IEKJIAPAIIMSI O COOTBETCTBHH

JEKJIAPAHT, IPHHUMAIOIIHHA JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenun o pezucmpayuu opzanuzayuu: Mexcpaiionnan uncnexyus Pedepanbroili HAN020604 caysHcOor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenepon/gparc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvhuiii dupexmop Monoe O.A.

Hosepennoe auyo.: Cmenanoe C.C., dosepennocmy 6/n om 01.12,.2017

3AABJISIET, UTO

Rexapcmeennoe cpedcmeo: Ilnasuxc, mabnemxu nokpeimuie nieHounol oborouxoti 75 M2 14 wm., ynaxoexu
Avelikosvie KonmypHuie (2), nauxu xapmonnvie, PY No IT N015542/01 om 05.03.2009 (dama 3amenst
06.09.2016) avidarno Canogu Knup 3c¢InCu, cepun 94534, napmus 46879 ynarosox, z0den do 31.05.2022,
npouseodcmea Canogu Bunmpon Hudyempus, Opanyus, Sanofi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France, koo OKIIJ]2 21.20.10.131, koo TH B3/ 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085339650 om 09.07.2019

COOTBETCTBYET TPEBOBAHHAM

IT N015542/01-050309 (HIJ 42-13019-08 uzm. Ne 1-6)

JEKJIAPAIIUS ITIPHHATA HA OCHOBAHHH

npomoxon ucnvimaruii Ne 23240 om 23.07.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.219JI40, Cepmugpuxam POCC FR. ®M08.C44744 om 23.07.2019

Crenaunos C.C.
O.U.0
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CBEJEHHSI O PETUCTPAIMUA

OPTAH 10 CEPTHOHKAIIUH, 3BAPETHCTPHPOBABIIHI JEKIAPAIIUIO

RA.RU.11®M08 OPTAH I10 CEPTH®HKALIHH ITPONVKIJHH OFILECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYV)KHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmepxoéa, 0. 4, sm. 3, nom. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee0-
catim.: oyxr.pep.

JEKJIAPAIIUSA O COOTBETCTBUH 3APETHCTPUPOBAHA M POCC RU [J-FR.®M08.4.31048/19
JATA PELACTPAITAH 23.07.2019
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Ceprudukar ananusa /

AHaJIdTHYeCKHiT nacnopr cepun SA N O F I iﬁ

«CAHOOM BHHTPOI MHIYCTPHMA»
AmbBapac—3-llarpak

1l po me na Beepx

KAPEOH-BJIAH, 33565 CEDEX, dpanumsa
Ten.: 0557303000 daxc: 0557303600

Kon B Oaze naHHsx GMID: 256566 Homep cepuu SR534
Ba®a NPOMSBONCTEA: S5~MOH=-2019 DaTa wcTeweswa cpoka rogHocTm: MAN-2022
Omicanme: OARBMKC, 75 MI', W28 (POCCHA)
Tun: TadneTka, NOKDHTaA NASHOWHOW OBONOMKON
POpMa BLOTYCKE: kopoOKka ¢ 2 OnucTepamu no 14 ratnetox
CTpaHa npogaxM: Poccua
JononHurenbHans wHbopMauua: H/N0
Ccrnka Ha boche: MH-00187 pep. 10.0
Ccenka Ha Bepcuw cepThdukaTa adHanuaa: 37
HCIIBITAHHA s __ COENHOUKAIIMA PE3VJIBTATDHI
HAPAKTEPMCTUKHA
OnucaHue Kpyrane cnerxka JABOAKOBHNYVKIHE TabinemrM, COOTBETCTBYET
NOKPHTHE NNEHOUHOR obonoukoi, c
rpaBupoBkol Y75 na onpxodt CTOpOHEe M
“"1171” nHa upyroft cropose.
. LBer PosOBOTO UBETAa COOTBETCTRYET
NONIHMHACCTE
- Knommporpen:
HMOKOCTHAA XPOMATOTpadua COQTEETCTBYET COOTBETCTEYET
WK-cnexrpoporoMeTpus CoorBETCTBYET CCOTBETCTBYET
TUTaHA NMOKCHE NoaoruTensHo TONOYUTENLHO
NonmoxmTensHO
Oxcumet xenesa TONOXUTENBHO
WUCTIHTAHUE
. OHNHOPOOHOCTM NOZMPOBARUSA: He Gonee 15 4,6 %
= Knonuporpen: CoOTEETCTRBYET COOTBETCTBYET
OBHOPONHOCTL JOIMPOBAHWA
Bapmauma no macce
. PacTeOpeHHe: He menee B0 % 97 %
Cragus 1 He meHee B0 % 97 %
Cocyn 1 He menee BO % gg :
Cocyn 2 He meHee 80 &
Cocym 3 99 %
Cocyn 4 He menee B0 % i01 %
Cocyan 5 He menee 80 &
Cocyn 6
He mMeHee 60 % He npumenimo
Cramuz 2 He Menee 75 % He nprMerimdo
- Kaxpnoe sHaueHue
. Cpennee (S1+52) &
Cragmus 3 22 rabGneTixu: He menee 60 % He “P“'?éﬁh" /]
. Kampoe sHayeHue 24 wabnerTrn: He meuee 50 & f
He menee 75 % 1 withia
Cpennee (51452453} He npqne
%
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AHaJIHTHYECKHI NacnoepT cepun

«CAHQOHM BHMHTPOI MHAYCTPHA»
AmGapac-3-Jlarpas
1l pw ne na Bbepx

KAPEQOH-BJAH, 33565 CEDEX, @®paHumua
Ten.: 0557303000 @akc: 0557303600

Cepruduxar ananusa /

SANOFI . g

Kon B Gase paHrur GMID:
HaTa NpOM3BONCTBAE !
Omicame:

Tun:

256566
5-100H-20158
OJABMEC, 75 MI', 228 (POCCHA)

TadneTea, NOKPHTAA TNEHOUHON OBOMOYKOH

9A534
MAf-2022

Homep cepun

HaTa mcTeyeHuA CpoKa TOOHOCTH:

$OpMa BHNYCKaE: KopoOka ¢ 2 Onucrepamy no 14 TadneTok

CTpaHa nponaxas: Poccua
[ononHUTeNRbHan UHPOPMALIMA ] H/N
Counra Ha nocke: MH-00187 pep. 10.0

CCunka Ha BEPCUKD CepTHUdOUEATA aHamusSa: 37

. Bona : He Gonee 1,7% 1,1%

. MocTopoHHKe npuMeck (B3XX) : He Oonee 0,2 % Huxe nopora obHapyReHMA
* Knonuporpeia He Gonee 1,0 % 0,4 %

SR 26334 He Gonee 0,2 & <= 0,20 %

SR 25989 He Somee 1,2 § 0.4 %

Jobasa pgpyras NpMMeck

Cymma npumeceli Knonmmorpena

KONMYECTBEHHOE ONPEXNEREHME

- Knonmporpena B raGneTke (B3%X) Or 71,25 no 78,75 Mr B TafineTke.

B NpoueHTOM CONEPKaHMM OT SaABICHHOTO Or 95.0 $ mo 105.0 & 73,58 mr/w.
KOJIMYECTEA 98,1 %
HCIIBITAHHUA CIENHOHKAITNN PE3YJIBTATHI

(*) OsmzaeTcs yTBepXOEHME DErYNATOPHHEX OpPTAHOE HA VIAJNEHME B SaBUCHMOCTH OT CTpaHsl HaSHaueHMs.
llo yreepmOeHn nocke ¢ YOaNeHHOM MHOODMauMel CO CTOPOHH PeryasTOPHMX OpPTAaHOB HaHHWE MCNHTAHMA PACCMATPUBANTCA Kak
IOCNONHUTENLHEE

Hacrommum s nmoaTsBepxOan, YTO BHUNEYKaSAHHAA MHOOPMALNA ABJIAETCA BEpPHOM M TOWHOW. JaHHaa CepMA Apenapara Owna
M3TOTOBNEHA, BKIOUAA STANH YNAKOBRK/MAPKMPOBKM M KOHTPOJIA KAYECTBa, HA BHEEYNOMAHYTHX NPOMSBOACTBEHHEX NNOMANKAX B
NONHOM COOTBETCTBMM C TpeboBaHMAMM GMP

MECTHHX SAKOHOAATEABHEX OPTAHOB BJACTH, & Takke CO CNEUMIMKAUMAMK B PerUCTPANMOHHOM YOOCTOREPEHMM CTpaHH-MMnopTepa, 1o
besynbraTaM NpoRepKM 3IanMCH © NPOMIBOLNCTEES, YNAKOBKE M &HATM3E CepMM COOTBETCTBOBANM TpefoBanrAM GME,

Pemenue OnoGpeno dyfgﬁﬁﬁb“ Ty
Dara: 25-VI0H-2019 14:28:56.00 Ty %
sz?naouoqeﬂnoe JMIIO MM NPenCTaBMTeNb DELASA Isabelle ;f j ;i; \E
H [ eCanodn HOLEFT
12\ Sanofi R st
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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 .5

,
Code GMID:

Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

CONTROLES

256566
5-JUN-2019

PLAVIX 75 NF 2BCP ALU RU

Film coated tablet

Lot number
Expiry Date:

Box with 2 blisters of 14 tablets
East Europe platform/Russia

NA

MH~00187 v.
37

10,0

_ﬁmﬁwm

92534
MAY-2022

CHARACTERS

. Colour

IDENTIFICATIONS

. Clopidogrel form II
Liquid chromatography
UV spectrophotometry
. Titanium dioxide

. Red iron oxide

Acceptance value {AV)

Mass wvariation

Stage 1 :
. Bowl
. Bowl
. Bowl
. Bowl
. Bowl
. Bowl
Stage 2 :

T U s W N e

. Each value

. Average (51+82)
Stage 3 :

. Bach value

. Average (81+52+53)

SPECIFICATIONS

Round slightly bicenvex film-coated

tablets, engraved "75" on one side and

"1171" on the other side

Pink

Complies
Complies
Positive
Positive

. Uniformity of dosage units :

Not more

Complies

Not less
Not less
Not less
Hot less
Not less
Not less

Not less
Not less

22 tab
24 tab :
Not less

than 15.0

. Dissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes (UV):

than B0 p.cent
than 80 p.cent
than 80 p.cent
than 80 p.cent
than 80 p.cent
than BD p.cent

than 60 p.cent
than 75 p.cent

Not less than 60 p.cent
Not less than 50 p.cent
than 75 p.cent

RESULTS
COMPLIES

COMPLIES

COMPLIES
COMPLIES
POSITIVE
FOSITIVE

4.6
COMPLIES

97 P.CENT
97 P.CENT
98 P.CENT
99 P.CENT
99 P.CENT
101 P.CENT

NDT APFLIED
NOT APFLIED

NOT APPLIED

4
|

NOT APPLIED

rap_coa_rasultaty v5

> Fage 1;7' 2 &



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

SANOFI . s

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 256566 Lot number 94534
Manufacturing Date: 5-JUN-2019 Expiry Date: MAY-2022
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
Additicnnal inf: NA
Reéférence dossier: MH-00187 wv. 10.0
Réi. CoA version: 37
CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 1.7 p.cent 1.1 P.CENT
Impurities (HPLC] (Expressed in basis for ccntent to clopidogrel form II 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
ASSAY

. Clopidogrel form II (HPLC)

Expressed in mg of clopidogrel base per 71.25 7B.75 mg/tab 73.58 MG/CP
tablet

Expressed as a percentage of the 85.0 105.0 p.cent 98.1 P_CENT
theorical content per tablet

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

of the destination country/countries

I hereby certify that 21l 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 Buthorisation (S)

Decision
Date:

Qualified person or Delegate:

Accepted

25-JUN-2019 14:28:56.00

DELASA Isabelle

Certificate of analyses electronically approved
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