Cepruduxkar anaausa /
AHAJIUTHYECKUH MACTOPT CepPUM

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

1 pio me Jsa Beepx

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

SANOFI .7

Konm B Gasze mauHbeIXx GMID: 256566

IlaTa OpOM3BOOCTBA: 30-0OKT-2020
Ommcanme : IUIABUKC, 75 MI', N28 (POCCHA)

Tum: TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM
dopMa BHITYCKA : kopobka c 2 Ommcrepamu no 14 rabieTok
CTpaHa NpoIaxmu: BocTounas Espona / Poccus
IononumTenbHasa MHOOPMaLMA: Homep PY: II N015542/01
CchlJIKa Ha mochbe: MH-00140 Bep. 11.0

Cchllka Ha Bepcuio cepTmdmkaTa aHaaImsa: 40

Homep cepum

llaTa ncreueHusa cCpokKa TOIHOCTM:

AA971

CEHT-2023

HNCIIBITAHUSA CIIEHUPUKALIUN

PE3YJIbTATBI

XAPAKTEPUCTVKN

. Onmucaxme Kpyriele cilerka OBOSKOBHITYKJIEIE TabJIeTKH,
IIOKPHEITHE IJIEHOYHOM OBOJIOUKOM, C
rpaBMPOBKOM “75” Ha OOHOM CTOPOHE U
“1171” Ha OpPyTOM CTOPOHE.

. IBer PosoBoro uBeTa

INOIJIHHOCTB

. Kmommporpen ¢opma II:

KnpokocTHas xpomMarTtorpadmsa CoOTBETCTBYET
Yd-cnexrpoboTomeTpusa CooTBeTCTBYET
. TuTaHa IOVMOKCUI TloJjioXUTEJIBEHO
. Oxcunel xejesa I[IOJIOXMUTEJILHO

VICIIHTAHVE

. OJHOPOIHOCTNM HOOSMPOBAHMA: He ©6ojee 15

- Kponmpmorpes: CooTBeTCTBYET
ODHOPOOHOCTHL IO3UPOBAHUSI

Bapuauusa mo Macce

. Pacreopenme - ComepxaHme IumpocylibdaTa

KJIONMOoTpesyla B pacTBope uepes 30 MUHYT

(VO) :

Cramusa 1 He meHee 80 %
Cocyn 1 He menee 80 %
Cocyan 2 He menHee 80 %
Cocyzn 3

Cocyn 4 He meHee 80 %
Cocyn 5 He menee 80 %
Cocyxn 6 He menee 80 %
Cranus 2

He meHee 60

o0 o°

. Kaxnmoe sHaueHue
. CpenHee (S1+S2)
Cranusa 3

. Kaxpmoe 3HadeHMne 22 TabyeTKu:

He meHee 75

He meHee 60
0

o0 o°

24 TabneTkyu: He Mmenee 5

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET
[TOJIOXUTEJIBHO
[IOJIOXNTEJIBHO

4,1
COOTBETCTBYET

gals @
He npmmeH%w ’/’Qy
He npuMeHn$Q 3

A

He HpMMeHMMC:&\“\
He npmMeHMMO
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Cepruduxkar anaausa /

AHAJIMTHYECKHIA NACIIOPT CEPUH SANOFI Y 4

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

1 pio me Jsa Beepx

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

Kon B 6asze paHHEIX GMID: 256566 Homep cepuun AR9T71
IaTa NpOM3BOICTBA: 30-0KT-2020 Ilara mcreuenmsa cpoka romuoctm: CEHT-2023
Ommcanme : IUIABUKC, 75 MI', N28 (POCCHA)

Tum: TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM

dopMa BHITYCKA : kopobka c 2 Ommcrepamu no 14 rabieTok

CTpaHa NpoIaxmu: BocTounas Espona / Poccus

IononumTenbHasa MHOOPMaLMA: Homep PY: II N015542/01

CchlJIKa Ha mochbe: MH-00140 Bep. 11.0

Ccrllka Ha Bepcuio ceprudmkaTa aHalImsa: 40

HNCIIBITAHUSA CIIEHUPUKALIUN PE3YJIbTATBI

. Cpennee (S1+S2+S3) He meHee 75 %

oo

. Boma He Gojyee 1,7 % 1,1

. IlocToponume npumecu (BOXX) (BepaxaerTcs
B OTHOWIEHUM K COIEepPXaHMIO OCHOBaHMUA
xjonmuuorpesna ¢opma II:

* Kyonmporpeda

SR 26334 He Gomee 0,2 % Hmxe npepesia OOHAPYXEHMUS
SR 25989 He Gosee 1,0 % 0.4%
Jiobas mpyras IpMMecCh He Gomee 0,2 <= 0,20 %

12 %
CymMmma npumecent Kionmpmorpeda He Gomee 1,2 & 0.4%

12 %
KOJIMYECTBEHHOE OIPEINEHEHVE
. Knonmpmorpesna B Tabnerke (BOXX) or 71,25 mo 78,75 Mr B TabieTke. 73.70 /o

Or 95.0 $ mo 105.0 $ 98.3 3 ’
'3 %

Iia Poccuiickoro PBEIHKA, I[IPOM3BOIOMTEJIb obecrnieuyBaeT KadecTBa [oKa3aTelNd «MMKpoﬁmonoquecxaq UycToTa» B COOTBETCTBUMUM C

TpeGOBaHMeM HOpMaTMBHOﬁ OOKYMEHTAalUMM " BEIIOJIHAET MMHVMYM Ha 1 cepun B T'OO

HacTosmmM A HOOATBEPXIaild, YTO BCEe STalk NPOM3BOICTBEHHOTO IIpOollecCa 2TOM CepuM TOTOBOIO NPOAYKTa BHIIOJHEHE B IIOJIHOM
cooreeTCcTBMM C GMP-TpeboBaHusaMm EC m c TpeboBaHuMAMM PY cTpaH (bl) HasHa4YE€HUS.

Pemenne OnmoBbpeHOo
HOara: 27-H0a6-2020 18:02:00.00
YHNONHOMOYEHHOe JMLO MIM NpenCTaBUTeNb : PICHON Marc

CepTudmxaT aHamM3a NOONMCAH 3JIEKTPOHHOM MOONMCHIO
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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: 256566 Lot number AA9T1
Manufacturing Date: 30-0CT-2020 Expiry Date: SEP-2023
Description: PLAVIX 75 NF 28CP ALU RU
Type: Film coated tablet
Presentation: Box with 2 blisters of 14 tablets
Market Name: East Europe platform/Russia
Additionnal inf: MA number P N015542/01
Référence dossier: MC-00140 v. 11.0
Réf. CoA version: 40
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 4.1
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 96 P.CENT
Bowl 3 Not less than 80 p.cent 101 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 80 P.CENT
- Stage 2
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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

Code GMID: 256566 Lot number AA9T1
Manufacturing Date: 30-0CT-2020 Expiry Date: SEP-2023
Description: PLAVIX 75 NF 28CP ALU RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: East Europe platform/Russia

Additionnal inf: MA number P N015542/01

Référence dossier: MC-00140 v. 11.0

Réf. CoA version: 40

F 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 1.1 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 0.4 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 0.4 P.CENT

Clopidogrel (HPLC) 71.25 78.75 mg/tab
95.0 105.0 p.cent

73.70 MG/CP
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

=
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation (S)

of the destination country/countries

Decision Accepted

Date: 27-NOV-2020 18:02:00.00

Qualified person or Delegate: PICHON Marc

.

Certificate of analyses electronically approved
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