Cepruduxkar anaausa /

AHAJINTHYECKUH MACTOPT CepPUM

«CAHO®M BUHTPOII MHIOYCTPUA»
AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS

sanofi

Tes.: 0557303000 daxc: 0557303600
Kom GMID: 796543 Homep cepumn DA856
IlaTa NPOMB3BOACTBA: 31-ABRI'-2022 IlaTa MCTedyeHMs CpoKa MoJI-2025

Onmucaume :

Twun:

dopmMa BHITyCKa:
CTpaHa MOPOIaXM:

IonoJIHUTEeJIbHaA MHOpMaLMA :

CcpUika Ha IOOChbe:

Cchilka Ha Bepcuio cepTudpmuraTa
aHammsa:

I'OOHOCTM:

IUIABMKC, 75 MI' Ta6nerkmum 6mmcrep N14x2 (POCCUS)
TabjeTka, [NOKPEITas I[IJIEHOWHOM OOOJIOUKOM
KopoBka c 2 OaucTepamm no 14 TabieTox
Poccusa

Homep PY: EABC - JII-N(000307)- (PT'-RU)

MC-00140 Bep. 12.0
41

HNCIIBITAHUSA

CNNEIM®UKALIAN

PE3YJIBTATHI

XAPAKTEPUCTUKN

OnmucaHue

IIBeT

[NIOOJIMHHOCTB

Knonunmorpes:

XunkocTHasa xpoMmarorpadumsa
Yo-cnexkTpopoTomMeTpna

TuTaHa OMOKCUI
OxcCuIOEl XeJjes3a

VICIIHTAHUE

OIOHOPOIHOCTU IO3MPOBAHNA:
AV (rmmoxasaTejb NPpUeMJIEMOCTHU)
OOHOPONHOCTH HO3UPOBAHUS
Macce)

PacreopeHme - ComepxaHMe I'MOpPOCyJibdaTa
KJIONMOoTpesyla B pacTBope uepes 30 MUHYT

(YO) :
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Kpyruele cjerka OBOSKOBHIIYyKJIEIE TabjeTku,
IIOKPEITEIE IIJIEHOYWHOM OOOJIOUKOM, C
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“1171” Ha OPyTOM CTOPOHEe.
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Cepruduxkar anaausa / q a n o f I
AHAJIUTHYECKUH ACTIOPT cepumn ®
«CAHO®M BUHTPOII MHIOYCTPUA»

AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS

Tesr.: 0557303000 daxc: 0557303600

Kom GMID: 796543 Homep cepumn DA856

IlaTa NPOMB3BOACTBA: 31-ABRI'-2022 IlaTa MCTedyeHMs CpoKa MoJI-2025
TONHOCTM:

Onucaume : IUIABMKC, 75 MI' Ta6nerkmum 6mmcrep N14x2 (POCCUS)

Twr: TabjeTka, [NOKPEITas I[IJIEHOWHOM OOOJIOUKOM

dopMa BEITyCKa: kopoBka C 2 OmmcTepamm no 14 TabieTok

CTpaHa NpOOaxmu: Poccua

IonoJyiIHUTeNbHas MHPOpMaUM : Homep PY: EADC - JHI-N(000307) - (PI'-RU)

Ccrlka Ha Iochbe: MC-00140 Bep. 12.0

Ccrlka Ha Bepcuio cepTudmxara 41

aHanmsa:

HNCIIBITAHUSA CIIEIIUOUKALIUN PE3YJIBTATHI

Cramus 3
Kaxnmoe 3HaueHume 22 TabneTkyu: He MeHee 60 % He npuMeHMMO
24 Tabynerkmu: He MeHee 50 %
Cpennee (S1+S2+S3) He menee 75 % He mnpuMeHMMO
Boxna He Gojee 1,7 % 1,2 %

llocTopoHHMe npmuMecu (BOXX) (BepaxaeTcsa B OTHOWIEHMM K COIEPXaHMIO OCHOBAHMA KJONMIoIpera:

SR 26334 He Gomee 0,2 % Hmxe mopora oOHapyXeHUs
SR 25989 He Gosee 1,0 % 0,3 %
Jobaa mpyrad IpuMech He Gomee 0,2 % <= 0,20 %
CyMmma npuMmecel Kionmporpesa He Gomee 1.2 % 0,3 %
/2 %
KOJIMUYECTBEHHOE OIIPEIEHEHVE
_________ 73,70 mr/T.
Or 71,25 mo 78,75 Mr B Tadbjierke. 98 .3 2
Krmonupmorpesna B Tabnerke (BOXX) Oor 95.0 $ mo 105.0 % e

Iia Poccuiickoro PBEIHKA, I[IPOM3BOIOMTEJIb obecrnieuyBaeT KadecTBa [oKa3aTelNd «MMKpOGMOHOPMHeCKaH UycToTa» B COOTBETCTBUMUM C
TpeGOBaHMeM HOpMaTMBHOﬁ OOKYMEHTAalUuMM " BEIIOJIHAET MMHVMYM Ha 1 cepun B T'OnO

HacroammM s MOOTBepXraio, UYTO [pencTaBjieHHas Bele uMHOOpMaumMsa ABJIAeTCA NOIJMHHOM M TOYHOM. OTa cepusd [Openapara
npomspeneHa, BKJOYWas YIaKOBKY M KOHTPOJb KadecTBa, Ha YKa3aHHOM Bhlle IIIomanke (-ax) B IIOJHOM COOTBETCTBUM C
TpeboBaHMAMMU Hamyexamel MNPOM3BOINCTBEHHOM NpakTuky (GMP) MeCTHOTO pPeryJIaTOPHOTO oOpraHa M B COOTBETCTBUM CO
cneumdmraumMaMy, yKasaHHEIMM B PeruMcTpauMOHHOM YIOCTOBEPEeHMM CTPaHE-MMIOpTepa. 3ammMcu IO NPOM3BOICTBY, YIaKOBKe U
aHammMsy cepuy ObUIM NPOBEPEHH U NPM3HAHE COOTBETCTBYOUMMM TpeBobaHMaM GMP.

Pemenne OnmoBbpeHOo
HOara: 18-0KT-2022 18:23:48.00
YHNONHOMOYEHHOe JMLO MIM NpenCTaBUTeNb : IDIQUIN Martine

CepTM@MKaT aHaJM3a IIo4OnmcaH 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

Each value

Average (S1+S2)

Not less than 60 p.cent

Not less than 75 p.cent

Code GMID: 796543 Lot number DA856
Manufacturing Date: 31-AUG-2022 Expiry Date: JUL-2025
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
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 y COMPLIES
UV spectrophotometry Complie;f COMPLIES
Titanium dioxide G . « POSITIVE
Red iron oxide {\ Sﬂﬂ@ﬁ Russia AO POSITIVE
TESTS
Uniformity of dosage units
AV (Acceptation value) Not more th. 4.7
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 96 P.CENT
Bowl 2 Not less than 80 p.cent 100 P.CENT
Bowl 3 Not less than 80 p.cent 99 P.CENT
Bowl 4 Not less than 80 p.cent 97 P.CENT
Bowl 5 Not less than 80 p.cent 96 P.CENT
Bowl 6 Not less than 80 p.cent 92 P.CENT
- Stage 2

NOT APPLIED
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 DA856
Manufacturing Date: 31-AUG-2022 Expiry Date: JUL-2025
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
F R
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 0.3 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 0.3 P.CENT
ASSAY
Clopidogrel (HPLC) 71.25 78.75 mg/tab 73.70 MG/CP
95.0 105.0 p.cent 98.3 P.CENT

For Russian market,

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

18-0CT-2022 18:23:48.00

IDIQUIN Martine
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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

Code GMID: 796543 Lot number DA856
Manufacturing Date: 31-AUG-2022 Expiry Date: JUL-2025
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
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 4.7
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 96 P.CENT
Bowl 2 Not less than 80 p.cent 100 P.CENT
Bowl 3 Not less than 80 p.cent
Bowl 4 Not less than 80 p.cent
Bowl 5 Not less than 80 p.cent
Bowl 6 Not less than 80 p.cent
- Stage 2
Each value Not less than 60 p.cent PEEED f
Average (S1+S2) Not less than 75 p.cent ELlLBSS’a AO /“‘f
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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 DA856
Manufacturing Date: 31-AUG-2022 Expiry Date: JUL-2025
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
F R
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 0.3 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 0.3 P.CENT
ASSAY
Clopidogrel (HPLC) 71.25 78.75 mg/tab 73.70 MG/CP
95.0 105.0 p.cent 98.3 P.CENT

For Russian market,

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

18-0CT-2022 18:23:48.00

IDIQUIN Martine

rap_coa_resultats v5



I0398200
АО


	796543-DA856
	796543_DA856_CL
	AMBRS-796543-DA856-DEFAULT-1-RESULTATS
	AMBRS-796543-DA856-DEFAULT-1-RESULTATS
	796543_DA856_CL
	8496и-22_371443_Плавикс DA856



