JAEKJAPAIIUSA O COOTBETCTBHNU

JEKJIAPAHT, MPHHUMAIONI A JEKJIAPAITHIO O COOTBETCTBHH

AO "Canoghu Poccus”

Ceedenun o pezucmpayuu opanusayuy: Mexcpasionnas uncnexyus edeparsroli Hanoz060u cayxchvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, éama npuceoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvnriii dupexmop Monow O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocme 6/n om 01.12.2017

3ASIBJIAET, UTO

nexapemaennoe cpedemso: I'unomuasud, mabnemxu 25 m2 20 wm., ynaxoaxu aveiixogvie Kounypuvie (1),
nauxu kapmonnsie, PY Ne II N013510/01 om 21.11.2007 (Oama nepeogpopmnenun 16.06.2016), cepun AVO11,
napmus 33316 ynarogox, zoden 0o 01.11.2021, npouzeodcmea Xurnoun 3aeod Dapmayesmuveckux u
Xumuueckux npodyxmos 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 2112
Veresegyhaz, Levai utca 5, Hungary xod OKIT]2 21.20.10.143, xod TH B3L 3004900002, konmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085319725 om 14.01.2019

COOTBETCTBYET TPESOBAHHUSIM
IIN013510/01-211107 (FO 42-162-07 usm. Ne 1-6)

JEKJIAPAITASA IIPHHSITA HA OCHOBAHHHA
npomokon ucheimanuti Ne 1160 om 18.01.2019 HJ/T 000 HI "®APMOBEOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21®DJI40, Cepmugpuxam POCC HU OM08.C31799 om 21.01.2019

AATA TIPHHATHS NEKJTAPAITHY 2/.01.2019
| AEKJIAPATTHSL NEVCTBUTEJLHA JIO 01.11.2021

MJ] | | Crenanos C.C.
dernapain b <.1.0
(&
CBEJIEHUS O PETUCTPALIAN

OPT'AH ITO CEPTHOUKAIINH, 3APETHCTPHPOBABIIHIA JEKIAPAITHIO

RA.RU. 11 ®MO08 OPIAH ITO CEPTHOHKALIHH ITPOIVKIIHH OFL{ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIZ KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 9. 4, sm. 5, nom. I, xom. I, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocxkea, yr. Macmepxosa, 9. 4, sm. 5., men. :(495)788-02-88, eeb-
caiim: oykx.pg.

AEKJIAPAIINSA O COOTBETCTBHM 3APEI'MCTPUPOBAHA X POCC RU J{-HU.®DM08.4.13042/19
JATA PETHCTPAITHH 2/.01.2019

‘->""{aec:m:-;,'%L

A
Pfl ueHTp KORTpONA =] @‘}k Hunenko 1.B.
KavecTIIH f1D) oAk Pykoeomutesns OC




CEPTHOHKAT HA CEPHIO

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

He MeHee yeM 75 % uepe3 45 MuHYT, He Gonee 2
TabneTok MOryT HMeTh 3HaYeHne MeHee YeM 60 %

H HM 1A 0OHOH TabNneTKH He MoXKeT GbiTh 3HAYEHHR

MeHee ueM 50 %.

Koa ToBapa; VER_15944
HaumeHoBanHe MnoTuazng, TabneTku 25 Mr -
npenaparta: 20X
Ctpana-uMnopTep: Poccun
Homep cepun: AVO0l1 Homep cepnu 3akasuuka: AVOl11
Jlata nponzeoacrea: 20-HOSE -2018 JlaTa ucteueHus cpoxa HOAE-2021
FORHOCTH:
JlosupoBKa CM. Pe3yNbTaT KONUYECTBEHHOMO
OTpeAeneHHs
lekapcTBeHHAA opma: TabneTku
THR ynakoBkH: MNBX-antomunnii 6nucrep
GMID kom: 240208
Moka3zaTenn Crneundnrxaunn PesynbnTaTnl
CBOMCTBA
Onucanue: Benvie unu nouty Genbie NIOCKHe TabAETKH ¢ CooTeeTcTBYET
rpasHpoBkoii «<H» Ha ofHo# cTOpoHe W pHCKOH Ha
apyrofi.
- OAHOpPOAHOCTEL I03HPOBAHHA VYpoeenn 1: AY < 15,0 % (n=10) 3.7%
(Esp. ®apm., no Macce) YposeHs 2: AV = 25,0 % (n=30)
NOAJIMHHOCTb
- B COOTBETCTBHH C UBETHOIT peakuueit MonoxuTensHO CooTeeTCTBYET
- Y®-cnektpodoToMeTpus Ha6ntonatoTes MakcHMyMbl NOTOLUEHHA MPH CooteTcTBYET
3232 1M, 273 22 UM
HUHUCTOTA (BIXKX)
- [pumecs B <0,5 % 02%
- dpyroit eaMHUYHO NpHMecH <02 % 0.0 %
- Cymma apyrux npumeceii <1.0% 0,0 %
KOJUYECTBEHHOE
OIIPEAEJEHHE (Y®)
- 'mapoxnopotua3ug 250Mr+£5% 257 mr
PacTeopeHue
Uepes 45 MuH.,
Q=75 % (n=6)
-pe3epeyap | > 80 % uepes 45 MuH 99 %
-pe3epByap 2 > 80 % uvepe3s 45 MHH 99 %
-pe3epByap 3 > 80 % uvepe3s 45 MHH 100 %
-pesepeyap 4 > 80 % uepea 45 MuH 100 %
-pesepeyap 5 = B0 % uepe3 45 MuH 99 %
-pesepByap 6 = B0 % uepe3 45 MuH 99 %
-3Jtan 2 Cpeanee sHavenve ana 12 tabnetok pomxHo 6uite  He npuMennMo
HE MEHee YeM 75 % vepe3 45 MUHYT, H HU OaHOH
TAbNETKH €O 3HAuEHHEM MeHee ueM 60 %.
-3Jtan 3 Cpeanee 3HaueHne 01 24 Tabnerox AomkHo 66iTe  He npumenumo
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CEPTHO®UKAT HA CEPHIO

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600/ Fax: +36 28 585 939
Koza Topapa; VER_15944
HaumeHOBaHHE 'mnoTtraszug, Tabnerkm 25 mr -
npenapara: 20X
CTpana-uMnopTep: Poccus
Homep cepum: AVOil Homep cepuu 3akazunka: AV011
Ilata nponisoacTsa: 20-HOB -2018 JlaTa ucTeueHus cpoka HOAB-2021
TOJHOCTH:

[To3npoBka CM. PE3yAbTAT KOJNHYECTBEHHOTO

ofpeaeneH A
JlexapcTeeHHan popma: TabneTkH
Tun ynakosku: TIBX-amomunuii Onuctep
GMID koa: 240208

UcnbiTannsg HAa MHKPOOHONOTHYECKYI0 YHCTOTY COOTBETCTBYIOT TpebGoBaHuam Epp. Papm.
(kaxcmas 100 cepust, HO He MeHee | HCTIBITAHHA B TEYEHHE roAa). 31a cepHs ObIIa MPOKU3BEAEHA B
MONHOM  COOTBETCTBHM ¢ TpeboBanuamMu cGMP W cnenuuxanMsMH  HOPMaTHBHOH
JOKYMEHTALHH.

JtoT cepTudukar ananuza nposeped LIMS u noanucan snexktpouso.

Petnense oraena obecneueHns kavecrsa
Pewenne: [MPUHATO
TaTa: 01-IEK-2018 13:35
Y noJIHOMOYeHHOE NHN0; dr. Solti Monika Maria
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BATCH CERTIFICATE e,

SANOFI

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

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

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

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : AVOli Customer lot no. : AVO1ll
Date of manufacture: 20-NOV-2018 Expiry date : NOV=2021
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code : 240208

oA L

cifications

Tests Spe: Results

CHARACTERS

- Appearance White or almost white, flat tablets with Complies
sign "H" engraved on one face, single
breakline on the other,

- Uniformity of dosage units {Ph.Eur. LEVEL 1t AV <= 15.0 % (n=10} 3.7 &

Mass Variation) LEVEL 2: AV <= 25.0 % (n=30)

IDENTIFICATION

- According to colour reaction Positive Complies

- By spectrophotometry Shows absorption max. at 323 +/- 2 nm Complies
and 273 4/~ 2 nin.

PURITY TEST (HPLC)

- Impurity B <=90.5% 0.2 %

- Other each <% 0.2 % 0.0 %

- Other total <« 1.0 % 0.0 %

ASSAY (UV)

- Hydrochlorothiazide 25.0 mg +/~ 5 % 25.7 mg
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhéz site - 2112 Veresegyhdz, Lévali u.5., Hungary

Phone:

+36 28 585 600 / Fax:

+36 28 585 939

SANOFI .

Item code
Product name

VER 15944
HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia
Lot number : AV0O1l1 Customer lot no. avo1ll
Date of manufacture: 20-NOV-2018 Expiry date NOV-2021
Strength see at the assay
Dosage form tablets
Packaging type : PVC - ALU blister
GMID code 240208
W R A SRR
Tests Specifications Results
DISSOLUTION
within 45 min.,
Q= 75 % (n=6]
- Bowl 1 >= 80 % within 45 min 99 %
- Bowl 2 >= 80 % within 45 min 99 %
- Bowl 3 >= B0 % within 4% nmin 100 %
- Bowl 4 »>= 80 % within 45 min 100 %
- Bowl 5 >= 89 % within 45 min 99 %
- Bowl 6 >= 80 % within 45 min 99 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 4% min., ‘and no tab is less than
60% .
- Stage 3 Average of 24 tabs 1s not less than NA

75% within 45 min., not more than 2
units are less than 60%, and no tab
is less than 50%,

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 cGMP requirements and complies with the specifications of
the relevant Marketing Authorization,

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

QP decision

Decision :
Date

Qualified parson:

FELSZABADITVA / ACCEPTED
01-DEC-2018 13:35

dr. Solti Médnika MAria
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