Ceprudukar ananusza /

AHATHTHYECKMH NACIOPT CEPHH

wCAHO®GVH BMHTPON MHOYCTPHS»
AMmbapac-3-Harpae
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KAPBOH-BJIAH, 33565 CEDEX, ¢paHums
Ten.: 0557303000 dakc: 0557303600

SANOFI «g

Kog B Oazde NaHHEIR GMID:
HaTa NpOM3BOACTRA:
Onuecanme:

THI:

FopMa BLNYCKA!

CrpaHa nponaxu:

JONONHUTENbHAA UHDOpMaLKA:

256566

1-0KT=2019

INIABHMKC, 75 M, ®28 {POCCHA)

TabneTxa, NOKPHTAA NIEHCUHOR oGOROMKGOH
kopobKa ¢ 2 Oascrepamm no 14 radneTok
BocTouman Espona / Poccua

H/M

Homep cepun

JlaTa MCTeYeHMA CPpoKa TOOHOCTH:

9A751
CEH-2022

CcHNka Ha poche: HH-00187 mep. 10.0
Ccwnxa Ha BepCHK CepTHhMKATA aHanu3a: 37
UCIIBITAHHA CIIEUHO®UHUKALIHH PE3YJBTATDI
XAPAKTEPUCTHKH
+ Onucanue Kpyrihe Cherxa IOBOAKOBLIYKAKNE TabAeTKd, COOTBETCTBYET
MOKPHITEIE TA&HOYHON OOONOYKOl, C
TPABUROBROA “75" Ha ORHOH CTOpoHEe M
"1171" mna mpyrol crapoHe.
UeeT Po30BOTO UBETA COOTBETCTBYET
NCONMUMHHOCTL
Knonunorpen ¢opma II:
KnunkocTHas xpomarorpadua CooTB&TCTBYET COOTBETCTBYET
HK-cnexrpodoToMeTpun CooTBeTCTBYET COOTBETCTRBYET
+ Turana muokcun LT P T TIONOXUTENBHO
G RONCRUIEIEND NONOXUTENLHO
HCIIHTAHUE
OOHOPORHOCTH HNO3UPCBAHUA: He Gonee 15 3,6 %
- Knonmuporpen: CoOTBETCTBYET COOTBETCTBYET

OOHOPOOHOCTL NO3MPOBAHKA
Bapuauna no macce

FacTBopeHWe - CopnepxaHde PUOPDCYfbbarTa
KIonmuIaorpesa B pacTeope uepes 30 munyT

(¥Y®) 2
Cragua 1
Cocyn
Cocyn
Cacyn
Cocyxn
Cacyn
Cocyn
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Cragua 2
Kaxnoe sHadeHue
Cpenuee (51+52)
Cragua 3
Kaxnoe sHaueHue

He MeHee BO
He menee 80
He Mmenee BO
He mMeuee 80
He menee B0
He meHee 80
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He menee 60
He meHee 75
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22 ratbnerku: He meHee 60 %
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Cepruduxar aHaausa /

o
AHAITHTHYECKHH MACHOPT cepuH SA N O F I » J

«CAHOONW BMHTPOI MHIOYCTPHMS»
AuGapac-3-Jlarpas

1 piw ge na Brepx

KAPBOH-BJIAH, 33565 CEDEX, ®dpaHums
Tem.: 0557303000 dakc: 0557303600

Kon B Oase panuei® GMID: 256566 Homep cepun 9A751
laTa NpOUIBONCTRA: 3-0KT-2019 Nara ucTeyeHua cpoxa roaMocTM: CEH-2022
Cmcanme MAABMXC, 75 MI', ®28 (PCCCHA}

THn: TabneTka, ROXPHTAA NNEHOYHON OBOROYKOE:

PopMa BHMyCKa: xopoBka ¢ 2 Gnucrepamu no 14 Tatnetok

CrpaHa nponaxu: Bocrounasa Eepona / Poccua

JononH®TeneHan MubopMaLsAs H/T

CCRNIKA Ha ROCBE: MH-00187 pep. 10.0

Ccenka xa sepchio cepruduxaTa aHannsa: 37

24 mabnerTku: He meHee 50 %

CpenHee (S1+52+53) He meHee 75 & He npumennms
HCIIBITAHUSA CIIELUH®UKAIIUHA PE3YJIbTATbI
Bona He Gonee 1,7 % 1,3 %

MocToponHve npuMecH (BIKX) (Bupaxaercsa
B OTHOWEHWM K COMePKAHKI OCHOBAHMA
knonuporpena gopma II:
* Kmonuporpena

SR 26334 He Gonee 0,2 % Huxe nopora of8mapyxesHua
SR 25989 He Gonee 1,0 % 0. 3%
Nwbas Opyrasa npuMecs Heloonoel0:2in <= 0,20 %
CymMa npuMeceid Knonuporpena He Gomee 1.2 % 0.3%
L}

KONUWYECTBEHHOE CHNPEJEHEHME

Knonuwnorpena B TaGneTke (B3XX) OT AT 25 HORT 8N SEMn R T Ao ot L% Tt
B npoueHTOM COOEPXAHMM OT ZaABJGHHATS OT 95.0 % no 105.0 # ! '
KORMYEeCTBAa 37,6 %

Ana POSCMACKOTS PEHKA, OPOMSBOAMTENE O0ECHSUUBAST KAYESTBA NOKA3ATENA «MUKPOOUONOIMYECKAA YMCTOTA» B COSTBETOTBAM o
TpeSOoBaHWEeM HOPMAaTHMBHON NOKyMeHTauwu

HacToAwvM A MOOTBEepPXIAK, YTO BHUWEYKASAHHAS MHpOpMaUMA ABASETCA BepPHOM K TOYHOR. NaHHas cepuAa npenapaTa Owula
M3POTOBNEHA, BRKYAA 3TANN YyNakoBKKM/MAPKMPOBKM M KOHTPONA KavecTsa, Ha BRIEYTIOMAHYTHX NPOM3BONCTEEHHREIX ONOWanKax B
[OJIHOM COOTBETCTBUM C rTpefoBanvaMM GMP

MRCTHEIX 3aKOHONATENEHEX OPPAaHOB BAACTM, a Tawke CO CNeUMDMKAUMAMM B PerMcTpauvMoHHOM YOOCTOBEPEHWM CTDaHsI- vMnoprepa. [o
pesyibTraraM NpOBEePKM JANWCH © NPOM3BOACTBE, YNAKOBKE M aHanuse Cepuy COOTBETCTBOBAJM TLeBoBAHMAM GMP,

PeumteHne OnobpeHo
Hara: 18-HOAB-2019 16:38:14.00
YnoanoMoueHHOe NMUO MIKM IPONCTABATENL ' WEILL Myriam
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SANOFI

NMPUNOXXEHUE K CEPTUDUKATY AHANTU3A

Haumenosanue npoaykra: [NIABUKC 75 mr TABJIEKKH MOKPBITLIE, BIMCTEP 2X14
Homep cepun: 9A751

GMID: 256566

Jara nponzsoacrea: 03 okrabps 2019

losen no: centabps 2022

Homep PV, sapeructpuporainoro s Poccun: TT N15542/01

A®H (Hassanue cybeTanumy, Ha3saHue U AApec NPOMIBOAHTENS cyBCTaHLUNK):
Kronuaorpena ruapokcucyabdar (Canodu Wumu, Cherepon, Gpanuus)

A noarsepxpaio, uro gaunas cepus JIIT MIABUKC® 75 mr, Tabnetkn ROKpeITBIE MAEHOYHOH obonoukoi
cooTBeTcTBYeT chenupuraunn HopmaTtnevoil JlokyMeHTaUMH (ABAAIOLLEHCA YacTbio PETHCTPAUHOHHOTO A0CKE),
3aperucTPHpoBaHHOit B HacTonee Bpema B Poccuiickoil degepaunu.

HacTodumm noaTeepi#aaeTcs, 4To NAPTHA COOTBETCTBYET TPEGOBAHNAM pa3ienos Y Nakoska i Mapxuposka
HopmaTuanoii JOKyMEHTALHM, 32peTHCTPHPOBAHHOI B HACTOA LSS Bpema B Poceuiickoi d)enepaunnéﬂ-'ﬁ’ T g
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Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI «p

Code GMID: 256566 Lot number 9751
Manufacturing Date: 3-0CT-2019 Expiry Date: SEP-2022
Dascription: PLAVIX 75 NF 28CP ALU RU
Type: Film coated tablet
Presentation: Box with 2 blisters of 14 tablets
Market Name: East Eurape platform/Russia
Additionnal inf: NA
Référence dossier: MH-00187 v. 10.0
Réf. CoA version: 37
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
Aspect Round slightly biconvex film-coated COMPLIES
tablets, engraved "75" on one side and
*1171" on the cother side
. Colour Pink COMPLIES
IDENTIFICATICONS
Ciopidogrel form II
Ligquid chromatography Complies COMPLIES
UV spectrophotometry Complies COMPLIES
Titanium dioxide Positive POSITIVE
Red iron oxide Positive POSITIVE
TESTS
Uniformity of dosage units
Acceptance value (AV) Not more than 15.0 3.6
Mass variation Complies COMPLIES
Dissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes
Stage 1
Bowl 1 Not less than 80 p.cent 88 P.CENT
Bowl 2 Not less than 80 p.cent 99 P.CENT
. Bowl 3 Hot less than BU p.cent 99 P.CENT
. Bowl 4 Not less than BU p.cent 95 P.CENT
. Bowl 5 Mot less than BO p.cent 95 P.CENT
. Bowl 6 Hot 1 than B p. t 98 P.CENT
oW ot less n p.cen T,
Stage 2 P18 2 0r
Each value Not less than 60 p.cent NOT A _igg&h KAHEC?&
. hverage (S51+52) Not less than 75 p.cent NOT Aﬁ?ﬁiﬁb
3 : o4 ocons®
Stage 3 : 4z "CaHod)_"E_F:__._——-O
Each value 22 tab : Not less than 60 p.cent HOT{?@‘}%‘%‘E{!\'SF‘ Russid A
24 tab : Not less than 50 p.cent ;;i\
. Average (81+32+33) Not less than 75 p.cent HOT Hﬁfi,-l
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Certificate of analysis / o

Batch certificate SANOFI! \ Y |

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

r

Code GMID: 256566 Lot number 9A751
Manufacturing Date: 3-0CT-2019 Expiry Date: SEP-2022
Description: PLAVIX 75 NF 28CP ALU RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: East Eurocope platform/Russia

Additionnal inf: NA

Référence dossier: MH-00187 v. 10.0

Réf. CoA wversion: 37
— e T = Cr—

CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 1.7 p.cent 1.3 P.CENT

Impurities (HPLC) (Expressed in basis for content to clopidogrel form IT 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) Hot more than 0.2 p.cent <=0.20%
Total degradation products Wot more than 1.2 p.cent 0.3 P.CENT
ASSAY

+ Clopidogrel form II (HPLC)

Expressed in mg of clopidogrel base per 71.25 78.75 mg/tab 73.22 MG/CP
tablet
Expressed as a percentage of the 95.0 105.0 p.cent 97.6 P.CENT

theorical content per tablet

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

k'
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 (5}
of the destination country/countries

Dacision Accepted
Date: 18-NOV-2019 16:38:14.00
Qualified person or Delagate: WEILL Myriam

Certificate of analyses electronically approved
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SANOFI

APPENDIX TO CERTIFICATE OF ANALYSIS

Product Name: PLAVIX 75MG TABCO BL2X14 RU
Batch Number: 9A751

GMID: 256566

Manufacturing Date: 03-0CT-2019

Expiry Date: SEP-2022

Reference number to MA registered in Russia: P NO15542/01
API (name of API, name and address of manufacturing site): Clopidogrel hydrogen sulfate (Sanofi Chimie, Sisteron, France)

It is confirmed that current batch of Plavix® 75 mg, film-coated tablets meets the requirements of the Normative Document
{(as a part of Regulatory dossier} currentiy registered in Russian Federation on the listed quality parameters.

It Is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normativ ﬁbtu#nen;_currently
registered in Russian Federation. o KAYEC Y 2
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Signature/Date: i /P 9 Uz u.g %‘%\

Printed Name: Myriam WEILL

Title: Quality Assurance Pharmacist

Sanofi Winthrop Industrie - 1 rue de la Vierge Ambarés, 33585 Carbon Blanc cedex - Tél +33 (0)5 57 30 30 00 - Siret : 775 662 257 00101 - APE 2120 Z
Slége soclal - 20, svenue Raymond Aron, 92160 Antony, France - S A au capilal de 268 084 884 € - 775 882 257 R C.6 Nanterre - Coda APE T0M0 Z - N* ntrecommunaulaire : FR 45 775 862 257 - www sanofl oom



