CEPTH®HKAT HA CEPHIO

XHWHOWH 3apoa PapManesTHHECKHX H XHMHUYECKHX npoaykTos 3A0

- Komnauus «CaHodm

IMpoussoacteennan naowanka Bepewenswas - 2112 Bepewenwsxas, yn. Jlesau, 5, Benrpua
Tnd.: +36 28 585 600 / Daxc: +36 28 585 939

Koa ToBapa; VER_159%44
HanmMeHnoBaHue M'unoTtuasng, TabneTkn 25 mr -
npenapara: 20X
CTpana-nMmnoprep: Poceus
Homep cepun: Cvo17 Homep cepuu 3akasuuka: Cvo017
/laTa NpOU3BOACTBA: 28-Okt-2019 Jarta HcTeueHun cpoka Cen-2022
FOAHOCTH:
Tlo3HpoBKa CM. PE3YNIbTaT KOJIHYECTBEHHOrO
onpeaeneHus
TlekapcTaenHan popMa: TabnaeTku
THN yNnakoBxu: [IBX-amomunnit 6nuctep
GMID xon: 240208
MoxazaTenn Cnemidukaumnn Peaynntatsl
CBOHCTBA
Onucanve: bensie wnn noutn Genble naockHe TabneTku ¢ CooTBeTCTBYET
rpasupoBkoli «H» Ha onHoli cropone H puckoit na
Apyrod.
- OEHOPOAHOCTb JO3HPOBAHHSA Yposene 1: AV < 15,0 % (n=10) 32%
(Eep. @apu., no mMacce) Yposens 2: AV <25,0 % (n=30)
MNOJJHHHOCTD
- B cooTBETCTBUM € LBETHOH peakuuei [MonoxurensHo CooteeTtcrByeT
- Y®-cnextpooTomMeTpus HabmonatoTes MakcUMyMs! NOCNOIEHKS NPH CooTpeTcTBYET
323+28m,273+ 2 M
UHCTOTA (B3XKX)
- Ilpumecs B <0,5% 0,1 %
- ipyroii eanHH4HOIN NpuMecH <0,2% 0,0 %
- CyMma Apyrux npumecefi <1.0% 0,0 %
KOJWYECTBEHHOE
IONPEJEJEHHE (Y®)
- ["napoxnopoTHasu 25,0mMr+ 5% 25.0 mr
Pacreopenne
Hepes 45 muH.,
Q=75 % (n=6)
-peaepsyap | > 80 % uepe3 45 muH 97 %
-pesepsyap 2 > 80 % uepe3s 45 muH 95 %
-pesepByap 3 > 80 % uepes 45 MuH 95 %
-pesepByap 4 > 80 % uepes 45 MuH 92 %
-pesepByap 5 > 80 % uepes 45 MuH 96 %
-pesepByap 6 > 80 % 4epe3 45 MHH 97 %
~3Tan 2 CpenHee 3HaveHue ana 12 tabnetok nomxHo Geite  He npumeHnMo
He MeHee YeM 75 % uepes 45 MHHYT, U HH OAHOH e
g TabneTky co 3HaueHHeM MeHee deM 60 %. 20 « Oray,
-3ran 3 CpesiHee 3HaueHHe AnA 24 TaBNeTOK A0MKHO 6 "HeapuvE _,’?-*{;.?
He Menee uem 75 % uepes 45 MunyT, He Gone "\Q@"‘ e\
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TabNeTOK MOTYT UMETh 3HAYCHHE MEHEE YeM
W HH LA OAHOH TabneTy He MOXKET OBiTh 31-@
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CEPTH®HKAT HA CEPHIO

SANOFI »,

XHHOMH 3ason ®apmanesTHyecknx n XuMu4eckux npoayktos 3A0

- Komnanua «Canodu

lNpoussoncTeenHan nnowanxa Bepeweneiuas - 2112 Bepewensxas, yn. Jiesau, 5, Benrpus
Tad.: +36 28 585 600 / daxc: +36 28 585 939

Koa Tosapa; VER_15944
HanmeHoBanne funoTnasma, Tabnertku 25 mr -
npenapara: 20X
Crpana-umnoprep: Poccus
Homep cepuu: Cvo17 Homep cepnn 3axasuuka: CVo17
[/laTa npoussoacTaa: 28-Oxr-2019 Jlata HeteueHns cpoka Cen-2022
FOAHOCTH:
To3upoBKa CM. pe3yNbTaT KOJHYECTBEHHOIO
onpeaeneHus
Ulekapcreentan dopma: TabNeTKH
'Tun ynakosku: TIBX-amomuunii 6nucrep
GMID xon: 240208

HenbiTauus Ha MUKPOGHOIOTHYECKYH) YHCTOTY COOTBETCTBYIOT TpeGoBaHuam Epp. ®apm. (Tecr
BBIMOAHAETCA HA Kaxa0i 10-fi cepum, HO He MeHee, yeM Ha | cepun B rox).

JTta cepus Obiia TpOM3BEAEHA B IONHOM COOTBETCTBHM ¢ TpeGoBaHHsMH cGMP u
cneundpruKauMaAMH COOTBETCTBYIOIIETO PerucTpalMOHHOTO Y I0CTOBEPEHHS.

JT0T cepTHMKAT aHaNK3A MOJyyeH W3 BanuanposatHoil JIMMC 1 noamucaH 31eKTPOHHO.

I Pewenne oTaena obecneuenns kauecTsa

Peienne: [MPUHATO
aTa: 18-Ho#6-2019 10:14
YnonuoModeHnoe JTHL0; dr. Solti Monika Maria
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MPUNOXXEHUE K CEPTUDOUKATY AHAJIN3A (conpoBoguTenbHoe
NUCbMO)

Hanmenopanue npoayxra: [HnoTHasHa 25 mr tabnerkn 20X

Homep cepuu: CV017

GMID: 240208

Hata npouseoactea: 28.10.2019

lonen no: 09.2022

Ccoinka Ha HoMep PY, 3apernctprposatHoro B Poceua: IT NO13510/01

A®DHU (Hazeanue cybcTaHUMi, HA3BAHHE H A0pEC NPOU3BOAHTENS CYBCTAHUMH):

CunpoxnopThasng

Yanpxoy dapmaceioTkan Oaxropn, Ne 518, Jlaoaour Uct Poan, Yanawoy, Txuanrcy 213018, KHP

Sl noatsep:kpalo, YTC AaHHAf cepuA NPOTECTHPOBAHA MO BCEM MAPAMETPaM, MEPEYNCNEHHLIM B cReLnpHKAUHH
HopmaTtneHoii RokyMeHTaUMK, 3aperHCTPHpoBanHON B acToALlee BpeMa B Poccuiickoii Deaepauun.

Hactoswmum noarsepicaactcs, YTo NapTHA COOTBETCTRYET TpeGoBakHAM pa3aenoB YnakoBka U MapknpoBka
HopmaTtheHe# BoKyMEeHTaUMM, 3aperCTPHPOBaHHOH B HacToALlee BpeMs B Poccuiickoii Meaepanun.

[Moanuce/naTa: [noanuce]
05.12.2019
Hmz (neuatHeiMy GyxkBamn): Monnka Mapusa Conta

IIOH}KHOCTI): YnonHoMoueHHOE NHLO
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BATCH CERTIFICATE

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

SANOFI! . g

Item code VER 15944

Product name :

Import. country Russia

Lot number cvol7

Date of manufacture: 28-0CT-2019
Strength see at the assay

Dosage form tablets

Packaging type
GMID code

240208

HYPOTHIAZID 25 mg tablets 20X

Customer lot no.
Expiry date

PVC - ALU blister

Ccv0i7
SEP-2022

CHARACTERS
= Appearance

- Uniformity of dosage units (Ph.Eur.

Mass Variation)

IDENTIFICATION
- According to colour reaction

- By spectrophotometry

PURITY TEST (HPLC)
~ Impurity B

Other each
- Other total

ASSAY (UV)
- Hydrochlorothiazide

White or almost white, flat tablets with Complies

sign "H" engraved on one face, single
breakline on the other.

LEVEL 1: AV <= 15.0 % (n=10)
LEVEL 2: AV <= 25,0 % (n=30)

Positive
Shows absorption max. at 323 +/- 2 nm
and 273 #/= 2 nm.

<= 3.5 %
<= 0.2 %
<= 1.0 %

25.0 mg +/~ 5 &

Complies
Complies

0.1 %
0.0 %
0.0 %

25,0 mg
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BATCH CERTIFICATE @,

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

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

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : cvinl7y Customer lot no. : Ccvol7

Date of manufacture: 28-0CT-2019 Expiry date : SEP-2022

Strength : see at the assay

Dosage form : tablets

Packaging type : PVC ALU blister

GMID code : 240208

———— - U——— T — -

Tests Specifications Results

DISSOLUTION

within 45 min,,

Q=75 % (n=6)

- Bowl 1 >= 80 % within 45 min 97 %

- Bowl 2 >= 80 % within 45 min 95 %

- Bowl 3 > B0 % within 45 min 95 %

- Bowl 4 >= 80 % within 45 min 42 %

- Bowl 5 »= B0 % within 45 min 9o %

- Bowl & >= 80 % within 45 min o7 %

- Stage 2 Average of 12 tabs is not less than 75 % HNA
within 45 min., and no tab is less than
60%,

~ Stage 3 Average of 24 tabs is not less than NA

Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every 10th lot but at least
for 1 lot/year).

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

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

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 18-NOV=-2019 10:14
Qualified pearson: dr. Sclti Ménika Maria / 31
1 (] L Y »
Qe anomi roeTeeT
Jw”———*———“”—‘_—E;qu
'E'n%'-'-. sanofi Russia A fipe]
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Hypothiazid 25 mg tablets 20X

Batch Number: CV017

GMID: 240208

Manufacturing Date: 28.10.2019

Expiry Date: 09.2022

Reference number to MA registered in Russia; P N0O13510/01

API (name of API, name and addrass of manufacturing site):

Hydrachlorathiazide

Changzhou Pharmaceutical Factory, No 518, Laodong East Road, Changzhou, Jiangsu 213018, China

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation.

Signature/Date:

Printed Name: dr. Mdnika Maria Solti

Title: Qualified Person




