JEKJIAPAITASI O COOTBETCTBHAHA

JMEKJIAPAHT, TPHHAMAIOIMI TEKJIAPAITIIO O COOTBETCTBHH

AO "Canoghu Poccun”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedeparbroli Rano2o80u cayxcbvr Ne 46 no
2. Mocxee 01.01,.2008, OF'PH 1027739079940, 0ama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxas, 9. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvnutii dupexmop Monxc O.A.

Hosepennoe auyo: Cmenanoe C.C., dogepernocms 6/u om 01.12.2017

3AABJISIET, UTO

nexapcmaennoe cpedcmeo. IInasuxe, maGnemrxu noxpuimvle nieHoyHo obonouxol 75 mz 14 wm., ynarxoexu
Avetikoasle KoumypHsie (2), nayku xapmonnvie, PY Ne I N015542/01 om 05.03,.2009 (0ama samenbl
06.09.2016) evidano Canodu Knup 3¢31Cu, cepun 84907, napmua 44928 ynawosox, 200en 00 31.12.2021,
npouseodcmea Carogu Bunmpon Hndycmpun, @panyus, Sanofi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France koo OKIIf]2 21.20.10.131, xod TH B3/ 3004900002,
Koumparxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085322434 om 06.02.2019

COOTBETCTBYET TPEBOBAHHMAM

IT N015542/01-050309 (HI 42-13019-08 usm. N 1-6)

JEKJIAPATHS ITPHUHSITA HA OCHOBAHHHA

npomoxon ucnsimaruii Ne 4040 om 18.02.2019 HJT OGO HI] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC FR.OM08.C34049 om 18.02.2019

JATA TIPUHATHSA JEKJIAPAIIAA /5.02.2019
AEKJIAPAITAST JEACTBUTEJLHA O 31.12.2021
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CBEJEHUS O PETTICTPAIIANA

OPTAH I10 CEPTH®HKAIIMH, 3APETHUCTPHPOBABINHI JEKJIAPALIHIO
RA.RU.11®MO8 OPIAH ITO CEPTH®HKALIHH TPOAYKI[HH OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYXHOH I[EHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyrk.pg.
JEKJAPAITUA O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU JJ-FR.PM08.4.16088/19
)IATA PEI‘I?IC'I'PAIII/II'I 18.02.2019

(‘D}}{ Nupenko U.B.,

NOAMHCE Pyxosopurene OC
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AHaquTHYeCKHH NACHOPT CEPHH

«CAHOOH BHMHTPON MHOYCTEUA»
Aubapac-3-Narpas

1 p ge na Boepx

KAPEQH-BENIAH, 33565 CEDEX, $paHumsa

Ceprudukar ananusza /

SANOFI .7

Ten.: 0557303000 daxc: 0557303600

Kom B aze naHHeX GMID: 256566 Homep cepun BAS07
HaTa npoM3BonCTEa: 07-AHB-2019 r. JlaTa ucredeHus Ccpoka rofdHocTh: JIEK-2021
Omicanme : MIABMKC, 75 MI', W28 (POCCHA)

Tun: TatneTka, MOKPHTAA NMACHOYHON OOOMOMKON

#opMa BHNYCKa:
CrpaHa npoaaxu:

NononHKTenkEHaA KWHbOPMALMS :

Ccenka Ha Oocke:

Ccbinka Ha BepCHi CePTUIMKATA aHAMU3E:
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xopoOKra C 2 OAMCTepaMM no 14 TadneTox

Poccua

H/M

MH-00187 mep. 10.0
E1

HCIIBITAHUSA CIIEHH®HUKAITUHA PE3YIJILTATHI
XAPAKTEPUCTHKM
Onucanue Kpyrase cnerka OBOAKOBHNYKIHE TableTKH, COOTBETCTRBYET
NOKPHTHE NNEHOUHOW OCONCUKON, €
IPABMPOBKON “75” Ha OnHOM CTOpPOHe K
*1171" Ha HpYrol CTOpOHE.
ilser PO30BODQ UBETA COOTBETCTBYET
MOONMHMHHOCTE
Kmonupgorpen:

HuDKOCTHAA xpoMaTOrpagua ConTBeTCTRYeT COOTBETCTBYET
HK-cnexrpodgoToMe TpHa CooTeeTCTBYET COOTBETCTRYET
TuTaHa HMOKCUD MonosiTensHs HONCKUTENBHG
MonoxurensHO
. OKCHUIH Xenesa NONOK¥MTENLHO

MCTHTAHHUE
OOHOPOIOHOCTH OO3MPOBAHMA: He Gonee 15 3,3 %
- Knonmporpen: CooTBeTCTRYET COOTBETCTBYET
OOHOPOOHOCTE AO3UMPOBAHUA
Bapuauma no dacce
PacreopeHne : He MeHee 80 % 95%
Cranomsa 1 He MeHee BO & 28 %
Cocyn 1 He Mmedee 80 % :; :
Cocyn 2 He Mesee 80 % x
Cocyn 3 96
Cocyn 4 He mMeHee 80 % 97 %
Cocyn S He menee 80 %
Cocyn 6
He mMmeHee 60 % He npumeHmmMo
Cragua 2 He Menee 75 % He npumennmMo
Kaxnooe 3HAYeHMe
CpepgHee {S1+52)
Cranux 3 22 rabnerku: He meHee 60 % He nprMennmo
Kaxnoe 3HadeHMe 24 TaGnerxku: He MeHee 50 %
He Menes 75 % He npuMeHuMO

CpegHee {(S1+52+853)

rap _coa_resultats v§

Crpanuua 1 us 2



«CAHOOM BHMHTPOIl MHOYCTPHUA»
AmMbapzc-3-Jlarpas
1l p ne na Beepx

KAPBOH-EJAH, 33565 CEDEX, ¢paHuus
Ten.: 0557303000 daxc: 0557303600

Ceprupuxar anaausa /
AHANUTHYECKHH MacCnoOpPT cepuu

SANOFI .7

Kon B 0ase naHHeX GMID:
HaTa NPoOMRIBOACTRA:
Ormcanna:

Turr:

dopMa BHINYCKAE!

CTpaHa npofaxi:

NOCAHATENMLHAS MHGOPMALMA ¢

CCBUTKA HA NoCke:

CChUTKA HA BEpCHI CepTHdMKATA aHANMSE:

256566

07-AHB-2019 p.

OAABHMKC, 75 MI, M28 (POCCHA)
Taonertka, NOKPpRITaA NASHOYHOR ofonouicoft

kopobDka © & Onucrepamu 0o 14 radnerok

PoccunA

Hr

MH-00187 Bep., 10.0
18

Howmep cepuu BA207

llara ucreueHuA cpcoka PofHocTh: JEK-2021

Bonma He Gomee 1,7 % 1,0 %

NocTropoHaue npumecu (BIXX) : He Gonee 0,2 % Huxe nopora oOHapyXeHus
* Knoauporpena He Gosmee 1,0 % 0.4 %
SR 26334 He Gonee 0,2 % <= 0,20 %
SR 25983 He Gomee 1,2 % 0,4 %
NwbGasa npyraa npumecs
Cymma npumeced Knonuoorpena
KOJMIMYECTBEHHOE OMNPEOEHEHHE

Knonuporpena B radmeTke (BIKX) Or 71,25 mo 78,75 Mr B TaGlneTke.
B NpOLEHTOM COOePKAHMM GT SaABAEHHOTO Or 95.0 % oo 105.0 % 74,85 mr/T,
RONUYeCTBA 99,8 %
HCIBITAHUS CIIENAPHKALIUHA PE3VYJIBTATHI

(*) OxmnaeTcs yTBepKOEHME DETYNATOPHHX OPTAHOB HA YHANEHMe B BABMCHMMOCTM OT CTPaHH HASHAYEHWA .
Mo yTeepROeHMM LOCBE C YAANEHHON MHGOpMaumel €O CTOPOHH PETYAATOPHHX OPTaHOB O&HHHE MCOHTAHKA PACCMATPMBAWTCA Kak

OONONMHUTeNbHele

HacToauuMm A NOOTEBEPXHAL, YTO BHNSYKa3aHHAA WHOOPMalLMA ABAAETCA BEDHON M TOYHON. [avHas CepMA Npenapata Oklna
H3POTOBJIEHA, BKIWUAA 3Tank YNAaKOBKM/MAPKMPOBKM M KOHTPOJA KAa¥eCTBAa, Ha BHUEYMOMAHYTHX NPOMIBOACTBEHHHX [UICWAIKAX B
[OJIHOM COOTBETCTBMM ¢ TpefoBaHMAMWM GMP

MECTHHX 3aKCHORATENEHHX OPraHOB BMAACTH, 4 TakKxe CC choeumMpMraumadm B Peruc TpayMoHHOM YAOCTOBEPEHMM CTPAHH -MMIIOpTEpa .

pe3ynbrTaTaM NpoOBEPKM 3aNMCKM © NPOM3BOLACTBE, YMAKOBKE M AHANM3E CEPHMM COOTBETCTBOBAMM TpeOOBaHMAM GMP.

o

PeweHMa

Dara:

YNOMHOMONGHHOR JIMIIO MM npegcTaEMuMTaNnb

OpnoBpeHo
23-AHB-2019 12:08:41.00

BennxamuH TAHC (HANS Benjamin)
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Certificate of analysis /

Batch certificate SANOFI b;

SANQFI WINTHRCP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

r-Code GMID: 256566 Lot number 8907
Manufacturing Date: 7-JAN-2019 Expiry Date: DEC-2021
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: NA

Référence dossier: MH-00187 v. 10.0

Réf. CoA version: 36
h-———a—-—_-——_..__..—___—__“___,___—_—____‘
e e e
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 form II

Liquid chromatocgraphy Complies COMPLIES
UV spectrophotometry Complies COMPLIES
. Titanhium dioxide Positive POSITIVE
. Red iron oxide Positive POSITIVE
TESTS

. Uniformity of dosage units

Acceptance value {(AV) Not more than 15.0 3.3

Mass variation Complies COMPLIES
. Dissolution - Clopidogrel Hydrogen sulfate dissolved after 30 minutes (UV):

Stage 1
., Bowl 1 Not less than 80 p.cent 95 P.CENT
. Bowl 2 Not less than 80 p.cent 98 P.CENT
. Bowl 3 Not less than 80 p.cent 97 P.CENT
. Bowl 4 Not less than 80 p.cent 88 P.CENT
+ Bowl 5 Not less than 80 p.cent 96 P.CENT
+ Bowl 6 Not less than B0 p.cent 97 P.CENT
Stage 2
. Each value Not less than 60 p.cent NCT APPLIED
. Average (51+52) Not less than 75 p.cent NOT APPLIED
Stage 3
Each value 22 tab : Not less than 60 p.cent NCOT APPLIED
24 tab : Not less than 50 p.cent
- Average ({51+52+33) Not less than 75 p.cent NOT APPLIED

cap cos_tesultats v5 Page 1/ 2



Certificate of analysis /

Batch certificate SANOFI \‘3)

SANDEFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

rCode GMID: 256566 Lot number 8A907
Manufacturing Date: 7-JAN-2019 Expiry Date: DEC-2021
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: NA

Référence dossier: MH-00187 v, 10.0

Réf. CoA version: 36
| CONTROLES SPECIFICATIONS RESULTS |
. Water content Not more than 1.7 p.cent 1.0 B.CENT

Impurities (HPLC} {(Expressed in basis for content to clopidogrel form II base) :

SR 26334 Not more than 0.2 p.cent <LOD

SR 25989 Hot more than 1.0 p.cent 0.4 P.CENT
Unspecified degradation product (each) Hot more than 0.2 p.cent <=0,20%
Total degradation products Hot more than 1.2 p.cent 0.4 P.CENT
ASSAY

. Clopidogrel form II (HPLC) :

Expressed in mg of clopidogrel base per 71.25 78.75 mg/tab 74,85 MG/CP
tablet
Expressed as a percentage of the 95.0 105.0 p.cent 99,8 P.CENT

theerical content per tablet
J

A
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

Dacision Accepted
Date: 23-JAN-2019 12:08:41.00
Qualified perscn or Delagate: HANS Benjamin

\,

Certificate of analyses electronically approved
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