I10 CEPTHO®HKALIHH ITPOLVKILHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH HIEHTP KOHTPOJ/IA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men..(495)788-02-88, seb-
caiim: oykK.pg.

JAEKJIAPAITMAL O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU JI-FR. ®PM08.A.471 41/19

}IAT& PEFECTPAIH/IH 27.11.2019
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«CAHOOM BMHTPON MHOYCTPUI»
AmGapsc-3-Jlarpas

1l po me ma Beepx

KAPECH~ENAH, 33565 CEDEX, ¢paHumsa
Ten.: 0557303000 ¢axc: 0557303600

CepTudukar anauusza /
AnannThyeckHii nacnopr cepun

SANOFI s

Konm B Oaze maMHbeD GMID:
HaTa npoMsBOOCTEA:
Omoarse :

Tun:

QopMa BHNYCKa:

CrpaHa nponau:

AononMUTeNbHaAA WHPOPMAWMA ;

Cownka Ha gocke:

Cchinka Ha BEpPCMID CEPTUOUKATa aHaNM3a!

256566

1-OKT-2019
ORRBUKC, 75 MI', M2B (POCCHA)

TatneTka, NOKPHTaA NREHOYHOR OGOhOYKOH

kopolka ¢ 2 OnucTepasst no 14 TabneTok

Poceur

/T

MH-00187 eep. 10.0

37

Homep cepuu

HaTa ncreveHnA CpOKa T'OOHOCTMH!

98747
CEH-2022

. Kaxnoe sHaueHHUe

. CpenHee ([S1+52+83)

24 rTabneris; He menee 50 &

He mexee 75 %

HCIIBITAHUS CIIEIITH®UKAIIAN PE3YJIbTATHI
XAPEKTEPHCTHUKY . e =
+ Onucaune Kpyrnue cnerxa ABOAKOBHENYIEE TaGIeTHHM, COOTBETCTBYET
NOKPHTHE NAEHOUHOI oGonoukof, ©
TpaBMpOBRON 753" Ha ogHoii cropoHe M
"*1171" Ha npyrod cTopoHe.
. lser PosceBoro neEera COOTBETCTBYET
NOLMMHHOCT B
. Knonupmorpen:
HuOKOCTHAA XpoMaTorpadua CooTEeTcTEYET COOTBETCTBYET
ME-cnexrpodoTomMeTpra Cooreercrayer COOTBETCTBYET
. THTaHa IMORCHI lonosnrensHo NORCHKMATENLHO
NMonoxyTensno
. Oxcmaw wenesa TONCHUATENLHO
WCTIHTAHWUE
. OOHOPONHOCTH LOO3WPOBAHMA: He Gornee 15 3,3 %
= Knonuporpen: CooTrBeTCTEYyET COOTBETCTBYET
OOHOPOMHOCTE OOSHMPCOBaHMA
Bapuaumsa no Macce
. PacrBopeHue: He meHee BO % 96 %
Cramia 1 He meHnee 80 % 95 %
Cocynm 1 He menee B0 & ;go%i
Cocyn 2 He mence BO % é
Cocyn 3 95 &
Cocya 4 He menee 80 & 96 %
Cocyn 5 He menee 80 %
Cocyn 6
He meHee 60 % He npuMeHuMo
Cragns 2 He menee 75 % He npuMesing:.
. Kaxnoe SHadYeHMHe
Cpennee ({51+52) g
Cramsa 3 22 ratnerxu: He Menee 6D % He npupexwso

He np‘nmeagnio.
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Cepruduxar ananusa /

AHATUTHYECKHI NACHOPT CEPHH SA\ N O F I 'fj

«CRHO®M BHMHTPCH HMHIOYCTPHA»
AmGapsc-3-Jlarpas

1 pr ne na Boepx

KAPEOH-ENAH, 33565 CEDEX, ¢paHuma
Ten.: 0557303000 ®awkc: 0557303600

Kon B Game naHHuy GHID: 256566 Houep cepun OA747
Jata npowmBOACTEA: 1-0KT-2019 Jara MCTeweHWA Cpoka ropnHocTu: CEK-2022
Omcarg : ONABMKC, 75 MI', B2B (POCCHUA)}

Tuvn: TabGnetTka, NOKPHTAA NAEHOUHOR OOONOUKON

dopMa BHINYCKa: kopobKa C 2 Oamcrepasm no 14 wabnerox

CrpaHa nponaki: Poccua

NononHuTenbHan WHOOPMALIMA: H/

Ccunxa Ha mocbhe: MH-00187 Bep. 10.0

Cocwnka Ha BepcHp ceprudukarTa aHanuaa: 37

. _Boma He Conee 1,7 % cilHecuh S A o B P N
NocToposkue npumecu (BIXA]) ¢ He Gomee 0,2 % Hiuxe nopora ODHaDPYXEHMA

* Knonumorpena He Gonee 1,0 % Huxe nopera oGHapymeHuA

SR 26334 He Gonee 0,2 % <= 0,20 %

SR 25989 He Gonmee 1.2 & Bume nopora obHADYREHMA

Niban Dpyraa NpuMecs
Cymma npumecedi Knonuporpena

KONMMYECTBEHBOE ONPENEHEHHME

- Knonuporpena B rabnerke (BIAX) Or 71,25 go 78,75 ur » sabnerke. 73,08 /T
B NpoLeHTOM COOepXaHKM OT BaABIEHHOTO Or 95.0 % mo 105.0 % 9?'5 . E
KOJIMUeCTEa d

NCIIbITAHHUA CHEIIN®HKAIINA PE3YJbTATHI

(*) OmupaeTca YTBepiMeHue PETYHATCPHHX OPraHOB Ha yHaNeHWe B DABUCHMMOCTM OT CTPAHH HaIHAYEHMA.
llo yreepxneHuu NOCke C YRANeHHON WHOOPMauMel CO CTOPOHH PETYAATODHHX OPraHOB HAHHHE MCANTAHUA PACCMATPMBAKTCH Kak
RONONHUTEILHEE

HacroaAmms A NOATBEpPXEAN, UTO BRWEYKASaHHAA MHQOPMAUUA ABNAETCR BepHOlt M TOUHOM, JlaHHAA CEPMR NpenapaTa Oma
MSTOTORNISHA, BKAKYAR 3Tand YNAKOBKM/MAPKMPOBKM M KOHTPONA KaueCTEa, Ha BHEEYNOMAHYTHEX NPOMSBOINCTBEHHHX MACHANKaX B
NOJIHOM COOTBETCTEMM ¢ TpebopanHuamm GMP

MECTHEIX ZaKOHONATENbLHHX OPI'aHOE BJIACTHM, & TaKkKe €O cleuudpuxauvma B PerMCTPALMOHHOM YIOCTOBEPEHWMM CTPAHW-MMIOpTepa. Ho
Pe3ynbTaTaM NPOBEPKM 3anMCKM © NPOM3IBOLCTBE, YNAKOBKE M AHAIM3E CepUM COOTBETCTBOBAIM TpeboBanumm GMP,

Peuenue Onofpeno .
Hara: 13-HOSIB~2019 16:38:50.00 :
YHORHOMOYSHHOS JIMIC MIM NPeqCTABHMTEND | WEILL Myriam
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Certificate of analysis /

Batch certificate SA N O F l “:ﬁ

SANQFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 256566 Lot number 9A747
Manufacturing Date: 1-0CT-2019 Expiry Date: SEP-2022
Description: PLAVIX 75 NF 28CP 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

%

CONTROLES SPECIFICATIONS RESULTS
—CHARKCTERS : - reomirin, Coan i cueng - N —
. Aspect Round slightly biconvex film-coated COMPLIES

tablets, engraved "75" on one side and
"1171" on the other side
. Colour Pink COMPLIES

IDENTIFICATIONS

. Clopidogrel form II :

Liguid chromatography Complies COMPLIES
UV spectrophotcmetry Complies COMPLIES
. Titanium dioxide Positive POSITIVE
. Red iron oxide Positive POSITIVE
TESTS

. Uniformity of dosage units :

Acceptance value (AV) Not more than 15.0 3.3
Mass wariation Complies COMPLIES
. Dissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes (Uv):

Stage 1 :
. Bowl 1 Not less than B[l p.cent 96 P.CERT
. Bowl 2 Not less than 80 p.cent 95 P.CENT
. Bowl 3 Not less than 80 p.cent 100 P.CENT
. Bowl 4 Not less than BO p.cent 98 P.CENT
. Bowl 5 Not less than B0 p.cent 95 P.CENT
. Bowl 6 Hot less than 80 p.cent 96 P.CENT
Stage 2 :
. Each value 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 : Hot less than 50 p.cent -
. Average (S1+52+53) Not less than 75 p.cent NOT AFPLIED X
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Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1l rue de la vierge

33565 CRARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI .4

Code GMID: 256566 Lot number an747
Manufacturing Date: 1-0CT-2019 Expiry Date: SEP-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

Ré&f. CoA versicn: 37

CONTROLES SPECIFICATIONS RESULTS
. Water content ‘Not more than 1.7 p.cent = 1.4 P.CENT = =

. Impurities (HPLC] (Expressed in basis for content to clopidogrel form II base) :

SR 26334 Not more than (.2 p.cent <LOD

SR 25989 Mot 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 73.0B MG/CP
tablet

Expressed as a percentage of the 85.0 105.0 p.cent 97.5 P.CENT

theorical content per tablet

For Russian market, manufacturer assures Quality of Microbiology 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 reguirements of the Marketing Authorisation (S)

of the destination country/countries

Decision Accepted

Date: 13-NOV-2019 16:38:50.00

Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved
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