JEKJAPALIASI O COOTBETCTBUM

AEKJIAPAHT, IIPHHUMAIOHIIHH JEKJIAPAIIHIO O COOTBETCTBAH
AQ "Canogu Poccun"
Ceedenus o pezucmpayuu opzanwsayuu. Medsicpaiionnan uncnexyus Gedepanvoii HAr020601 cayorctur Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.
Aopec: 125009, 2. Mockea, yn. Taepcxas, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvhuiii dupexmop Monxc O.A.
Hosepennoe nuyo: Cmenanos C.C., dosepennocmyv 6/4 om 01.12.2017

3AABJSIET, UTO

Aexapemeennoe cpedcmeo: Koanpoeens, mabnemxu noxpeimsle nienoynoii o6orovxoii 12,5 m2+300 mz 14 wm.,
ynaxoexu aueiicogvie kowmypuuie (2), nawxu xapmonnvie, PY Ne JITI-001027 om 18.10.201] (dama zamens:
08.11.2016) sordano Canogu Kiup Ic3nCu , cepun 84549, napmun 9937 ynaxosox, 200en 0o 30.09.2021,
npouseodcmea Canoghu Bunmpon Hnoyempun, Opanyun, Sanofi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave, 33565 Carbon Blanc Cedex, France, ko0 OKIT2 21.20.10.148, xod TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085313796 om 16.11.2018

COOTBETCTBYET TPEEOBAHNAM

JUT001027-181011 uzm. Ne |

JEKJIAPAITHSA IIPUHSTA HA OCHOBAHWU

npomoxon ucnvimarnui Ne 35300 om 28.11.2018 HJ1 000 HI] "®APMOBOPOHA", ammecmam
arxxpeoumayuu POCC RU.0001.2]1 D140, Cepmugpuram POCC FR.OM08.C28614 om 28.11.2018

Crenanos C.C.
O.HO

CBEJIEHMS O PETUCTPAITMHA

OPI'AH ITO CEPTHOHUKATMH, 3APETHCTPHPOBABINHM AEKJIAPAIIAIO

RA.RU.11OM08 OPIAH 1O CEPTHOHKALHH PO VKLY OBHIECTBO C Of PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH HHEHTP KOHTPOJIA KAUECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom, 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 3. 4, am. 5., men. :(495)788-02-88, seb-
cavim: oyxr.poh.

AEKAAPAITIST O COOTBETCTBHM 3APETYICTPUPOBAHA N2 POCC RU J-FR.®M08.4.08584/18
HATATEGHCTPALNAN 28.11.2018
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Ceprudukar anannsza /
AHATHTHYECKHH nACHOPT CepHH g A

CARHO®M BUHTPCOIN WHOYCTPHUS»
MOapsc-2-Jarpas

P Ie Jia Bhepx
‘APBOH-EBEJIAH, 33565 CEDEX, ¢paHuusa
‘en.: 0557303000 daxkc: 0557303600

‘©on B fasze IaHHHx GMID: 397520 Homep cepun BA549
laTa NpoM3BOACTRA: 9-QKT~2018 llaTa McTeyeHuA CpoOKa CEH-2021
TOEHOCTH
mMcanme ; KOANPOBEJE, 300 MI'/12.5 MI', TAEBMETKM, TOKPBHTHE OBCIOYKON
2X14 (POCCHA)
M Tabnerxa, NOKPHETAaR IASHOYHON
OBONOUKON
OpMa BHOYCKE : [lo 14 raBreTox B Gnucrep. [lo 2 GiuucTepa B KapTOHHYE [auxy
ITPaHa MPOHaXM : Poccus
l[ononHuTenrHas MHPOPMALMS H/TI
‘CHIIK& Ha HoChBe ! MH-00337 Bep. 3.0

'CHIKA Ha Bepcun cepTudukara 28
HamMsa:

ACHBITAHHUSI E3VJIbTATHI -
APAKTEPMCTHENM

Onucanme COCTBETCTBYET

lIeer COOTBETCTBYET
‘OOJIMHAQCTE

FMOKOCTHARA NPOMATOrpadua:

'UIPOXIIOPOTHUAZHI - MOJIOXUTEJILHO

plecapran NORO¥HNTERBHO

HK-cnexrpoforoMerpus:
TARORIOROTHA 31 : DONOXUTENBHO
pbecapran TONCKUTEJIEHO
. TONOKUTENBHO

- IOJICKUTENLHO

Oxcuaon ®enesa (*)

THTaHa HMOKCKI (*)

ICIHTABWE

OOHOPOIHOCTE NOBUMPOBAHMA (A0 Macce) .COOTBETCTBYET
PacrTeopeHue [(BRINX) :
MOPOXJICROTHAZMY, pPacTEOPEHHER COOTBETCTBYET
epes 30 »HYT
plecapTaH, pacTBOPEHHRIL He - COOTBETCTBYET

epes 30 MuBRyT

rap_cos_resuitats w5 Crpanmua 1 u3 3



Ceprudnxar ananmsza /
AHAJIMTHYECKHH NACHOPT CEPHH SAN

Fl

CAHO®U BMHTPCI MHIYCTPUSA»
MBapsc-3-Jlarpas

PX ne mna Beepx
APBOH-BNAH, 33565 CEDEX, ®paHums
‘err.: 0557303000 daxc: 0557303600

‘on B Oase paHHHX GMID: 397520 Homep cepuu 8A549
laTa nNpoOM3BONCTBA: 9-0KT-2018 JaTa MCTedwerMA CpPOKa CEH-2021
TOOHOCTM
MUCaRME : KOANPOBEJEL, 300 MI'/12.5 MI', TAENETKM, HOKPHTEE OBOMOYKOMN
2X14 (PoCCHA)
MIT TabreTKa, NOKPHTAd NASHOWHONR
oBoONoUKON
OPM& BHINYCKA : Ho 14 tabneror B Gmmcrep. o 2 6aucTepa B KAPTOHHYID [NadRy
‘Tpasa NpOoNAKA: Poccus
lononEuTenEHad uHpopMas H/1I
(CELTIKE Ha HOCLE: MH-00337 Bep. 3.0

CHJTK& Ha Bepcup cepruduraTa 28
LHAMSa

ACHIBITAHHSI .
POOCTREHHHe nprMecH (BIAX):
‘R 49498 (KO = 0,1 %) He < IIKO

PE3VJBLTATHI

Q 8936 (KO = 0,4 %) He ‘son < MKO

o

poume enmHMyHee npuMmeck (IIKC = 0,1 %) H -COOTBETCTRYET

Buee ColepxanMe npMMeceit He +HE OIPEJEJSAETCA KOJMYECTBEHHO

OIMYECTBEEHOE ONPEHEJERNUE

THMEpOXNOpOTHasun (BIXK) 11,9+ /D ©172,6 MI/TAB
Wpbecapran (BIRN) 2g5, 5 7296,8 MI'/TAE

*) OxmEaeTCA YTBEPEHeRMe PETYNATOPHHX OPTAHOB HA YHANEHME MCMOMTAHMA B BaBMCHMOCTY OT CTPAHL HAZHaUeHWS,

‘© yTEEDRIOEHMM HOChE ¢ YHAFEHHOR uBQopMaumMell Co CTOPOHH PETYNATOPHHKX OPIaHOB OaHHHE HCIBTAHMA PACCMATPUBAITCH Kax
(ONMONHUTEN b HEE

e e e e e L s b e
AACTOAWMM A NOANTEEPXNAK, WTO BHINEYKABAHHAA MHOOPMALMA SBISETCA BepHOW ¥ TOuHOW. JaHHAS CepuA npenapara bBema
BTOTORJIEHA, BIJIOUAN ITANH YNAKCBKM/MADKMPOBKM M KOHTPONA KA¥eCTRa, HA BHUEYDOMAHY TN MPOUABOLCTRESHERY [UIOWaXKaX B
OIHOM COOTEETCTEMM ¢ TpeboBaHvaw: GMP

[ECTHEX 2AKOHOHATENILHEX OPTAHOR BRACTH, a Takke CO CReUMOMKAUMAMM B PerucTpallOHHOM YHOGCTOBEPEHMM CTpRaHE-MMIIOpTEDa.

0 pesysibTaTaM NPOBEPKM BalMCH O NPOM3BOOCTEE, YINAKOBKE M aHalMse cepuM COOTESTCTBOBaRM TpeboBanMaMm GMP,
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Ananutuyeckuii nacnopr cepun S A |

CRROOM BMHTPOI MHOYCTEUS»
MGapszc~3-farpas

P e na Beepx
‘ARPECH-BJIAH, 33565 CEDEX, <¢paHumsa
‘e1.t 0557303000 darc: 0557303600

Ceprudmkar ananmnsa /

OFI

on B Baze HaHHEX GMID:

[aTa IpoM=BONCTBa:

IMMCaEue |

I

YOpMa  BHITYCKA !
‘Tpana npomaki:

[ononHuTeneHads MHbOPMAaLMS

(CEUIK& Ha Joche:

IChITKA Ha BepPCHD cepTudukarTa
LH&JMsa:

397520 Homep cepun
9-0OKT-2018 HaTa ucTeueHMsa cpoka
POIOHOCTH !

KOANPOBENE, 300 MI'/12.5 MI', TABJETKM, OOKPHTHE OBOJOYKONU
2X14 (POCCHA)

TabneTra, HOKPHTAA NASHOUHONR
OBOIOUKOM

No 14 raCnevox B Gmucrep. [Io 2 OAMCTEPA B KAPTOHHYD MUKy
Poccusa

H/I

MH-00337 eep. 3.0
28

BA549
CEH-2021

‘emexHne Onobpeso
faTa: 0Z2-HOS-2018 14:36:06.00
"MOMHOMONEHROE JIMIIO MIDM NpPeNCTABMTENL : BEANR Mupuam (WEILL Myriam)

EPTUOMKATH AHANMS3 BABEPEeHH BNSKTPOHHON NCANMCHED

rap coca_resultats ve
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Certificate of analysis /

Batch certificate S ﬁé N @ ? E |

SAHCEFI WINTHROP INDUSTRIE
Ambarés et lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel., (557303000 Fax.0557303600

Code GMID: 38752¢ Lot number 8A549
Manufacturing Date: 9-0CT-2018 Expiry Date: SEp-2021
Description: CO APROVEL RM300 TABCO 2X14 RU

Type: Film ccated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00337 v. 2,0
Réf. CoA version: 28

CONTROLES

CARRACTERES/CHARACTERS

~SPECIFICATIONS - RESULTS

Aspect/Aspect - COMPLIES

Couleur/Colour

IDENTIFICATION/IDENTIFICATION

POSITIVE
POSITIVE

Hydrochlorothiazide/Hydrochlorothiazide

Irbesartan/Irbesartan

Hydrochlorothiazide/Hydrochlorothiazide - POSITIVE

Irbesartan/Irbesartan "POSITIVE
Oxyde de fer/Iron oxides (*) ~POSITIVE
Dioxyde de titane/Titanium dioxide (*)} 7 POSITIVE

ESSAI/TEST

Uniformité de masse/Uniformity of mass . COMPLIES
Disscolution/Dissolution (HPLC)
Hydrochlorothiazide dissous aprés (COMPLIES
30 minutes/Hydrochlorothiazide

dissolved after 30 minutes

Irbesartan dissocus aprés 30 minutes/ COMPLIES

Irbesartan disscived after 30 minutes
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Certificate of analysis /

Batch certificate g A N @ ? E

SAHQFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la viergs

33565 CARBON BLAHC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 397520 Lot number BA54 9
Manufacturing Date: 9-0CT-2018 Expiry Date: SEP-2021
Description: CO APROVEL RM300 TABCO 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: NA&

Référence dossier: MH-00337 v. 3,0
Réf, CoA version: 28

CONTROLES . SPECIFICATIONS =~ - "  RESULTS
Substances apparentées/related substanceé?(ﬂfﬁé)' S pl R
SE 49498/SR 49498 (LOQ = 0.1 %) n

SQ 8936/50Q 8936 (LOQ = 0.4 %)
Chague autre impureté/ - COMPLIES
Each other impurity (LOQ = 0.1%) ot
Somme des impuretés/ In L HON-QUANTIF1E/NOT-QUANTIFIED

Total impurities

DOSAGE/RSSAY

Hydrochlorothiazida/ L 12,6 MG/CP
Hydrochlorcothiazide {HPLC)
Irbesartan/Irbesartan (HPLC) ©296.8 MG/CP

(*] En attente d'approbation réglementair

Pending regulatory approval for deletion

These tests are considered as additional t

1 hereby certify that the above information is authentic and accuzate. This batch 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 regulateory authority and with the specifications in the Marketing buthorisatien of the
importing country. The batch processing, packaging and analysis reccrds were reviewed to be in compliance with GMP
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Certificate of analysis /

Batch certificate S ﬁ% N @ ? E

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la wviarge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 397520 Lot number 8AR4 G ]
Manufacturing Date: 9-0CT-2018 Expiry Date: SEP-2021

Description: CO APROVEL RM300 TARBCO 2X14 RU

Type: Film ceoated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00337 v. 2.0

Ref., CoA version: 28

bBecisgion Accepted
Date: 2-NOV-2018 14:36:06.00
Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved
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