JEKJAPAIIASI O COOTBETCTBUH

JEKJAPAHT, IPHHAMAIOHNIHI JEKTAPAIIMIO O COOTBETCTBHH

AO "Canou Poccus”

3apezucmpuposano ;. Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, e. Mocksa, yn. Teepexaa, 0. 22, Teneghon:8 (493) 721-14-00

B auye: Ienepanvuutii oupexmop Adavan H.B.

Hosepennoe nuyo. Kioxoea FO.C., ooeepennocmo 6/n om 01.12,2017

3ASABJISIET, UTO

aexapemesennoe cpedemeo. Tliaguxe madnemxu noxkpeinvie nAeHOUHOT oboaouroy 75 me 10 wm., ynaxosxu
aueiikoevie konmypheie (10), nawxu xapmonnwe, PY Ne I N015542/01 om 05.03.2009 (0ama samerno
06.09.2016) evioano Canogu Kaup 2¢01Cu, cepua 84502, napmus 18206 ynaxoeox, 200en 0o 01.04.2021,
npouzgodcmea Canogu Bunmpon Huoycmpua, ©panyus, Sanofi Winthrop Industrie, I rue de la Vierge,
Ambares et Lagrave, 33565 Carbon Blanc Cedex, France, koo OKII[]2 21.20.10.131, xod TH B3
3004900002, ronmparxm Ne 25 0/40056192/F-2 om 20.10.2010, uneotic Ne 9085296438 om 26.06.2018

COOTBETCTBYET TPEBOBAHUSIM
ITNOI5542/01-050309 (HIT 42-13019-08 uzm. Ne 1-6)

JEKAAPAITAS TITPUHATA HA OCHOBAHHH
npomoxoa ucnetmanuit Ne 1858 0 om 04.07.2018 HJ/I OO0 HL "OAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpurcam POCC FR.DPM0O8.C17527 om 04.07.2018
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CBEJAEHUS O PETUCTPALIMA

OPT'AH 11O CEPTHOHKAIIMM, 3APEM'MCTPHPOBABINHH JEKJIAPALIHIO

RA.RU.11®MO8 OPTAH IO CEPTH®HKAIJHH TPOIVKIHH OBILECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHA, eapoc) Mockea, ya. Macmepxosa, 0. 4, sm. 5., men..(493)788-02-88, eeo-
caum: oyrK.pg.

I{EKJIAP_AJ.LHH O COOTBETCTBUHU 3APEITNCTPUPOBAHA N POCC FR.®M08.7105976

HuaeHko M.b.
Pyxoeoaurens OC




Canodu Bunrpon Unnycrpus, ®panuus

Ambares et Lagrave
1 rue de la Vierge

33565 CARBON BLANC Cedex, France

CEPTHD®UKAT AHAJIM3A

IlnaBuke®, TabaeTkH, MOKPLITHIE NUIEHOYHOT 060J04K0il, 75 Mr O0aucrepni - 10 - N10

Cepus: 8A502
Tlpouzeenen: 23/04/2018
TI'onen no: 04/2021
HATIN015542/01-050309

MOKA3ATEJIN HOPMBbI PE3VYJIbTATHI
Onncanne Kpyrinie ciierka ABOSKOBBINYKIbIE TabAETKH, CoorgeTcTBYET
TOKPEIThIE ILIEHOYHOH 000I0UKOH PO30BOIO
UBETa, C FPABMPOBKOH “75” Ha onHol cTopoHe B
“1171” Ba apyrou cropowue,
IoanunaHOCTE
- MeTomom BRXKX Rt (obpa3ua) = Rt (crangapra) CootBeTcTBYET
- Y®-cnexrpodoromerpus Rf (06pazna) = Rf (crannapra). CooTtreTcTBYCT
Cpenuas macca™ 255,0 Mr £ 5 %. CootBercTBYET
OJTHOPOJIHOCTh MacCCHI 18/20 - He 6onee + 5%: CootBercTByeT
2/20 - ne Gonee + 10 %. Cootsercrayer
Pacrropenue He menee 75 % (Q) 3a 30 Mun. CootseTcTRYET
ITocroponuue SR 26334 - ne 6onee 0,2 %; <LOD
npuMecu** SR 25989 - ue Gonee 1,0 %; 0.4%
CAMHUYHOH HEHMAEHTH(PUIUPOBAHHOMN IPHMECH - <=0.020%
He Honee 0,2 %;
BCETO Npumeceil - He Gonee 1,2 %. 0.4%
Muxkpobuonoruteckas Hsmenenne Ne 3, xareropus 3 A. CootseTcrByer
YHCTOTA
KomnuecrrenHoe Ot 71,25 no 78,75 mr 73,18 Mr/rabx
onpeneneaue® ¥ KAONRAOTpena B OAHOH TabieTke.

Ot 95,0 1o 105,0%

97.6 %

* o
- 10Ka3aTeb BBeIeH (pupMoli B cootsetcTBun ¢ TpebGosannamu HCKJIIC, dupMa rapasTHpyeT KauecTro

npenapaTa fio YKa3aHHOMY I0KazaTemo.
" HOpMbI TpencTaBfieHbl Ha KoHen cpoka rogHoCTH. OHHM OTIMYAIOTCA OT HOPM, NPEICTABIEHHBLIX B
CepPTU(PHKATE aHAIN3A FOTOBOTIO HPOAYKTA 1IPH BhIIYCKE,
YkaszaHHas cepus NPOM3BEACHA B COOTBETCTBHHU ¢ ACHCTBYIOLIMMH TPeOOBAHHAMHI PErUCTPALOHHONO JOChE
¥ NpaBHIaMH HaJJieXkKalileH NPaKTHKK [IPOM3BOACTRA JleKapeTBeHHblx cpeacts (GMP). Kakue-nubo 3HaumMMBIe

KIIH KDHTHYCCKHC OTKJIOHEHMA OT PerIaMEHRTHPOBaHHBIX NapaMeTpoR HE 3aperuCTPUPOBAKLL.

Pemenne: Bumymen 12/06/2018

£
Azpec: 123009, Mocksa. yn. Taeperan. 22, Ten: (493) 721-1400. daxc: (495) 721-14711. www. umoff%
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Certificate of analysis /
Batch certificate

SANQOFI WINTHROP INDUSTRIE
Amarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI

-

Code GMID; 595599 Lot number

Manufacturing Date: 23-APR-2018
Description: PLAVIX 75MG TABCO BL10X10 RU
Type: Film coated tablet

Expiry Date:

Presentation: Box with 10 blisters of 10 tablets
Market Name: Russia
Additionnal inf: NA

Référence dossier: MH-00187 v. 10.0
Réf. CoA version: 36

CONTROLES

8A502
APR~2021

CHARACTERS

. Aspect

Colour

IDENTIFICATIONS
Clepidogrel form 11
Liguid chromatography Complies .
UV spectrophotometry C@ﬁéiies'
Titanium dioxide Péﬁifiﬁ

Red iron oxide Positive

Uniformity of dosage units

Acceptance value (AV) Not more than

Mass variation Compiies .
Dissolution - Clopidogrel Hydrogen sulfété:.iSSOlvéd

Stage 1
Bowl 1
Bowl 2
Bowl 3
Bowl 4
Bowl 5
Bowl 6

Stage 2
Each wvalue

. Average (851+82)

Stage 3

Each wvalue

- Average (31+82+83)

CONFORME/COMPLIES

CONFORME/COMPLIES

| CONFORME/COMPLIES
| CONFORME/COMPLIES
POSITIVE/POSITIVE

PGSITIVE/POSITIVE

3.1
: CONFORME/COMPLIES

LCENT
LCENT
JCENT
.CENT
.CENT
.CENT

oW ' o m ™o

NON APPLIQUE

rap_coa_resultats vB




Certificate of analysis /
Batch certificate

SANCFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

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

rCode GMID: 595599 Lot number 8AL02
Manufacturing Date: 23-APR-2018 Expiry Date: APR-2021
Description: PLAVIX 75MG TABCO BL10X10 RU

Type: Film coated tablet

Presentation: Box with 10 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA&

Référence dossier: MH-00187 v. 10.0
Réf. CohA version: 36

RESULTS |

1.6 P.CENT

CONTROLES .
. Water content
Impurities (HPLC) (Expressed in basis fo

SR 26334

SPECIFICATIONS |

SR 25989 0.4 P.CENT
Unspecified degradation product (each) =0.20%
Total degradation products 0.4 P.CENT
ASSAY
Clopidogrel form I1II {HPLC) _

Expressed in mg of clopidogrel base per ;73.18 MG/CP
tablet

97.6 P.CENT

Expressed as a percentage of the

theorical content per tablet

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling and quality 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

Decision Accepté
Datea: 12-JUN-2018 15:42:41,00
Qualified person or Delegate: IDIQUIN Martine

Certificate of analyses electronically approved
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