JNIEKJAPALIASL O COOTBETCTBUN

JEKJIAPAHT, IPHHUMAIOIIHIL JEKTAPAIIMIO O COOTBETCTBHAH

AC "Canogut Paceus™

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus QedepanvHoli Hanoz080di cayxctor Ne 46 no
2. Mocree 01.01.2008, OF'PH 1027739079940, dama npucevenus OFPH 19.08.2002.

Aopec: 125009, 2. Mocxea, yr. Tsepcxan, 9. 22. Tenegpon/thaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrvrii oupexmop Monac O.A.

Hoeepennoe nuyo: Knoxosa FO.C., dosepennocnie 6/w om 01.12.2017

SASIBJAET, UTO

nexapemeennoe cpedcmeo: Ilnasuxc, mabnemxy noxpeimule nienouHou oborouroii 300 mz 10 wm., ynaxosxu
Auetixogole konmypruvie (1), nawku kapmonnvie, PY Ne JICP-009024/10 om 31.08.2010 (dama samenst
23.09.2016) evioaro Canogru Knup SeInCu, cepust 84003, napmus 2572 ynaxosox, z0den do 31.05.2021,
npouseodemea Canogru Bunmpon Hudyempun, ®panyua, Sanofi Winthrop Industrie, 1 rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France, xod OKITJ2 21.20.10.131, xod TH B3/ 3004900002,
xonmparm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085309878 om 18.10.2018

| COOTBETCTBYET TPEEOBAHISIM

JICP-009024/10-310810 uzm. Ne 1-4

JEKJTAPATIISA IPHHATA HA OCHOBAHHANA

npomoxor ucnvimanui Ne 3103 0 om 26.10.2018 HiT OO0 HL] "OAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.GMO8.C26106 om 26.10.2018
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CBEJEHUS O PETUCTPAIIHA

OPTAH IO CEPTHOHUKAITNHM, 3APETUCTPAPOBABIN WA AEKJIAPAIIIO
RA.RU.IIOMO8 OFPTAH IO CEPTHOHKALIHH TPOIYKIIHH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOH LIEHTP KOHTPOJIT KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocksa, yr. Macmeproea, 0. 4, am. 5, nom. I, xom. I, adpec opzana no )
cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, 686- '
caiim: oyxx.pe.
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SANOFI

Canodu Buntpon Munycrpus, ®panuns
Ambares et Lagrave

1 rue de la Vierge

33565 CARBON BLANC Cedex, France

CEPTH®UKAT AHAJIU3A

ITnasnke®, TabaeTkH, HOKPLITEIE NIEHOYHOI 06010uKoii, 300 Mr Gancrepsr - 10 — N1

Cepus: 8A003
Ipoussenen: 25/06/2018
INoxen xo: 05/2021
HJ JIPC-009024/10-310810
HOKA3ATEJIA HOPMbI PE3YJbTATBI
Omnucanne ITponosrosarsie TabNeTKH, HOKPLITEIE ILIEHOYHOH 060TI0UKOMH CootseTcTBYET
PO30BOTO LIBETA, ¢ TPaBUPOBKOM Yncia 300 #a ogHoll cropoHe 1
yucna 1332 Ha npyroii ctopone.
HNoxmunnocTts Rt (obpa3na) = Rt (ctangapra T2).
Y@ ceKTp HCTIBITYEMOTO PacTBOPA 10 NOJNIOKECHHIO CootsetcrByer
MaKCHMYMOB norjoienss B obnacta ot 250 10 300 um gomxen
COOTBETCTBOBATL Y P CIIEKTpPY CTaHIAPTHOTO PACTBOPA,
OJIYYEHHOTO B TEX K YCIOBUSAX,
Cpennsis Macca® | 1022 Mr £5 % CootserctByer
OnnopoanocTs 18/20 - e Gonee + 5% CooTBeTCTBYET
MAacchl 2/20 - me Gonee + 10 %, Cooreercreyer
PacrBopenne He menee 80 % (Q) 3a 30 mun. CoorBeTcTBYET
Boga He 6onee 1.7 % 1.2%
INocToponsue SR 26334 - ne 6onee 0,2 %; CooTBeTCTBYET
npuMecn** SR 25989 - ne Gonee 1,0 %; 0.4%
CAMHMYHON HeuleHTHOHUMpOBaHHOH pHMecH - He 6onee 0,2%; | CooTseTcTBYeT
BCETO NpuMecel - He Oonee 1,2 %. 0.4%
Muxpobuonoru- | Kateropus 3 A, CootBeTcTBYET
YecKas YHCTOTa
Konuuecteennoe | Or 280,5 10 315,0 mr
onpeneneHue** KNonuaorpena (OCHOBAHMS) B OAHO TaGIeTKe. 293,8 mr
Ot 93,5 % mo 105,0 % ot 3asB1eHHOrO
COACPKAHM KO orpena (OCHOBaHHA) B 0/{HOH TabneTke. 97,9 %

* - noxasatesis BBeICH GUPMOF! B COOTBETCTRIH ¢ TpeGOBEHMIMH, OPUHATEIMA B P® Kk cTanpapruzauny

NaHHOMH ACKAPCTBEHHOMR GOPMbI, ¥ HE BKIOYEH B CEPTHOMKAT AHANN3E (PHPMBL. KAYECTBO NPEMapaTa N0 3FOMY IOKa3aTelo

rapaHTupyerca $pupmMoi.

™ — HOPMBI IPUBEREHB HA KOHEL CPOKA FOJHOCTY H OTIHHAIOTCS OT HOPM, APHBEAEHHHIX B cepTH(HKATE dHANH3a
NPOH3BOABTENS HA MOMEHT BRHIITYCKA TOTOBOIO MIPOAYKTA.
YKasahHas cephi NPOH3BEICHA B COOTRETCTBHM ¢ ACHCTBYIOMNMY TPeGOBAHMAMU PETHCTPALMOHHOTO J0CHE H
PaBHIaMH HaaneKailieH IPAKTHKH TPOH3BOICTEA JIEKAPCTREHHBIX cpencTs (GMP). Kakue-1160 3HAYHMBIE MIH KPUTHYECKHE
OTKJIOHEHHH OT PErAAMEHTHPOBAHHLIX NAPAMETPOB He 3apPETrHCTPHPOBAHEL,

3AO «Canodi Poceunss

Aapee: 123008, Mockia, ya. Treperas, 22, Teas (495) 721- 1300, hake: (495) 7211411, www.sanolLiu
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SANOFI

Canodu Buntpon Mupycrpus, Opanigs
Ambares et Lagrave

| rue de la Vierge

33565 CARBON BLANC Cedex, France

CEPTHO®UKAT AHAJIU3A

TLiagpkce®, TabaeTKH, NOKPLITLIE IVIEHOYHOI 0boaoukoii, 300 mr 6umcTepnl - 10 — N1

Cepun: 8A003

[lponssenen: 25/06/2018
T'oaen jo: 05/2021
HI JIPC-009024/10-310810

HOKA3ATEJIHN HOPMBI PE3YJbTATDI

Pemenne: Boinymen 02/10/2018 Ynomnomouennoe sruo: IDIQUIN Martine

Crpannna 2 u3 1
3AQ «Canogn Poccisy
Adpeet 125609, Mocksa. v, Treperan. 22 Teas (495) 7201400, Dare: (495) 721-141 1. www.sanoliru




Certificate of analysis /

Batch certificate S ﬁ& N @ E: E |

SAHOFI WIHNTHROP INDUSTRIEZ
Amrkarés et Lagrave

1 rue de la vierge

33565 CARRBUN BLANC Cedex France
Tel. 0557303000 Fax.05573036C0

Code GMID: 331036 Lot number 8A003
Manufacturing Date: 25~JUN-2018 Expiry Date: MAY-2C21
Dascription: PLAVIX 300MG TABCO 1X10 RU

Type: Film coated tablet

Presentation: Box with 3 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00187 v, 4.0
Réf., CoA version: 13

SPECIFICATIONS =~ RESULT

CONTROLES

CARACTERES /CHARACTERS

Aspect/Aspect " coMPLIES

Couleur/Colour - COMPLIES

IDENTIFICATION/IDENTIFICATION
Clopidogrel / Clopidogrel

- Chromatographie liguide/ - COMPLIES

Liguid chromatography i

- Spectrophotométrie UV/ .COMPLIES

UV Spectrophotometry

= POSITIVE

: POSITIVE

Dioxyde de titane/Titanium dioxide

Oxyde de fer rouge/Red iron oxide

ESSAI/TEST

Uniformité des préparations unidoses
(par variation de masse)/

Uniformity of dosage units (by weight
variation}

Dissolution/Dissolution (UV)
Clopidogrel disscus aprés 30 minutes/ . COMPLIES
Clopidogrel dissolved after 30 minutes
(Q = 75 p.cent)

Teneur en eau/Water content 1.2 P.CENT

rap_coa_resultats v5 Page 1 / 2



Certificate of analysis /

Batch certificate S A % @ ? E

SAROQFI WINTHROP INDUSYTRIE
Ambarés et Lagrave

1 rue de la vierge

33065 CRRBON BLANC Cedex France
Tel, 0537303000 Fax.0557303600

Code GMID: 331036 Lot number 8A003
Manufacturing Date: 25-JUN-2018 Expiry Date: MAY-2021
Description: PLAVIX 300MG TABCO 1X10 RU

Type: Film coated tablet

Presentation: Box with 3 blisters of 10 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-C0187 v. 4.0

Réf. CoA version: 13

CONTROLES . ..o 7. " SPECIFICATIONS . = ~RESULTS

Impuretés de déqradation/Degradation prcd@;IQH{HEL“
SR 26334/SR 26334 £.70u égal 4.
not more than 0.

£ <LOD

0.4 P.CENT

SR 25989/SR 25989 inf.lou égal

Impuretés non-spécifiées (chacune)/ inf. . ala 0.2 p,q - COMPLIES

Unspecified degradation product (each) ndt mé'e_tﬁéh:

Somme totale des impuretés/ inf al 0.4 P,CENT

Total degradation products

DOSAGE/BSSAY
Clopidogrel /Clopidogrel (HPLC)
Exprimé en my par comprimé/ £ 2593.8 MG/Cp

Expressed in mg per tablet

Exprimé en pourcentage de la teneur Ad05.0 Sp.cent 197.9 P.CENT
théorique/Expressed as percentage

of theorical content

T hereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites in full compliance
with the GMP

requirements of the local regulatory autherity 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

Decision Accepted
Date: 2-0CT-2018 16:12:15.00
Qualified person or Delegate: IDIQUIN Martine

Certificate of analyses electronically approved
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