Cepruduxkar anaausa /
AHAJINTHYECKUH MACTOPT CepPUM

|f:ll
Sanori
«CAHO®V BVHTPOII VMHOYCTPUSA»

AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

33565 KAPBOH-BJIAH,CEDEX, dpaHUMUS

Tesr.: 0557303000 daxc: 0557303600

Konm GMID: 796543 Homep cepuu CA09J
JlaTa nNpomM3BOINCTBA: 07-5HB-2022 IlaTa mcredueHus cpoka romHocTm: JEK-2024
Ommcanme : IUIABUKC, 75 MI', N14x2 (POCCHS)

Ty : TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM

dopMa BHITYCKA : kopobka c 2 OmmcrTepamu no 14 rabieTok

CTpaHa npoIaxmu: Poccusa

JlonoJIHUTEeNbHasA MHOOPMaLMs Homep PY: EA3C - JII-N(000307) - (PI'-RU)

CchlJIKa Ha Oochbe: MC-00140 Bep. 12.0

Cchllka Ha BepcHuio cepTmdmkaTa aHaamsa: 41

HNCIIBITAHUA

CNELIN®UKALIAN

PE3YJIbTATBI

XAPAKTEPUCTVKN
. Onmcaxue KpyrJiele cierka OBOAKOBERIIYKJIEIE TabJeTKH, COOTBETCTBYET
IOKPHEITHE IJIEHOYHOM OBOJIOUKOM, C
rpaBMPOBKOM “75” Ha OOHOM CTOPOHE U
“1171” Ha OpPyTO¥ CTOPOHE.
. IBer PosoBoro uBeTa COOTBETCTBYET
INOIJIVHHOCTB
. Knmonmupmorpes:
XmpxocTHasa xpomarorpadus CooTBEeTCTBYET COOTBETCTBYET
Yo-cnekTpobpoTomMeTpnsa CooTBeTCTBYET COOTBETCTBYET
. TuTaHa IMOKCHI R TOTIOXUTEIBHO
I[IOJIOXMUTEJILHO
- Oxcnme xenesa NIOJIOXATEJIBHO
VICIIHTAHUE
. OIHOPOIHOCTU HO3VPOBAHVA:
AV (nmokasaTejyib NPUEeMJIEMOCTH) He Gojee 15 2,5
ODHOPOOHOCTHL IO3MPOBaHMSA (Bapmaums IO CooTBeTCTBYET COOTBETCTBYET

Macce)

. PacTBopenme - ConmepxaHue rumpocylibdara
KJIoNMuporpesia B pacTeope uepes 30 MMHYT
(YO) :

Cramusa 1 He menee 80 % 100 %

Cocya 1 He meHee 80 % 98 %

Cocyn 2 80 3 97 ¢

Cocyn 3 He wmeHee s 89 o

Cocyn 4 He mMeHee 80 % 98 o

Cocyn 5 He menee 80 % 97 ¢

Cocym 6 He meHee 80 %

Cranus 2 60 3 -

. Kaxnoe sHadeHne He menee S He IPUMEHMMO
. CpenHee (S1+S2) He meHee 75 % e MPVMEeHUMO
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Cranusa 3

Kaxnoe sHaueHme 22 TabyeTkmu: He MeHee 60 % He npuMmeHMMO
24 TabneTkyu: He MeHee 50 %

Cpennee (S1+S2+S3) He mMeHee 75 % He npuMeHMUMO

. Boma He Gomee 1,7 % 0,5 %

. Hocropouume npmMmecu (BOXKX) (BrelpaxaeTcsa B OTHOWEHMM K COHOEPXaHMIO OCHOBAHMA KJONMOoTpesa:

SR 26334 He 6omyee 0,2 % Hmxe nopora oOHapyXeHUs
SR 25989 He Gomee 1,0 % 0,5 %
Jiobaa Ipyrasa OpuMech He Gomee 0,2 % <= 0,20 %
CyMma mnpuMmeceM Kionmporpeda He Bomee 1,2 & 0,5 %
/2 %

KOJIMYECTBEHHOE OIPEIEHEHUE
_________ Or 71,25 mo 78,75 Mr B TabneTke. 74,29 mr/T.
. Knonmunmorpesia B Tabierke (BOXX) Oor 95.0 % mo 105.0 % 99,1 %

;1%

Ilna PoccuicKoTo PEIHKa, I[IPOM3BOIOMUTEJIb obecrneuuBaeT kKadecTBa NoKaszaTessd <<MI/IKpO6I/IOJIOI‘I/IT-IeCKaFI JycToTa» B COOTBETCTBUM C
Tpe@OBaHI/IeM HOpMaTI/IBHOﬁI HOOKYMEHTAalUVM ¥ BEIIOJIHAET MMHVMYM Ha 1 cepun B I'OO

HacroamymMm A TMOATBepXnailo, UYTO [pencTaBjieHHas Beme uMHOOpMauMa ABJAETCA NOIJMHHOM M TOYHOM. OTa cepud Openapara
npomspeneHa, BKJoYasd YIaKOBKY M KOHTPOJIE KadecTBa, Ha YKas3aHHOM Bhlle IJomangke (-ax) B IIOJIHOM COOTBETCTBMU C
TpeboBaHMAMMU Hamyexamel MNPOM3BOINCTBEHHOM NpakTuky (GMP) MeCTHOTO pPeryJIaTOPHOTO oOpraHa M B COOTBETCTBUM CO
cneundmraumMaMy, yKas3aHHEIMM B PerMcTpauMOHHOM yIOCTOBEPEeHMM CTPpaHBE-MMIOpTepa. 3anmucu [0 MNPOM3BOICTBY, YHNaKOBKE U
aHanmmMs3y cepuy OBUIM NPOBEPEHB M MNPM3HAHE COOTBETCTByOUMMM TpeboBaHmaAMm GMP.

Pemeunne OmobpeHO
Jara: 28-CEH-2022 18:07:33.00
YIIOJIHOMOYEHHOE JIMIIO MM IIpPeACTaBUTEeNb : IDIQUIN Martine

CepTudmxaT aHaIM3a NOONMCAH SJIEKTPOHHOM MNOONMCHIO
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Certificate of analysis /

Batch certificate SAOno fi

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 796543 Lot number CA09J
Manufacturing Date: 7-JAN-2022 Expiry Date: DEC-2024
Description: PLAVIX 75MG TABCO BL 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number : EAEU - LP-N° (000307)- (RG-RU)

Référence dossier: MC-00140 v. 12.0

Réf. CoA version: 41
. v
N
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
Liquid chromatography Complies COMPLIES
UV spectrophotometry Complies COMPLIES
Titanium dioxide Positive POSITIVE
Red iron oxide Positive POSITIVE
TESTS

Uniformity of dosage units
AV (Acceptation value) Not more th. 15.0 2.5
Uniformity of dosage units Complies COMPLIES
(mass variation)

Dissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes (UV)

- Stage 1

Bowl 1 Not less than 80 p.cent 100 P.CENT

Bowl 2 Not less than 80 p.cent 98 P.CENT

Bowl 3 Not less than 80 p.cent 97 P

Bowl 4 Not less than 80 p.cent 89 P.

Bowl 5 Not less than 80 p.cent 98 P

Bowl 6 Not less than 80 p.cent 97 P

- Stage 2 \
Lo )

Each value Not less than 60 p.cent NOT APPLIED 'h‘

Average (S1+S2) Not less than 75 p.cent NOT APPLIED .
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Certificate of analysis /
Batch certificate

sanofi

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France

Tel. 0557303000 Fax.0557303600

Code GMID: 796543 Lot number CA09J

Manufacturing Date: 7-JAN-2022 Expiry Date: DEC-2024

Description: PLAVIX 75MG TABCO BL 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number EAEU - LP-N°(000307)- (RG-RU)

Référence dossier: MC-00140 v. 12.0

Réf. CoA version: 41

CONTROLES SPECIFICATIONS RESULTS

- Stage 3

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

24 tab Not less than 50 p.cent

Average (S1+S2+S3) Not less than 75 p.cent NOT APPLIED
Water Not more th. 1.7 p.cent 0.5 P.CENT
Degradation products (HPLC) (Expressed in basis for content to clopidogrel base)

SR 26334 Not more than 0.2 p.cent <LOD

SR 25989 Not more than 1.0 p.cent 0.5 P.CENT

Clopidogrel (HPLC)

For Russian market,

Unspecified degradation product

Total degradation products

(each) Not more than 0.2 p.cent <=0.20%

Not more than 1.2 p.cent

71.25
95.0

74.29 MG/CP
99.1 P.CENT

78.75 mg/tab
105.0 p.cent

manufacturer assures Quality of Microbiology purity to Normatives Documents request

Microbial examination is performed at least on 1 batch per year

manufactured,
with the GMP

requirements of the

I hereby certify that the above information is authentic and accurate.
including packaging/labelling and quality control at the above mentioned sites in full compliance

importing country. The batch processing,

This batch of product has been

local regulatory authority and with the specifications in the Marketing Authorisation of the
packaging and analysis records were reviewed to be in compliance with GMP

Decision

Date:

\.

Qualified person or Delegate:

Accepted
28-SEP-2022 18:07:33.00

IDIQUIN Martine

This Certificate of

Analysis has been electronically signed from a validated system
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