Cepruduxkar anaausa /

AHATMTHYECKHIA ACIOPT CepHH SANOFI . Y |

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

1 pio me Jsa Beepx

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

Koxm GMID: 785112 HomMep cepumn CA749
JaTa NPOM3BOINCTBA: 07-0KT-2021 IlaTa ucTedveHus cpoka romHoctu: CEHT-2024
Omnmcaume IJIABUKC, 75 MI', N2x14 (POCCHA)

Tum: TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM

dopMa BHITYCKA : Kopobka c 2 OGmmucrepamu no 14 rabieTok

CrpaHa NPOIaxM: Poccus

JononunTeabHas MHOOPMaLNS : Homep PY: II NO15542/01

CceIJIKa Ha Jochbe: Mc-00140 sep. 12.0

Cchika Ha Bepcuio cepTudmkara aHammsza: 41

HNCIIBITAHUSA CIIEHUPUKALIUN PE3YJIbTATBI

XAPAKTEPUCTVKN
. Onmcaxue KpyrJiele cierxka OBOAKOBBIIYKJIEIE TabOJeTKH, COOTBETCTBYET
IIOKPHEITHE IJIEHOYHOM OBOJIOUKOM, C
rpaBMPOBKOM “75” Ha OOHOM CTOPOHE U
“1171” Ha OpPYyTO¥ CTOPOHE.
. IBer PosoBoro uBeTa COOTBETCTBYET
INOIJIHHOCTB
- Kmonmporpes:

XupxocTHas xpoMmarorpadus

CooTBeTCTBYET COOTBETCTBYET
Yo-cnexkTpoboTomeTpusa CooTBeTCTBYET COOTBETCTBYET
. Turana nuoxkcun [ToyoxnTensHO IOJIOXUTEJILHO
- Oxcnme xenesa HomonoAmenE o NOJIOXATEJBHO
VICIIHTAHVE
. OOHOPOIHOCTU INO3VIPOBAHNA:
AV (nokaszaress NpPUEMIIEMOCTN) He Gomee 15 4,9 %
OnHopomHOCTE nozuposauua (Bapuaumsa 1o CooTBeTCTBYET COOTBETCTBYET
mMacce)
. PacrTBopeHue — ComepxaHue T'MIPOCYJIbdaTa
KJIonMporpesia B pacTeope uepes 30 MMHYT
(Yo) =
Cramua 1 He menee 80 %
Cocyn 1 He menee 80 %
Cocyn 2
Cocyn 3 He meHee 80 %
Cocyn 4 He menee 80 %
Cocyzn 5 He menee 80 %
Cocynm 6 He meHee 80 %
?Tigizoi 3HaueHue He menee 60 %
. Cpemuee (S1+S2) He menee 75 %
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Cramusa 3

Kaxpoe s3HaueHune 22 TabneTku: He MeHee 60 % He mnpuMeHMMO
24 TabneTkyu: He MeHee 50 %

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

. Boma He 6ogjee 1,7 % 1,2 %

. TocropoHHMe npuMecyu (BOXX) (BopaxaerTcs B OTHOWEHMM K COLEPXaHMIO OCHOBaHMS KJIIONMAOTPEJa:

SR 26334 He 6Gomee 0,2 % Huxe mnopora OOHapyXeHWS
SR 25989 He Gomee 1,0 % Hmxe nopora oGHapyXeHus
Jiobasa npyras HIpuUMech He Gomee 0,2 % <= 0,20 %

Cymma npumecert Kionmpmorpedsa He Gomee 1,2 % Hiuxe mopora ofHapyXeHMs

KOJIMYECTBEHHOE OIPEIEHEHUE

_________ 73,83 mr/T.
Or 71,25 mo 78,75 Mr B TabjeTKe. 98.4 %

. Knonmupmorpesna B Tabierke (BOXX) Oor 95.0 % mo 105.0 % 4

]

Ilna PoccuicKoTo PEIHKa, I[IPOM3BOIOMTEIIb obecrneurBaeT kKadecTBa NoKaszaTessd «MMKpO@MOHOPMHeCKaH JycToTa» B COOTBETCTBUM C

TpeGOBaHMeM HOpMaTMBHOﬁ OOKYMEHTAalUuMM " BEIIOJIHAET MMHVMYM Ha 1 cepun B T'OnO

HacTosmmM s [OATBEpXOaid, UTO MNpencTaBJieHHas Bhue uHQopMalLmsa sSBJISETCS [OAJMHHOM M TOYHOM. DJTa cepusd Npenapara

npoms3BeneHa, BKJoYas YIAKOBKY M KOHTPOJb KadeCTBa, Ha yKas3aHHOM BHuE IJomangke (—-ax) B IIOJIHOM COOTBETCTBMU C

TpeboBaHuAMK Hanjexamel NPOUM3BOACTBEHHOV NpakTMky (GMP) MECTHOTO pPeTyJIATOPHOTO OpTaHa U B ciTWIRRTCTBUM  CO
O

& 20N
cneundmkauMaMM, YKa3aHHBMM B PerMCTpPaluMOHHOM YIHOCTOBEPEHUM CTPaHE-MMIOPTepa. 3alucu o np?4 SQIIC ‘*;yqagz Ke u
aHanmmMs3y cepuy OBIM NPOBEPEHB M MNPM3HAHE COOTBETCTByHUMMM TpeboBaHmaAMm GMP. o ;é? ﬁ&ﬁ&{iﬁ*ﬁxfﬁ

Pemeunne OmobpeHO
Hara: 02-H05B-2021 17:35:56.00
YNONMHOMOYEHHOE JMIIO MIM NPefCTaBUTENb: IDIQUIN Martine

CepTM@MKaT aHaJM3a I[Io4nnmcaH SHGKTPOHHOﬁ IIOANNCEIO
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI .2

Each value

Average (S1+S2)

Not less than 60 p.cent

Not less than 75 p.cent

Code GMID: 785112 Lot number CA749
Manufacturing Date: 7-0CT-2021 Expiry Date: SEP-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 P N015542/01
Référence dossier: MC-00140 v. 12.0
Réf. CoA version: 41
L
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 4.9
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 97 P.CENT
Bowl 2 Not less than 80 p.cent 97 P.CENT
Bowl 3 Not less than 80 p.cent 82 P.CENT.
pF ot O =
Bowl 4 Not less than 80 p.cent 100 i;j@}}%ﬁ?:“
Bowl 5 Not less than 80 p.cent & T'E§?} g
Bowl 6 Not less than 80 p.cent
- Stage 2
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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
N
Code GMID: 785112 Lot number CA749
Manufacturing Date: 7-0CT-2021 Expiry Date: SEP-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 P N015542/01
Référence dossier: MC-00140 v. 12.0
Réf. CoA version: 41
: S
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 1.2 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 <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

Clopidogrel (HPLC)

For Russian market,

71.25
95.0

73.83 MG/CP
98.4 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
2-NOV-2021 17:35:56.00

IDIQUIN Martine

Certificate of analyses electronically approved
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