«CAHO®M BUHTPOII MHIOYCTPUA»
AmbBapsc-3-JlarpaB
1 pio me Jsa Beepx

Cepruduxkar anajausa /
AHAJNTHYECKUH MACTIOPT CepPUM

SANOFI

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS

Tes.: 0557303000 daxc: 0557303600

Konm B Oazse nmaHHBIX GMID: 785040 Homep cepumn CA236
JlaTa NpPOM3BONCTBA: 11-0KT-2021 IlaTa ncTedeHMs CpokKa T'OOHOCTM: CEH-2023

Onucanne :

Twumn:

dopma BBIIYyCKa :
CrpaHa NPOIaxM:

JononHuTeNbHas MHOOPMaLMs :

Ccrllka Ha IOochbe:

CchulKa Ha Bepcuo ceprudukara aHammsa:

KOIUIABMKC, 75/100 TABJETKM, IOKPHTHE IIJIEHOUHOM OBOJIOUKOM 4X7 (POCCHA)

TabjsieTka, IOKPHETAas IJIEHOYWHOM OOOJIOUKOM

xopobxa c 4 6iaucTepamm no 7 TablIeTok

Poccusa

Homep PY: LP-N°(000105)- (RG-RU)

MC-00084 Bep. 10.0

21

HUCIIBITAHUSA

CNEIN®UKALIAN

PE3YJIBTATHI

XAPAKTEPUCTUKN

OnmucaHue

liBeT

[NIOOJIMHHOCTB

XmupgxocTHas xpoMaTorpadms:

Knonunmorpen
AcCnVpUH

VK-cnexrpoboToMeTpUs :
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AcnupuH
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—Kyonuporpes:

AV (IloxkazaTeyb NPUEMJIEMOCTH)
OmHOPOOHOCTE IO3MPOBAHMUA

(Ilo comepXaHMIO)

— ACHOUPUH :

AV (IloxkazaTeyb NPUEMIJIEMOCTH)
OmHOPOOHOCTE IO3MPOBAHMUA

(Ilo comepXaHMIO)
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Cepruduxkar anajausa /

AHAJNTHYECKUH MACTIOPT CepPUM SA N O F I » 4

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

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

Konm B Oazse nmaHHBIX GMID: 785040 Homep cepumn CA236
JlaTa NpPOM3BONCTBA: 11-0OKT-2021 JlaTa mcTedeHUs CpokKa I'OOHOCTM: CEH-2023
Omnmcaume : KOIUIABMKC, 75/100 TAEJIETKM, OKPHTHE IIJIEHOYHOM OBOJIOUKOM 4X7 (POCCHS)

Ty : TabjsieTka, IOKPHETAas IJIEHOYWHOM OOOJIOUKOM

dopma BEHIIyCKa: xKopobka c 4 BumcTepamy no 7 TabiaeTok

CTpaHa NPOLaxu: Poccus

JonosHuTenbHad MHOOpMaLMA : Homep PY: LP-N°(000105)- (RG-RU)

CchlJIKa Ha Oochbe: MC-00084 Bep. 10.0

Ccrilka Ha Bepcuio cepTudmukaTa aHammsa: 21

HUCIIBITAHUSA CIIEIIUPUKALINN PE3YJIBTATHI

. PacTeopenme (BOXX) :

o

AcnupuH uepes 10 mMmHYT (Q=80

)

-Cramus 1

. uvamka 1

. gamka 2 He menee 85% 96 %

3 He meHee 85% 96 %

- Hamxa He menee 85%

- damka 4 He MeHee 85% 103 %

. yamka 5 He menee 85% ;go%%

. Yamka 6 He meHee 85% o5

—Cramms 2 He menee 85%

. Jlioboe 3HaUeHME

. CpenHee 3HaueHue (S1+S2) He MeHee 65% He npmmMenmmo
He menee 80% He npmMeHmMMO

-Cragus 3

. Jlioboe 3HaUeHME
22 Tabnerxyu:He MeHee 65% He npiumenymo
24 TabneTkyu:He menee 55%

. CpenHee 3HaueHme (S1+S2+S3) He MeHee 80% He npmmMenmmo

oo

)

Knommporpen uepes 30 mmHYT (Q=80

-Cragusa 1
- damxa 1 He meHee 85% 96 %
. damka 2 He meHee 85% 97 %
. damka 3 He meHee 85% 98 %
. uyamka 4 He meHee 22? 100 %
. uamka 5 ie e s 9 %
e MeHee %
. Yamka 6 97 %
-Cragus 2
652 He npmMeHmMO
. Jloboe 3HadYeHMne He mMeHee : He npume o
. Cpennee 3Hauenue (S1+S2) He menee 80%
-Cragus 3
He npwuMenmMo
- JoGoe sHadeHne 22 TabneTkyu:He meHnee 65% 3
24 TabneTkyu:He menee 55%
. He npmMeHmMMO
. CpemHee sHauenme (S1+52+S3) He menee 80%

e

el Oy
""/?\Ugs‘.a} AU 11~
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Cepruduxkar anajausa /

AHAJNTHYECKUH MACTIOPT CepPUM SA N O F I » 4

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 po me Jya Bbepx

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

Konm B Oazse nmaHHBIX GMID: 785040 Homep cepumn CA236
JlaTa NpPOM3BONCTBA: 11-0OKT-2021 JlaTa mcTedeHUs CpokKa I'OOHOCTM: CEH-2023
Omnmcaume : KOIUIABMKC, 75/100 TAEJIETKM, OKPHTHE IIJIEHOYHOM OBOJIOUKOM 4X7 (POCCHS)

Ty : TabjsieTka, IOKPHETAas IJIEHOYWHOM OOOJIOUKOM

dopma BEHIIyCKa: xKopobka c 4 BumcTepamy no 7 TabiaeTok

CTpaHa NPOLaxu: Poccus

JonosHuTenbHad MHOOpMaLMA : Homep PY: LP-N°(000105)- (RG-RU)

Cceiika Ha Iochke: MC-00084 Bep. 10.0

Ccrllka Ha Bepcuio cepTudmkaTa aHalImsa: 21

HUCIIBITAHUSA CIIEIIUPUKALINN PE3YJIBTATHI

. IlocToponHMe npumecu (BIOXX) :
* Kyonmmorpea

SR 26334 He Gojee 0,20 % 6
SR 25989 o Huxe mopora o6HapyXeHMs
JioBas mpyTas MpUMEC He Gomee 1,0 % Humxe mopora obGHapyXeHMs
} He Gomee 0,20 % <=0,20 %
Cymma npumecent He Gojee 1,2 % Hmxe mnopora oGHapyXeHMs:
*ACHUPMWHA :
CammumiioBasa KMCJIOTa He Gomee 1,0 %
;0 %
Jiobaa Impyrasd IpuMech He Gonee 0,20 Eume nopora o6HapyXeHMs
N ’ @ <0,20 %
CyMmMma npuMmecen e !
Yy P He Oosee 1,2 % Huxe nopora oBHapyxeHMs:
KOJIMYECTBEHHOE OIPEIEHEHUE
- Knommuporpena (BIXX) Or 71,25 mo 78,75 M B TabJjeTKe. 75,86 mr/w.
Or 95.0 % mo 105.0 % 101,1 &
. AcnupuHa (BOXX)
Or 95.00 mo 105.0 Mr B TabyieTke. 97,83 mr/T
Or 95.0 % mo 105.0 % 97,8 %

Insz Poccuitckoro PHHKA, OPOMBBOOUTEINH obecneunBaeT KaveCTBO NoOKas3aTens «Mvncpoﬁnonornqecxaﬂ qyucToTa» B COOTEETCTBUN
c Tpeﬁoaa:-meu Hopua'rn'auoﬁ AOKYyMEeHTauum.

Tec'rnpoaal-me IO IIOKasaTeJn Mvncpoﬁnonornqecxaﬂ YYCTOTA BHIIOJHSIETCS 10 MeHbIen Mepe st 1 cepum B Ion.

HacToAammM s HOATBepXHal, YTO BHIleyKas3aHHad MHOOpMalusa fABJIAETCA BEPHOM M TOUHOM. JJaHHasa cepus NpenapaTa Oblia
NnpoMs3BeneHa, BKJOUAS STANE YyNaKOBKM/MAPKMPOBKM M KOHTPOJIS KAUECTBA, HA BHUEYNOMSHYTHX [NPOM3BOLCTBEHHHX [JIOWANKAX B
[IOJIHOM COOTBETCTBUM C TpeboBaHusaMu GMP

MECTHEIX PeryJIATOPHEIX OPTaHOB, a TaKxXe CO cHeumdpmkaumaMM B PeTMCTPalMOHHOM YyIHOCTOBEPEeHUM CTPaHB-MMIOPpTepa. 3anucu
IO MNPOM3BOICTBY, YIAaKOBKE M KOHTPOJIO OBUIM [IPOBEPEHH M MNPM3HAHH COOTBETCTBYKUMMM TpeOoBaHmaM GMP.

rap_coa_resultats v5 CTpaHMLI,a 3 us 4



AHAJNTHYECKUH MACTIOPT CepPUM

«CAHO®M BUHTPOII MHIOYCTPUA»
AmbBapsc-3-JlarpaB
1 pio me Jsa Beepx

Cepruduxkar anajausa /

SANOFI

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS

Tesr.: 0557303000 daxc: 0557303600

Konm B Oazse nmaHHBIX GMID: 785040 Homep cepumn CA236
JlaTa NpPOM3BONCTBA: 11-0KT-2021 IlaTa ncTedeHMs CpokKa T'OOHOCTM: CEH-2023

Onmncaune:

Twumn:

dopmMa BEIIYCKa:
CrpaHa NPOIaxM:

JononHuTeNbHas MHOOPMaLMs :

Ccrllka Ha IOochbe:

KOIUIABMKC, 75/100 TAEJETKM, IOKPHTHE IUJIEHOYHOM OBOJIOUKOM 4X7 (POCCHUS)
TabjsieTka, IOKPHETAas IJIEHOYWHOM OOOJIOUKOM

xopobxa c 4 6iaucTepamm no 7 TablIeTok

Poccusa

Homep PY: LP-N°(000105)- (RG-RU)

MC-00084 Bep. 10.0

Ccrilka Ha Bepcuio cepTudmukaTa aHammsa: 21

HUCIIBITAHUSA CIIEHU®UKALINU PE3YJIbTATHBI
Pemeunne OmobpeHO

Oara: 10-4HB-2022 14:46:21.00

YIIOJIHOMOUYEHHOE JIMLO MM [IPenCTaBUTEJNb :

IDIQUIN Martine

CeprudmkaT aHalM3a 3aBepPeH DJIEKTPOHHOM IOINMCHIO

rap_coa_resultats v5
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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

Water content

(Content uniformity)

.
Code GMID: 785040 Lot number CA236
Manufacturing Date: 11-0OCT-2021 Expiry Date: SEP-2023
Description: COPLAVIX 75/100 TABCO 4X7 RU
Type: Film coated tablet
Presentation: Box with 4 blisters of 7 tablets
Market Name: Russia
Additionnal inf: MA number :LP-N°(000105)- (RG-RU)
Référence dossier: MC-00084 v. 10.0
Réf. CoA version: 21
L J
~
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
Aspect Oval slightly biconvex film-coated COMPLIES
tablet, engraved "C75" on one side
and "A100" on the other side
Colour Light pink COMPLIES
IDENTIFICATIONS
Liquid chromatography
Clopidogrel Complies COMPLIES
Aspirin Complies COMPLIES
IR spectrophotometry
Clopidogrel Complies COMPLIES
Aspirin Complies COMPLIES
Titanium dioxide Positive POSITIVE
Ferric oxide Positive POSITIVE
TESTS
Uniformity of dosage units (Content Uniformity) (HPLC)
- Clopidogrel
AV (Acceptance Value) Not more than 15.0 3.5
Uniformity of dosage units Complies COMPLIES
(Content uniformity)
- Aspirin
AV (Acceptance Value) Not more than 15.0 6.2
Uniformity of dosage units Complies COMPLIES

Not more than 3.0 p.cent

rap_coa_resultats v5

Page 1 / 4



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: 785040 Lot number CA236
Manufacturing Date: 11-0OCT-2021 Expiry Date: SEP-2023
Description: COPLAVIX 75/100 TABCO 4X7 RU

Type: Film coated tablet

Presentation: Box with 4 blisters of 7 tablets

Market Name: Russia

Additionnal inf: MA number :LP-N°(000105)- (RG-RU)

Référence dossier: MC-00084 v. 10.0
Réf. CoA version: 21

\. J

CONTROLES SPECIFICATIONS RESULTS

J

Dissolution (HPLC)

Aspirin dissolved after 10 minutes (Q=80 p.cent)

- STAGE 1
Bowl 1 Not less than 85 p.cent 96 P.CENT
Bowl 2 Not less than 85 p.cent 96 P.CENT
Bowl 3 Not less than 85 p.cent 103 P.CENT
Bowl 4 Not less than 85 p.cent 100 P.CENT
Bowl 5 Not less than 85 p.cent 93 P.CENT
Bowl 6 Not less than 85 p.cent 95 P.CENT
- STAGE 2
Each value Not less than 65 p.cent NOT APPLIED
Average (S1+S2) Not less than 80 p.cent NOT APPLIED
- STAGE 3
Each value 22 tab : Not less than 65 p.cent NOT APPLIED
24 tab : Not less than 55 p.cent
Average (S1+S2+S3) Not less than 80 p.cent NOT APPLIED

Clopidogrel dissolved after 30 minutes (Q=80 p.cent)

- STAGE 1
Bowl 1 Not less than 85 p.cent 96 P.CENT
Bowl 2 Not less than 85 p.cent 97 P.CENT
Bowl 3 Not less than 85 p.cent 98 P.CENT
Bowl 4 Not less than 85 p.cent 100 P.CENT
Bowl 5 Not less than 85 p.cent 94 P.CENT
Bowl 6 Not less than 85 p.cent 97 P.CENT
- STAGE 2
Each value Not less than 65 p.cent NOT APPLIED
Average (S1+S2) Not less than 80 p.cent NOT APPLIED
- STAGE 3
Each value 22 tab : Not less than 65 p.cent
24 tab : Not less than 55 p.cent
Average (S1+S2+S3) Not less than 80 p.cent

rap_coa_resultats v5 Page 2 / 4



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

Microbial examination is performed at least on 1 batch per year

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

Code GMID: 785040 Lot number CA236
Manufacturing Date: 11-0OCT-2021 Expiry Date: SEP-2023
Description: COPLAVIX 75/100 TABCO 4X7 RU
Type: Film coated tablet
Presentation: Box with 4 blisters of 7 tablets
Market Name: Russia
Additionnal inf: MA number :LP-N°(000105)- (RG-RU)
Référence dossier: MC-00084 v. 10.0
Réf. CoA version: 21
: S
CONTROLES SPECIFICATIONS RESULTS
Degradation products (HPLC)
* Clopidogrel degradation products
SR 26334 Not more than 0.20 p.cent <LOD
SR 25989 Not more than 1.0 p.cent <LOQ
Any unspecified impurity Not more than 0.20 p.cent <=0.20%
Total degradation products Not more than 1.2 p.cent <LOQ
* Aspirin degradation products
Salicylic acid Not more than 1.0 p.cent <LOD
Any unspecified impurity Not more than 0.20 p.cent <=0.20%
Total degradation products Not more than 1.2 p.cent <LOQ
ASSAY
Clopidogrel (base) (HPLC) 71.25 78.75 mg/tab 75.86 MG/CP
95.0 105.0 p.cent 101.1 P.CENT
Aspirin (HPLC) 95.00 105.00 mg/tab 97.83 MG/CP
95.0 105.0 p.cent 97.8 P.CENT

with the GMP

importing country. The batch processing,

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

This batch of product has been

requirements of the 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
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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

Code GMID: 785040 Lot number
Manufacturing Date: 11-0CT-2021 Expiry Date:
Description: COPLAVIX 75/100 TABCO 4X7 RU

Type: Film coated tablet

Presentation: Box with 4 blisters of 7 tablets

Market Name:
Additionnal inf:

Russia
MA number :LP-N°(000105)- (RG-RU)

SANOFI .2

Référence dossier: MC-00084 v. 10.0

Réf. CoA version: 21
Decision Accepted
Date: 10-JAN-2022 14:46:21.00

Qualified person or Delegate: IDIQUIN Martine

.

Certificate of analyses electronically approved
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