JEKJAPAIIMSI O COOTBETCTBUH

JEKJIAPAHT, MIPUHHAMAIOIIHH JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canodgru Poccun"

Ceedenus o pezucmpayuu opzanuzayuy: Mexcpationnan uncnexyun Qedepanvroil nanozoaoli cayxcbvi Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenecpon/chaxc: 8 (495) 721-14-00/721-14-11

B nuye: Nenepanvnuiii oupexmop Monxne O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepennocms 6/v om 01.12.2017

3AABJSIET, UTO
nexapcmeentoe cpedemeo. Konnagure, mabnemry noxpeimoie naenoynos obonouxot 100 m2 + 75 mz 10 wm.,

ynaxoexu aveiixoseie koumypnuvie (10}, nauxu xapmonuwie, PY Ne JIIT-000163 om 13.01.2011 (dama 3amenb

. 12.09.2016) evidano Canogpu Knup IcI3nCu, cepusn 84242, napmus 8000 ynaxosox, 20den do 30.09.2020,
npouszeodcmea Canogu Bunmpon Hnoycmpun, @panyun, Sanofi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave, 33565 Carbon Blanc Cedex, France xod OKIT/[2 21.20.10.131, ko0 TH B3I 3004900002,
xonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085321870 om 01,02.2019

COOTBETCTBYET TPEBOBAHUAM
JIT 000163-130111 usm. Ne 1-4

JEKJIAPAIIHS ITPHHATA HA OCHOBAHHAHA
npomoxon uchuimanuit Ne 3230 om 07.02.2019 HJ/T OO0 HL "OAPMOEOPOHA", ammecmam axxkpedumayuu

POCC RU.0001.219J140, Cepmugpuxam POCC FR.OM08.C33310 om 07.02.2019

Crenanos C.C,
©.H.0

" CBEJAEHUS O PETUCTPAIIMHA

OPTAH IO CEPTHO®HNKAIINHM, 3APETHCTPHPOBABIIAN AEKJIAPAITHIO y
RA.RU 11OMO8 OPIAH ITO CEPTHOHKAIIHH ITPORYVKIJHH OBLJECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJI KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, sm. 5, nom. I, kom. 1, adpec opeara no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oyxx.pe.

JAEKJAPAITMA O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU J-FR.®@M08.A.15120/19

Kayan E.B.
3am. pyxoBogurens OC




«CAHO®HM BHHTPON MHOYCTPUA»
AMGapac-I-Nlarpas

1 pw ge na Beepx

KAPBOH-BJIBH, 33565 CEDEX, <&paHuma
Ten.: 0557303000 darc: 0557303600

Ceprundukar ananusa /
AHa/INTHYECKMH NACMOPT CEPHH

SANOFI .7

Kon B ©aze maHHuX GMID:
faTa npoM3BOOCTEA:
Qmcamme:

Tumn:

dopMa BHNYCKA :

CTpala nponaxm:

HononHUTEeNnbHas MHOOPMALMA 2

Cernka Ha HOCHE:

Ccounka HA BEpcHM CepTHPMKATa aHazaMsa:

510127

15-0KT-2018 r.

Homep cepuu

IlaTa HcTeYeHUA CPOKd TORHOCTH:

81242
CEH-2020

KOMAARPMKC, 75/100 TABNETKM, NOKPHTHE NREHOYHOWM OBOMOUKCH 10X10 (POCCHA}

TadnerTka, MCKPHTAA MNeHOYHOM OSOonouxoi

kopoOka ¢ 10 GnucTepamm no 10 TadneTok

Poccus

R/T

MH-00105 Bep. 9.0

18

UCIBITAHUA CIIEIIH®PHKAIINHA PE3YJIBTATHI
XAPAKTEPHCTUKH
onucanue OpasnpHuee NBOAKOBHOYKIHE TAaGIETKHM, COOTBETCTBYET
MOKPHTHE NAEHOURONM OUCROYKCH CBeTNO-
PO30BOrO LBeTa, C TPABMPOBKON C75 Ha
OnHON CTOpOHE M Al00 Ha APYro#t CTopoHe.
fpeT CReTJIO-pO3CBOTO LUBETa COOTBETCTBYET
MOANMMHHOCTB
iakocTHAAR xpomaTorpadma:
Knonunorpen COOTBETCTBYET COOTBETCTBYET
BCAMPHH CooTEETCTRYET COOTBETCTEYET
HK-cnexrpodporomeTpmna: VET
Knonugorpen CooTBETCTBYET HRSUEL R
Acnupyn CooTBETCTBYET COOTBETCTBYET
TUTAaHA OMOKCMA NonomMTeNeHO MOAOKHUTENBHO
Oxcuns xenesa NonoxuTesieHE NONOKUTENBLHO
ACNMHTAHKUE
JEHOPOOHOCTH NOSMEPOBAHMA (Mo comepXaHum)
4,8 %
- Knonmporpen: He Oonee 15 COOTBETCTBYET
JEHOPOOHOCTE BOIUPOBAHNUA CoorBeTCTBYET
- ACNMPMH: He Gonee 15 9,3 %
JOHOPOOHOCTE AO3MPOBAHMA CooTBeTCTBYET COOTBETCTBYET
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Ceprudmuxar anaausza /

AHAJIUTHYECKHH MACIOPT CEPHH SA N O F I J

«CAHOPHM BMHTPOIl MHOYCTPUA»
buSapsc-d-Jlarpas

1 pio Oe na Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHumMa
Tem.: 0557303000 ¢axc: 0557303600

Kom B Ga3e OaHHnx GMID: 510127 Homep cepuu BA242
fara npOW3SBOLCTBA: 15-0KT-2018 r. flara WCTEUYERKA CDOKAa ToOHOCTH: CEH-2020
ommcanma : KONNABMKC, 75/100 TAENETKM, NOKPHTHE NAEHOYHON OBONOUKOW 10X10 {POCCHA)

Tuna: TatneTka, NOKDETAA NASHOWHON OOONOYKOA

bopmMa BHITYCKE: kopobxa ¢ 10 Gmucrepamys no 10 tadneTok

CTpaHa npooaxu: Poccua

OoronduTensHad KMHPODMAEUMUA: H/0

CCEUTKA HAa OOChe: ME-00105 Bep. 9.0

CCHUIKA Ha BEpPCH cepTudMKaTa adanusa: 1§

He Gonee 3,0 % 1,4 %

Bona

PacreopeHne (B3IWX} :
AcnupuH yepes 10 muayr (Q=80 %) Cooreercreyer COOTBETCTBYET
Knonuporpes uepe3 30 MuuyT {Q=80 %) COORBSTCERY R COOTBETCTBYET

MoCTOPOHHKE NpMMecH (BIXX) :
* Kinonugorpeda Huxke nopora obHapykeHMA
SR 26334 He Comee 0,20 ¥ Huxe nopora oGHapyxeHuA
SR 25989 He Gomee;1,0 % COOTBETCTRYET
MeSas Apyras npuMech He Oonee 0,20 % Huxe nopora obGHapyxeHusa
SyMMa npuMeceii He Gomee 1,2 %
*ACIIMPMH :
CamMUMIOBAR KMCIIOTA He Gomee 1,0 % Huxe nopora oOHAPYKeHMA
NMubBasa Opyras NpUMech He Gonee 0,20 % COOTBETCTBYET
Iymma npuMmecedt He Gonee 1,2 % Huxe nopora oOHapykeHus
{ONMMYECTBEHHOE CNPENEHEHHME

76,95 Mp/m.

Knonunorpena B rabaeTke (BIKK) Or 71,25 mo 78,75 Mr B TabieTke. 102.6 %
3 NPOMEHTOM COOEPKAHMH OT BAABJEHHOTO Or 95.0 % no 205.0 %
conuuecTBa

ACnMpHHa B TatneTke (B3HX) Or 95.0 go 105.0 mr B rabmnerke. 99,47 mn/T
1 NPOLEHTOM CONEPRAHUM OT BAABJICHHODO Or 95.0 % no 105.0 % 99,5 %
LONUYecTBa
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Ceprudukar ananusa /

AHAIMTHYECKHH NACMOPT CEPHH SA N O F I J

«CAHO®M BHHTPON MHAYCTPHA»
AmGapac-3-Jlarpas

1 po me sa Boepx

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

Kon B Gaze naHxHelx GMID: 510127 Homep cepuu 8A242
laTa npoM3BOLCTEA: 15-0OKT-2018B r. NaTa ugTeveHuA cpoxka roasceTH:  CEH-2020
Omicame : KONNABMKC, 75/100 TAENETKM, OOKPHTHE NAEHOUHOM OBONOYKOM 10X10 (POCCHA)

Tun: TatbnerTka, MOKPHTaA NNEHOYHONH OOONOUKOR

$opMa BHMNYCKAE: kKopoOka ¢ 10 OGnmcrepamu no 10 TadneTow

CrpaHa NpoOaxH: Poccua

lNononHUTENeHaA MHPOpMaLUS: H/M

Ccrjika HAa Ooche: MH-00105 Bep. 2.0

Ccrnka Ha sepcup cepTHPMkaTa aHanmsa: 18

HCHbITAHHUA CIHEIH®HUKALIHHA PE3YJIbTATHI

{*) OxMmaeTca YTBEepKOEHUE PeTYNATOPHHX OPTAHOB HA YAANEGHWME B JIABMCUMOCTHM OT CTPAaHH HAaZHAUEHUA .
flo yTBEpPROEHMM NOCbe C YAaNeHHO! MHPOpMauMed CO CTOPOHH PETYNATOPHHX OPTaHOB OAHHHE WMCOHTAHUA DACCMATPHMEBAKTCA KAk
HOOOAHNUTENbHEE

HacTosAuwuM s MOATBEpXOAl, UTO BHWEyka3aHHAA MHOOpPMaUMA ABMAETCA BepPHOW M ToOUHOM. HaHHaA cepuA npenaparta Owua
W3TOTOBJIEHA, BKJNYAA 3ITanNH YNAaKOBKM/MAPKUPOBKW M KOHTPOJA KAYECTBAa, HA BHUEYAOMAHYTHX NDOMABOICTBEHHHX IIOWAOKAX B
NOJHOM COOTEETCTBUMM € TpeloBaHuAaMmu GMP

MECTHBX BaKOHONATEJNbHHX OPraHOBR BJAACTHM, 4 Takke €O cneuudprxaumAMM B PePMCTPALMCOHHOM YOOCTOBEPEeHWM CTpPaHE-uMOopTepa. Ilo
pe3yNeTaTaM NPOBEPKM 3alMCH © NPOW3BOINCTBE, YMAKOBKE M AHANKM3E CepMM COOTBETCTBOBANM TpeGoBaHuAM GME.

PeweHMea OnobpeHa
Dara: 14-AHB-2019 17:12:18.00
YNONHOMOYGHHOS MO MM HPeNcCTABMTEND ; Beitn Mapbam (WEILL Myriam) !

CepTudMKraTe aHanM3a 3ABEpEeHH DASKTPOHHOW MOLMMCHI
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Certificate of analysis /

Batch certificate SANOFI \‘o)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.d557303600

Code GMID: 510127 Lot number 8R242
Manufacturing Date: 15-0CT-2018 Expiry Date: SEP-2020
Description: COPLAVIX 75/100 TABCO 10X10 RU

Type: Film coated tablet

Presentation: Box with 10 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00105 v, 9.0

Réf. CoA version: 18
)
e e
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. Aspect Oval slightly biconvex film-coated COMPLIES
tablet, engraved "C75" on one side and
"Al00" 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 (dosage variation)} (HPLC)

- Clopidogrel :

AV {Acceptance Value) Not more than 15.0 4.8
Uniformity of dosage units Complies COMPLIES
(by dosage variation)

- Aspirin

AV (Acceptance Value} Not more than 15.0 9.3
Uniformity of dosage units Complies COMPLIES

{by dosage variation)
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Certificate of analysis /

Batch certificate

SANOFI WINTHRUP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI .7

r

amount

Code GMID: 510127 Lot number 8A242
Manufacturing Date: 15-0CT-2018 Expiry Date:; SEP-2020
Description: COPLAVIX 75/100 TABCO 10X10 RU
Type: Film coated tablet
Presentation: Box with 10 blisters of 10 tablets
Market Name: Russia
Additionnal inf: NA
Référence dossier: MH-00105 v. 9.0
Réf. CoA version: 18
CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 3.0 p.cent 1.4 P.CENT
Dissolution {HPLC):
Aspirin dissolved after 10 minutes Complies COMPLIES
(0=80 p.cent)
Clopidogrel dissclved after 30 minutes Complies COMPLIES
(Q = 80 p.cent)
Impurities (HPLC):
* Clopidogrel degradants
SR 26334 Not more than 0.20 p.cent <LOD
SR 25989 Not more than 1.0 p.cent <LOQ
Each unspecified impurity Not more than 0.20 p.cent COMPLIES
Total degradation products Not more than 1.2 p.cent <LOQ
* Aspirin degradants
Balicylic acid Not more than 1.0 p.cent <LOD
Each unspecified impurity Not more than 0.20 p.cent COMPLIES
Total degradation products Not more than 1.2 p.cent <LOD
ASSAY
+ Clopideogrel (base} (HPLC) 71.25 78.75 mg/tab 76.95 MG/CP
Expressed as percentage of the labeled 95.0 105.0 p.cent 102.6 P.CENT
amount
. Aspirin (HPLC) 95.00 105.00 mg/tab 99,47 MG/CP
Expressed as percentage of the labeled 95.0 105.0 p.cent 99.5 P.CENT

with the GMP

I hereby certify that the above information
manufactured, including packaging/labelling

is authentic and accurate. This batch of product has been
and quality contrel at the above mentioned sites in full compliance

requirements of the local regqulatory authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMP

rap coa resultats v5
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Certificate of analysis /

Batch certificate SANOFI E‘a)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

r

Code GMID: 510127 Lot number 8h242
Manufacturing Date: 15-0CT-2018 Expiry Date: SEP-2020
Dascription: COPLAVIX 75/100 TABCO 10X10 RU

Type: Film coated tablet

Presentation: Box with 10 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00105 . 9.0

Réf. CoA version: 18

Dacision Aecepted

Date: 14-JAN-2019 17:12:18.00
Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved
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