AEKJIAPALIUAA O COOTBETCTBUU

JAEKJAPAHT, HPHHHMAIOIHHFI AEKJTAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccun”

3apezucmpuposano : Meofcpauwma}z uncnem;uﬂ MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mockea, ya. Teeperasn, 0. 22. Tenedon:8 (495) 721-14-00

B ruye: I'enepansuviii dupexmop Adaman H.B.

Hosepennoe nuyo: Knoxoea 10.C., dosepennocms 6/n om 01.12.2017

3AABJAET, UTO

rexapemeennoe cpeocmso: Iunomuasud madnemxu 100 me 20 wm., ynaxoexu aveiikossie konmyprvle (1),
nauxy kapmonnvie, PY Ne IT NOI3510/01 om 21.11.2007 (dama nepeopopmnenua 16.06.2016), cepus AV001,
napmua 128470 ynarxosox, 200en 0o 01.04.2021, npoussodcmea Xunoun 3a60d Dapmayeemuneckux u
Xumuveckux npooyxkmos 340, Benepus, Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 2112
Veresegyhaz, Levai utca 3, Hungary, koo OKITJ2 21.20.10.143, xoo TH B3 3004900002, xoumparxm Ne
250/40056192/F-2 om 20.10.2010, uneoitc No 9085294403 om 11.06.2018

COOTBETCTBYET TPEEOBAHUSIM
11 N013510/01-211107 (HIT 42-162-07 uzm. No 1-6)

JEKJAPAIIAA IPUHATA HA OCHOBAHHU
npomorkor ucheimanuit Ne 1615 0 om 18.06.2018 HIT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmudpuram POCC HU.OMO8.C16176 om 18.06.2018

Knoxopa HO.C.
D.HU.O

s
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CBEAEHUS O PETUCTPALIMA

OPFAH 11O CEPTHOUKALIINH, 3APETHCTPUPOBABIIIHNA JTEKJIAPALIAIO

RA.RU.11DPMO8 OPTAH 11O CEPTHOHKALIHH ITPONYVKIIHH OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYKHOH IHEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockesa, yn. Macmeprosa, 0. 4, om. 5, nom. I, xom. 1, adpec opeana no
cepmuurayuu: 115280, POCCHA, 20p00 Mockea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eet-
caiim: OYKK pq’)

Hupenxo H.B.
Pykoeomaurens OC




SANOF|

XWHOUH 3aBoj DapManeBTHYECKHX U
Xumuueckux [Ipoaykros 3A0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTHO®UKAT AHAJIU3A

I'nnoraasna®, Tabaerkn 100 mr {(bamcrepnr) - 20 - N1

Cepusi:  AV001
IIpouseenen: 16/04/2018

Toznen no: 04/2021
HJ{42-162-07
ITOKA3ATEJIA HOPMBI PE3VJIBTATHI
Onuncanue Benkie nm nours Gestble Kpyrible MiockHe TableTki o CooTtBeTcTBYET
IpaBupoBKo# «H» Ha omHoili cTopone u puckoii ua ApyToii,
HNommurnocte Y@ crekTp UCIBITYeMOTo pacTBopa, IPATOTOBIEHHOTO, KAK CoorsercTByer
omxcaHo B pasaecne «KomudecTrentoe onpeyenenney, nomKen
MMETH MAKCHMYMBI OTNOIUEHHA TIPH TeX e JMHAX BOJH, 4TO B
Y@ crexTp CTaHAapTHOre pacteopa (323 £ 2) M 1 (273 % 2)
HM).
Kagecrrennas peaxuus Cootrerctryer
Hossnseres cuHesato-huroONeTOROE OKpalMBanne.
Pacteopenne* He menee 55 % (Q) or 3ass1eHHOr0 KONRYecTBa 32 60 MHH. CooteeTcTRyeT
Poacreerumie - [Ipumecs B we Gonee 1,0 %. 0,2%
NpHMECH - Jiobas npyras e mEnYRas npramecs ne Golee 0,2 %.
- Cymma Ipyrux npameceit ne 6onee 1,5 %. 0,0%
0,0%
Mpukpobuonorn | Kareropns 3 A. Cootsercrryer
JecKas 9HCToTa
Onnopozrocts | AV <15 1,2 %
J0o3upoBanus™ *
Konuuectsenno | Tabnerxu 100 mr: o1 95,0 10 105,0 mr (100,0 Mr £ 5 %). 100,0 mr
e
olpeaeneHne

* - pasnen «MCTHPACMOCTEY B TEOMETPHYECKHE PasMEpPh! TabIeTOK, IPHCYTCTRYIOLHE B cepTH(HKATE
anan#sa (GupMel, HCKIIIOYEHEI 110 TpeGosanun UCKJIC.
** - pasnen BBefien 1o TpeGoparmio UCKJIC, DrpMa rapaHTHPyeT KAYeCTBO I10 JAHHOMY IOKA3ATeNIO.

YKasaHHad cepust IPOU3BEICHA B COOTBETCTBHH ¢ AEHCTBYIONHME TPeGOBAHAAMH PETHCTPALHORHOIO
AOCHE ¥ IIpaBH/IaMH HAJTICKAEH IPAKTHKA HPOH3BO/CTRA JIeKAPCTEEHHEIX cpencts (GMP).
Kaxue-m6o 3maanmMbre 1M XpHTHYIECKHE OTKIOHEHNS 0T DETIaMEHTHPOBAHHEIX IapaMETPOR He
3APETHCTPUPOBAHEL,
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Bemymen 30/05/2018 VYnomioMouenroe nuno: dr. Solti yﬁﬁrﬁﬁidana
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- & Sanocfi company

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

Phone: +36 28 585 600 / Fax: +36 2B 585 839

Item code : VER_ 549491
Product name : HYPOTHIAZID 100 mg tablets 20X
Import. country : Russia
Lot number ; AVOQL Customer lot no. : AVDO1
Date of manufacture: 16-APR-2018 Expiry date : APR~2021
Strength see at the assay
Dosage form : tablets
Packaging tvpe : FVC/PVDC ~ ALU blister
GMID code : 549491
Results
CHARACTERS
- Appearance Complies

- Uniformity of dosage units (Fh.Eur.

Mass Variation)

IDENTIFICATION
- According to colour reaction

- By spectrophotometry

PURITY TEST (HPLC) 1
- Impurity B 0.2 %
0.0 %

(0.0 %

—- Any other single impurity

- Total other impurities

ASSAY (UV)

- Hydrochlorothiazide 2 100.0 my

TRy
Pt iy,

rap coa resultats v



BATCH CERTIFICATE

SANOFI! «

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

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

Phone: +36 28 585 600 / Fax: +36 2B 585 $39

'4

Item code : VER_549491

Product name : HYPOTHTAZID 100 mg tablets 20X

Import. country : Russia

Lot number : AV001 Customer lot no. : AV001
Date of manufacture: 16-APR-2018 Expiry date : APR-2021
Strength see at the assay

Dosage form : tablets

Packaging type : PVC/PVDC - ALU blister

GMID code : 548491

Y A

Tests ‘Specifications

DISSOLUTION
within 45 min,
0=75 % (n=6)
- Bowl 1 87 %
- Bowl 2 8BS %
- Bowl 3 9% %
- Bowl 4 95 %
- Bowl 3 86 %
~ Bowl 6 98 3
- Stage 2 Na
- Stage 3 NA

- ~

Microbiological purity tests comply to the Ph,Eur. reqguirements (every 100th lot, but at least 1 per vear).

This batch has been manufactured in compliance with the ©GMP requirements and complies with the specifications of
the relevant Marketing AButhorization. ’

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

Decision : FELSZABADITVA / ACCEPTED
Date : 30-MAY-2018 10:57
Qualified person: dr. Solti Ménlka Maria
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