JAEKJIAPAITNA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHAMAYOIAI AEKJIAPALTHIO O COOTBETCTBHH

AO "Canogpu Poccun”
Ceedenus o pezucmpayuu opzanusayuu: Mexcpasionnas uncnexyus Pedepanvroii nanozoso cayxchvr Ne 46 no

2 Mocxee (1.01.2008, OI'PH 1027739079940, dama npuceoenun OT'PH 19.08.2002.
Adpec: 125009, 2. Mocxaa, ya. Teepcxan, 0. 22. Teneghon/ghanc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansuniii dupexmop Monxc O.A.
Hosepennoe auyo.: Knoxoaa FO.C., dosepennocmuv 6/ om 01.12.2017

3AABJISIET, UTO
rexapcmaennoe cpedemso: Ilnasuxc, mabremxu nokpeimyvie nrenounoti cboroykoti 75 mz 14 wum., ynarxosxu

Avelixogbie Koumypubvie (2), nawrku kapmonnvie, PY Ne I N015542/01 om 05.03.2009 (0ama 3amenbr

06.09.2016) ewidano Canogpu Knup 3cInCu, cepun 94658, napmun 71040 ynaxoeox, zodex 0o 31.07.2022,

npousgodcmea Canogu Bunmpon Hudyempun, Opanyun, Sanofi Winthrop Industrie, 1 rue de la Vierge,

Ambares et Lagrave 33565 Carbon Blanc Cedex, France, voo OKIT[2 21.20.10.131, ko0 TH B3] 3004900002,
xornmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085348460 om 27.09.2019

COOTBETCTBYET TPEEOBAHHWAM
I N015542/01-050309 (HJ 42-13019-08 uzm. Ne 1-7)

AEKJIAPAITAA IPHHATA HA OCHOBAHHH
npomoxon ucnsimanuii Ne 30020 om 09.10.2019 H/T OO0 HI] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 /140, Cepmughuxam POCC FR.®M08.C50722 om 09.10.2019

JATA TIPHHSITHS TEKJIAPAIQAH 10.10.2019
& B
JEKJAPAITHSA NERCTBATERLHA O 31.07.2022

| i N M ]T A LA
% . 5 Knoxoga 10.C.
oexaapanm //nﬁmmcb ®.H.0

CBEJAEHUSI O PETUCTPAIINA

OPT'AH IO CEPTHOHKAIIHM, 3APETHCTPHPOBABIIAN JEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH ITO CEPTHOHKALIHH ITPONVKITHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opearna no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caum. oyxx.pg.

I[EK.HAPAI.[PISI 0 COOTBETCTBHH 3APETHCTPHAPOBAHA N POCC RU J]-FR. ®M08.4.39829/19

Hupenxo KB,
PyxoBomurens OC




«CAHO®M BMHTPON MHOYCTPHUA»

AMmbapac-3-Jlarpas
1 pw ne na Beepx

Ceprudukar ananusza /

AHaNHTHYEeCKHH NACOPT cepHH SA N O F I Y 4

KAPBOH-BIIAH, 33565 CEDEX, ¢paHuma
Tem.: 0557303000 ¢arc: 0557303600

Hom p 0Oase OaHHHX GMID:
Hara npouzBOACTEA:
Omcanve :

Tun:

¢opMa BHINYCKA:

CTpaHa nponaxm:

TononHMTensHan MHGOPMaUMA:

Couka Ha OoChed

CCeMIKA Ha BEPCMI CEpPTHYUKATAE aHanmaa: 37

:=============::::=:=======::::============:::::::::=====:::===============:::=:::=====::::::=========::::::==:======::::===============:==========

256566 Houmep cepun 9A658
20-AB-2019 flaTa MCTeYeHMA CpOKA TCOHOCTM: MIOA-2022
NNABMKC, 75 MI', W28 {(POCCHA)

TabneTxa, NOKPWTAAR TIEHOYHON OBONOUKON

KOpoOKa C 2 opucTepaMy nNo 14 radnerok

PoccuA

H/ N

MH-00187 pep. 10.0

HUCIIBITAHHUA CHEHHU®HUKAIIUHN PE3YJIBTATHI
XAPARKTEPUCTHKH
OnucaHue Kpyrnee cnerka OBOAKOBHOYKNHE TabJeTKH, COOTBETCTBYET
[MOKPHTHE NAEHOYHON obonaukoit, ¢
TPaBUPOBKOW “75” HMAa OOHOM CTOpPOHE M
“1171" Ha APYDOH CTOPOHE.
lper Po30BOT'C LBETA COOTBETCTRBYET
NOONUHHOCTE
Knonunorpen:

AMOKOCTHaA xpoMaTaTpadus CooTBETCTBYET COOTBETCTBYET
MK-cnexTpogpoToMeTpHa CooTBETCTBYRT COOTBETCTBYET
TUTAHA OMOKCHO NonoxTensHO MONOKHATENBHO
OrcuH *enesa LoJbaranEHY NONONUTENRHO

HCMHTAHKME
OOHOPOOHOCTHM AOZMPOBAHMA : He Oomee 15 2,2 %
- Knonuporpen: CooTBETCTRBYET COOTBETCTBYET

ODHOPORHGCTE O23UPOBAaHUA
Bapuauua no Macce
PacTEOpeHHE :

Cramusa 1

Cocyn
Cocyn,
Cocyn
Cocyan
Cocyn
Cocyn

LR S R ST

Cranus 2
Kaxgoe =BHauenune
CpegHee (51+S2)
Cragua 3
Kaxnoe 3sHaueHUe

Cpennee (S51+82+853)

He Mmenee 80 % 101 %
He meHes B8O % 97 %
%8 %

He meHee 80 %

H 80 % e

e MeHEe 92 %

He meHee BO % 99 %

He MeHee B0 %

He MeHee 60 % He npumeHMMo
He meHes 75 % He npumMeHmo
22 tabneTku: He MeHee 60 % He npumeHimo
24 radnerxM: He mMeHee 50 %

He meHee 75 % He npumennmo

rap_coa_resultats v§
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AHaJIHTHYECKNH MacnopT cepun

«CAHO®H BMHTPOI MHOYCTPUA»
AmGapac-3-flarpas
1 pw Oe nAa Brepx

KAPEOH-BINIAH, 33565 CEDEX, ¢panumsa
Ten.: 0557303000 dakc: 0557303600

Ceprudukar anainza /

SANOFI .

Kog B Gas’e DaHHex GMID:
flara npomussoacTea:
Cmcariia :

Turt :

dopma BHNYCKA :

Crpana npooaxui:

HononHyMTenbHas MHpOpMaumA :

Ccoullka Ha Oochbe:

Cceka Ha BepCuw cepTMdHKATa aHaNU3a:1

256566

20-AB-201%

NNABHKC, 75 MI', M28 (POCCHA)

TaobneTka, NOKPHTAA NASHOYHOH OGONOYKOH

kopefxa c 2 OrMcTepaMu No 14 TabneTok

Poccun

H/D

MH-00187 @ep. 10.0

37

DaTa vcTeusHMA CPOKa I'OJHOCTH :

Houmep cepun 9A6S8

Wi1-2022

Bona

He Goyee 1,7 %

NocTopoHHue npuMeck (BIKX) : He Oostee 0,2 % Huxe nopora oOHapyXeHMA
* Knomuporpena He Oonee 1,0 % 0.4%
SR 26334 He Gomee 0,2 % 3 Lol
SR 25989 He Gomee 1,2 % etk
Nwbas ODpyraa npuMecsh
CyMMa npumeceit Knonunorpena
KOJHYECTBEHHOE QIPEJEHEHUE
Knonmuporpena B raGaerke (BIXX} Or 71,25 no 78,75 Mr B TabieTke. 73,75 mr/t
B NPOUEHTOM CONEPXAHMM OT 3aAABNACHHOTD Or 95.0 % mo 105.0 % 983 §&
KOnMuecTea .
HCIIBITAHHNA CIIEHUOHUKAIINHA PE3YJIBTATHI

(*) Cxupaerca yTBepEIeHME PETYNATOPHHX OPTaHOB Ha YHajleHWe B BABMCHMOCTM OT CTPaHH HABHAYEHMA .
llo yreepxOeHun HOCke ¢ YHANEHHOR mupOpMALMell CO CTOPOHW PEryNATOPHEX OPTaHOB HAHHHE MCMHTAHMS DACCMATPMBAKTCA Kak

AOnONHUTEeNbHBEE

HacToAampM A NOATBEPRAAK, YTO BHUIEYKA3AHHAS MHQOPMALMA ABNAETCS BEPHOH M TouHOIt., JlaHHaA cepuA Npenapara Guaa
M3CPOTORJEHA, BKIOYAA ITANH YNAKOBKM/MABPKHUPOBKM M KOHTDPOJA KAa4YeCTBa, HA BHUWEYNOMAHYTHX NPOM3BONCTBEHHHXY TJIOWAOKaX B
NONMHOM COOTBETCTBHMM C TpeboBaHWAMM GMP
MECTHRX 34KOHONATENbHEX CPTAHOB BMACTH, & TAKXE CO CHeUMPMKALMAMM B PeDMCTPaLMOHHOM YAOCTOBEPEeHMMH CTpaHu-HMMNopTepa, Mo
Pe3yNETATaM NPOBEPKY 3anucH O MPOMBBONCTEE, YNAKOBKE M AHANMIE CEpMM COOTBETCTBOBAIM TpeboBaHuam GMP,

PeueHne

Dara:

YNONIHOMOWSHHOS JIMLIO MM opencraBMTeNb

OnoSpeHo

16-CEH-2019 15:55:30.00

WIELL Myriam
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

hmbarés et Lagrave
1 rue de la wvierge

33565 CARBON BLANC Cedex Franhce

SANOFI \z

Tel. 0557303000 Fax.0557303600
Code GMID: 256566 Lot number 9A658
Manufacturing Date: 20-AUG-2019 Expiry Date: JUL-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
Ré&férence dossier: MH-00187 v. 10.0
Reéf. CoA version: 37
- —
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
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 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 2.2
Mass variation Complies COMPLIES
Dissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes {UV):
Stage 1
+ Bowl 1 Not less than BO p.cent 101 P.CENT
. Bowl 2 Not less than 80 p.cent 97 P.CENT
Bowl 3 Not less than 80 p.cent 98 P.CENT
Bowl 4 Not less than 80 p.cent 95 P.CENT
Bowl 5 Not less than 80 p.cent 92 P.CENT
Bowl 6 Not less than 80 p.cent 9% P.CENT
Stage 2

Each value
. Average (51+52)
Stage 3

+ Each walue

. Average (51+52+53)

Not less than 60 p.cent
Not less than 75 p.cent

22 tab :
24 tab :
Not less than 75 p.cent

Not less than 60 p.cent
Hot less than 50 p.cent

NOT APPLIED
NCOT APPLIED

NOT APPLIED

NOT APPLIED

rap_coa_rasultats v
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambareés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.(557303600

SANOFI \7

Impurities (HPLC}
SR 26334
SR 2598%

Code GMID: 256566 Lot number 9A658
Manufacturing Date: 20-AUG-2019 Expiry Date: JUL-2022
Dascription: PLAVIX 75 NF 28CP ALU RU
Type: Film ccated 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 version: 37
e — =%
CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 1.7 p.cent 1.3 P.CENT

(Expressed in basis for content to clopidogrel form II base)} :
Not more than 0.2 p.cent <LOD
0.4 P.CENT

Not more than 1.0 p.cent

Unspecified degradation product (each) Not more than 0.2 p.cent <=0,20%
Total degradation products Not more than 1.2 p.cent 0.4 P.CENT
ASSAY

+ Clopidogrel form 1I {(HPLC)

Expressed in mg of clopidogrel base per 71.25 78.75 mg/tab 73.75 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 Microbiology purity to Normatives Documents request

I hereby certify that all the manutacturing 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

Decision Accepted

Date: 16-SEP-2019 15:55:30.00

Qualified person or Delagate: WEILL Myriam

Certificate of analyses electronically approved
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