AERKJIAPAIIASA O COOTBETCTBHUI

AEKJAPAHT, IPMHIMAROIMH JEKJIAPAITIIO O COOTBETCTBUH

AQ "Canoghu Poccus”

Ceedenua o peaucmpayuu opeanusayuu: Mexcpationnasn uncnexyus Pedepanvroii Hanozoeo cayxcbvl Ne 46 no
e. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Aopec: 125009, &. Mocwea, yn. Tsepcxas, 0. 22. Tenechon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnbiii dupexmop Monoic O.A.

Hosepennoe ruyo: Cmenanog C.C., dogepennocme 6/n om 01.12.2017

3ASIBJIAET, YTO

Rexapcmeennoe cpedcmeo. unomuasud, mabremxu 25 mz 20 wm., ynaxoexu aueiiogsie xonmypuvie (1),
nauxu kapmonnoie, PY Ne I1 NG13510/01 om 21.11.2007 (dama nepeogopmnernus 16.06.2016), cepust AV0IO,
rapmus 221306 ynaxosox, zoden do 01.11.2021, npouzeodcmea Xunoun 3ae00 Dapmayesmunecrux u
Xumuveckux npodyxmoe 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Litd, 2112
Veresegyhaz, Levai utca 5, Hungary, xod OKIIJ]2 21.20.10.143, koo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085315873 om 04,12.2018

COOTBETCTBYET TPEEOBAHUAM

IIN013510/01-211107 (HT 42-162-07 uam, Ne 1-6}

JAEKJIAPAIIHA ITPHHATA HA OCHOBAHHH

npomoxon ucnsimanui Ne 36650 om 10.12.2018 HJT 000 HIL] "OAPMOBEQOPOHA", ammecmam
arxxpedumayuu POCC RU 0001.21DJ140, Cepmugpuxam POCC HU.OM08.C29545 om 10.12.2018

JATA HPI/]I-IHTHH AEKJIAPAIIMM 10.12.2018

Crenanos C.C.
.10

e CBEJIEH]/I}I O PETHCTPALINU

OPT'AH IO CEPTHOUKAIINH, SAPETUCTPAPOBABINUN JEKJIAPAITIO 5
RA.RU.11OMO8 OPI'AH IIO CEPTHOHRAIIHH TPONVKIIHH OFHIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPVKHOH IJEHTP KOHTPOJIA KAYECTBA",

acpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom, 1, adpec apzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, am. 5., men..(495)788-02-88, ae6-
caim: oyxK.pg. :

,I[EKJIAPAIIHH O COOTBETCTBUM 3APEI'MCTPUPOBAHA M POCC RU J-HU, DM08.A.09755/18

Kb}}i\ Hunenxo K.B.

TOMIHACE Pyxoeoaurens OC




CEPTH®HKAT HA CEPHI)

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Koa ToBapa; VER_15944
HaumenoBanue I'mnoTuasng, Tabnertku 25 Mr -
npenapara: 20X
CTpana-uMnoprep: Poccus
HoMep cepuu: AV010 Homep cepuu 3axazuuka: AV(10
TaTa npoH3BONCTRA: 19-HOJB -2018 Jara ucreuenus cpoxa HOABL-2021
FOHOCTH:
Jo3upoexa CM. PE3YILTAT KOJHYECTREHHOI O
OFpeeNeHUA
JlexapcTeeHHas popma: tabneTku
THA ynakoBKM: [IBX-anromunnit Giauctep
GMID xon: 240208
Iokazarenn Crenndnkannn Pesynsrars
CBOHCTBA
Onucanue: Benbie unn nouTH Benbie ockue TabneTky ¢ CootrsercTByET
rpasuposkol «H» na onHON cropose u puckoil Ha
IOpYro#.
- ORHOPOIHOCTE JO3HPOBAHMSA Vpoeens 1: AV < 15,0 % (n=10) 2,0%
{Erp. ®apm., no macce) YpoeeHs 2: AV <250 % (n=30)
[OJJHHHOCTD
- B COOTBETCTBHH ¢ LUBETHON peakimeii MNoaoxurensHo CooTserctByeT
- V®-cniekrpodoromerpus Habnoaai0Tca MakCHMYMB NOTIOINEHHA TPH CoorseTcTRBYET
323342 um, 273 £ 2 UM
HYUCTOTA (B3KX)
- [Ipumecs B <0,5% 0,2 %
- Hpyroii ennHntanoil npuMecu <0,2% 0,0 %
- CymMa Jpyrux npumeces <1.0% 0.0 %
KOJIHYECTBEHHOE
OINPENAEJIEHMUE (Y®)
- ['napoxaoporraznn 250Mr=5% 25.5mr
PacTBOpEeHre
Yepes 45 Mun.,
(=75 % (n=6)
-pesepiyap 1 = 80 % uepes 45 MuH 100 %
-pesepByap 2 > 80 % depes 45 Mun 100 %
-pesepByap 3 = 80 % uepes 45 Mun 9% %
-pesepsyap 4 = 80 % vepes 45 MuAH 100 %
-pezepByap 5 = 80 % zepes 45 MuH 99 %
-pesepByap 6 > B0 % uepes 45 mun 100 %
-3J1an 2 Cpeanee 3Hauenne nns 12 rabnerok pomkno 66ie  He npuMennmo
HE Menee uem 75 % uepes 45 MHHYT, B HU OANOH
TabreTkH €O 3HAYeHHEM MeHee YeM 60 Y.
-J1an 3 Cpennee 3Hauesne 1711 24 tabnetox gomkno 6ute  He npumesnmo

He MeHee YeM 75 % vepes 45 MunyT, He Gonee 2
TadneToK MOTYT UMETh 3HaYeHHe MeHee deM 60 %

M HY )18 0AHO1 TabneTkH He MOXeT BbITh 3HaUe HHA

menee yeM 50 %,
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CEPTH®HUKAT HA CEFPHIO

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sancfi company
Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone; +36 28 585 600 / Fax: +36 28 585 939
Koa Torapa; VER_15944
Hanmenopanue FnoTrasug, TabneTkn 25 mr -
npenapata: 20X
CTpaHa-uMropTep: Poccus
Homep cepusn: AV010 Homep cepun 3akazuuka: AV010
JlaTa npouseoicTEa; 19-HOAB -2018 Hara ucreuenus cpoxa HOAB-2021
roHOCTH:

Jozupoexa CM. PE3YILTAT KONHYECTBEHHOT O

Onpeaenesns
UlekapcTreHHas dopma: TabneTkH
TN yNaKoBKy: IBX-anroMunnii Gnncrep
GMID koxz: 240208

Wcnpitanus Ha MUKPOOHMONOIHYECKYI0 HYHCTOTY COOTBETCTBYIOT TpebGoBaHuam Esp. ®apu.
(xaxnas 100 cepus, Ho He Meree | HCILITAHES B TCUEHHE rojd). 3Ta cepus Oblia NIPOH3BECHA B
NOJTHOM ~ COOTBETCTBHH ¢ TpeOopaHusMH cGMP wu  coenmdukaiusMy  HOPMATHBHON
JOKYMEHTAIH.

10T cepTHOUKAT aHanm3a liposeped LIMS v noanucan snexTpoHHo.

Pewenue ornena obecneyeHus KaYecTsa

Pemerne: TTPUHATO
Jata: 01-J1EK-2018 13:32
Y NoAHOMOYEHIHOE JHILO? dr. Solti Monika Maria
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BATCH CERTIFICATE

SAL

OFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sancfi company

Veresegyhaz site - 2112 Veresegvhaz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 83%

7

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : AV010 Custocmer lot no. : AVOLQ
Date of manufacture; 19-NOV~2018 Explry date : Nev-~-2021
Strength : see al the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code : 240208

CHARACTERS

- Appearance Complies

- Uniformity of dosage units (Ph.Eur.

Mass Variation)

IDENTIFICATION

- According to colcour reacticn Complies

- By spectrophotometry Complies

PURITY TEST (HPLC)
- Impurity B
- Other each
~ Other total

ASSAY (UV)
- Hydrochlorothiazide
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BATCH CERTIFICATE

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd,.
~ a Sanofl company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

4 4

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : AV010 Customer lot no. : AV010

Date of manufacture: 19~NOV-2018§ Expiry date : NOV-~2021

Strength : see at the assay

Dosage form tablets

Packaging type : PVC - ALU blister

GMID code : 240208 J
Tests Specifications ults L
PISSOLUTION

within 45 min.,
0= 75 % {n=6)

- Bowl
- Bowl
- Bowl
- Bowl
~ Bowl

- Bowl

Lo T 6 L O N

- Stage 2

- Stage 3

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but at least 1 per year).
This batch has been manufactured in compliance with the ¢GMP requirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

Decigion : FELSZABADITVA / ACCEPTED
Date : 01-DEC-2018 13:32
Qualified person: dr. Solti Ménika Maria
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