AHAJIMTHYECKUH ACTIOPT CepPUM

«CAHO®M BUHTPOII MHIOYCTPUA»
AMmbBapsc-3-JjlarpaB

1 pio me Jsa Beepx
KAPBOH-BJIAH, 33565 CEDEX,

Tes.: 0557303000 daxc:

dpaHLUA
0557303600

Cepruduxkar anaausa /

SANOFI v g

Konm B Gasze mauHbeIXx GMID:
IaTa NpoM3BOOCTBA:
Onmcanne:

Twr:

dopMa BHIIYCKa:

CrpaHa NPOIaxM:

JlonoJIHUTEeNbHasA MHOOPMaLMs :

Cceulka Ha IocChbe:

Ccrllka Ha BepCHrio CepTVI(bVIKaTa aHamsa:

HUCIIBITAHUSA

331036

16-MAP-2020

INIABMKC, 300 Mr, 1x10 (POCCHS)
TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM
xopobka c 1 Bmmucrepom no 10 Tabrnerox

Poccusa

PerucrpaumonHoe
yaoocToeepenue N JICP-
009024/10

MH-00144 sep. 4.0
14

CNEIN®UKALIAN

AA001

Homep cepum

IaTa ucredveHus cpoka romHoctu: OGEB-2023

PE3YJIBTATHI

XAPAKTEPUCTUKN

. Onmcaxue

. IBeT

INOMJIMHHOCTB

- Kmonmporpes:

KmpokocTHas xpomMartorpadmsa
VK-cnexrpoboTomeTpusa

. TmTaHa OuOKCHUI
. Oxcunel xejiesa

VICIIHTAHUE

. OIHOPOIHOCTN JO3VIPOBAHVA:
- Kponmnmorpes:

OmHOPOOHOCTE IO3MPOBAHMUA
Bapmauma no macce

. PacreopeHMe:

Crammsa 1

Cocyn
Cocyn
Cocyn
Cocyn
Cocyn
Cocyn

oUW

Cranus 2
. Kaxnmoe sHaueHue
. CpenHee (S1+S2)
Cranusa 3
. Kaxpmoe 3HaueHne

Kpyriele cilerka OBOSKOBHITYKJIEIE TaObJIeTKH,

IIOKPEITHE IJIEHOYHOM OBOOJIOUKOM, C
rpasuposkoit “300” Ha OOHOM CTOPOHE U
“1332” Ha IOpyro CTOpPOHE.

PosoBoro uBeTa

CooTBeTCTByET
CooTBEeTCTByET
TToJioXUTEJIEHO
TToJioXUTEJIEHO

He 6ojyee 15.0

CooTBEeTCTBYET
He menHee 80 %
He meHee 80 %
He menHee 80 %
He menHee 80 %
He meHee 80 %
He menHee 80 %
He menee 60 %
He menee 75 %
22 Tabnerku: He Menee 60 %
24 Tabnerkmu: He Mmenee 50 %
He meHee 75 %

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET
[TOJIOXUTEJIBHO
IIOJIOXNTEJIBHO

5,6
COOTBETCTBYET

rap_coa_resultats v5




Jolf«CAHYT -
i;; L RUSSia AO
dz\| sanoft F*

AHannanea;m HLKEM(“)sz cepum SA N O F I \ J

«CAHO®V BUVHTPOII VMHOYCTPUSA»
AMmbBapsc-3-JjlarpaB

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tesr.: 0557303000 daxc: 0557303600

Kon B Gasze nmanHeix GMID: 331036 Homep cepun AAOO1
JaTa NPOM3BOINCTBA: 16-MAP-2020 IaTa ucredveHus cpoka romHoctu: OGEB-2023
Onmucauue - IJIABMKC, 300 Mr', 1x10 (POCCHKS)
Tum: TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM
dopMa BHITYCKA : xopobka c 1 Bmmucrepom no 10 Tabrnerox
CrpaHa NPOIaxM: Poccus
JlonoJIHUTEeNbHasA MHOOPMaLMs : PerucrpalumMoHHOE
yaoocToeepenue N JICP-
009024710
Cceulka Ha IOChbe: MH-00144 Bep. 4.0
Cchika Ha Bepcuo cepTudukara aHammsza: 14

. CpenHee (S1+S2+S3)

. Boma He Gosee 1,7 % 1,0 %

. Nocropouumne npumecu (BIKX): He Gomee 0,2 % Hmxe nopora oOHapyXeHUsa
* Kyonupmorpersa He Gojyee 1,0 % 0.3% .

SR 26334 He Gomee 0,2 % <= 0,2 %

SR 25989 He Gomee 1,2 % 0.3%

Jiobaa Impyrasd IpuMech
Cymma npumecent Knonmpmorpeda

KOJIMYECTBEHHOE OIIPEIEHEHVE

. Kmonmpmorpesa B Tabnerke (BIXX) Oor 285.0 mo 315,0 mMr B TabneTke. 294.,7 mr/T
B NpOLEHTOM COIEpPXaHWM OT 3asgBJIEHHOTO Oor 95.0 % mo 105.0 % 98 ’% :
KOJIMUeCcTBa ’

s pOCCI/IﬁICKOI‘O PEHKAa IIPOM3BOIONTEJIb obecrneurBaeT KadeCTBO MI/IKpOGI/IOHOI‘I/I‘:{eCKOﬁI UMCTOTEI COIJIACHO HOpMaTI/IBHOﬁI JoxyMeHTauum
L |

HacTosmmM S NOATBEPXIAl, YTO NPMBEIEHHAaSd BeIle MHOOpPMALMS SBJISETCS BEPHOM M TOYHOM. [IPOMBBOACTBO HAHHOM Cepum
NponykKTa, BKJOYAas YNakKOBKY, MapKMPOBKY M KOHTPOJIb KaudeCTBa Ha yKa3aHHHX BHIle OOBEKTaxX, IOJHOCTBI COOTBETCTBYET
TpeboBaHMaAM Hazmyexaumely NPOM3BOACTBEHHON NpaxkTuky (GMP) MeCTHOT'O KOHTPOJNMPYWEIO OpraHa, a Takkxe clheunpmxaumsaM,
YKa3aHHEM B PerMcTpaluMOHHOM yHOCTOBEPEHMM CTPaHE-MMIOPTEpa. 3anmucu O NPOM3BOACTBE, YIAKOBKE U aHalMs3e cepum OBIM
NNPOBEPEHE M NPM3HAHE COOTBETCTBYyOUMMM TpeboBaHmsaM GMP.

Pemenne OnoBbpeHOo

Oara: 9-AnpP-2020 16:27:40.00

YIOJIHOMOYEHHOE MO MUINM IPeACTaBUTElNb: DEIASA lsabelee

JaHHE CcepTudmKaT aHaim3a ONOOPEeH B BJIEKTPOHHOM BUIE % \ ‘3

o ff«Canodu rJOC,cm: \:
L Sanofi Russia AO ]c :
r\u—
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Certificate of analysis /
Batch certificate

SANOFI .2

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France

Tel. 0557303000 Fax.0557303600
.
Code GMID: 331036 Lot number AAQO01
Manufacturing Date: 16-MAR-2020 Expiry Date: FEB-2023
Description: PLAVIX 300MG TABCO 1X10 RU
Type: Film coated tablet
Presentation: Box with 1 blister of 10 tablets
Market Name: Russia
Additionnal inf: MA number LSR-009024/10
Référence dossier: MC-00144 v. 4.0
Réf. CoA version: 14
L J
~
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
Aspect Oblong film-coated tablet, engraved COMPLIES
"300" on one side and "1332" on the
other side
Colour Pink COMPLIES
IDENTIFICATIONS
Clopidogrel
Liquid chromatography Complies COMPLIES
UV Spectrophotometry Complies COMPLIES
Titanium dioxide Positive POSITIVE
Red iron oxide Positive POSITIVE
TESTS
Uniformity of dosage units
Acceptance value Not more than 15.0 5.6
Weigh variation Complies COMPLIES
Dissolution - Clopidogrel Hydrogenosulfate dissolved after 30 minutes (UV) (Q=75)
- Stage 1
Bowl 1 Not less than 80 p.cent 93 P.CENT
Bowl 2 Not less than 80 p.cent 93 P.CENT
Bowl 3 Not less than 80 p.cent 93 P.CENT
Bowl 4 Not less than 80 p.cent 94 P.CENT
Bowl 5 Not less than 80 p.cent 94 P.CENT
Bowl 6 Not less than 80 p.cent P.
- Stage 2
Each value Not less than 60 p.cent
Average (S1+S2) Not less than 75 p.cent (‘WHC
- Stage 3 3 "_Q. \Q:I\H
Each value 22 tab Not less than 60 p.cent NOT AP& ED a RUSf
24 tab Not less than 50 p.cent ‘%ﬁi\
Average (S1+S2+S3) Not less than 75 p.cent NOT APPii@b‘
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Certificate of analysis /

Batch certificate SANOFI Y

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 331036 Lot number AAQO01
Manufacturing Date: 16-MAR-2020 Expiry Date: FEB-2023
Description: PLAVIX 300MG TABCO 1X10 RU

Type: Film coated tablet

Presentation: Box with 1 blister of 10 tablets

Market Name: Russia

Additionnal inf: MA number : LSR-009024/10

Référence dossier: MC-00144 v. 4.0

Degradation products (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 0.3 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 0.3 P.CENT
ASSAY
Clopidogrel (HPLC) 285.0 315.0 mg/tab 294.7 MG/CP
95.0 105.0 p.cent 98.2 P.CENT

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

Réf. CoA version: 14
CONTROLES SPECIFICATIONS RESULTS ]
Water content Not more than 1.7 p.cent 1.0 P.CENT

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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 Accepted
Date: 9-APR-2020 16:27:40.00
Qualified person or Delegate: DELASA Isabelle

.

Certificate of analyses electronically approved
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