CEPTUD®UKAT HA CEPHUIO

SANOFI

XNHOWH 3aBox ®apmaneBTH4eCKUX U XUMHUECKUX IPOIyKToB 3A0

- Komnanus «Canodu

IIpousBoacTeenHas mwiomanka Bepemensias - 2112 Bepemensxas, yi. Jlesau, 5, Benrpus
Tnd.: +36 28 585 600 / Paxkc: +36 28 585 939

GMID: 806364 Kox ToBapa: VER 806364
HaumenoBanue npenapara: ['unoruasun, tabnerku 25 mr 20X

CtpaHa-uMIIopTep: Poccust
Howmep cepuu: EVO010 Howmep cepuu 3akazuuka: EV010
JlaTa npousBocTBa: 19-ABI'-2021 Jata ucreyenus cpoka NIOJIb-2024
TOJHOCTH:
Jlo3upoBka CM. Pe3yJIbTaT KOJIUUECTBEHHOTO
onpeaeseHus
JlexapctBennas popma: TabmeTku
Tun ynakoBKku: [MBX-antomuHnii oiucrep
'Y CIIOBUS XpaHCHHS: B 3anumieHHOM OT CBeTa MECTE IpHU
temn. Huxe +25°C
IloxazaTenu Crnenudunxanun PesynbTaTtsl
CBOMCTBA
Ornucanue: Benbie viu moutn Oelibie MIOCKUE TA0JIETKH ¢ COOTBETCTBYET
rpaBupoBKoi «H» Ha 0HOM CTOPOHE M PUCKOW Ha
JIPYTOH.
- OIHOPOAHOCTH TO3UPOBAHUS VYposens 1: AV < 15,0 % (n=10) 3,3%
(EBp. ®apm., mo Macce) VYposens 2: AV <25,0 % (n=30)
MNOAJUHHOCTD
- B cOOTBETCTBUM C LBETHOM peakuuei [HonoxurenbHO COOTBETCTBYET
- Y®-cniektpodoTomeTpust Habnromarotcss MaKCHMYMBI TIOTJIOMICHUS TIPU CoOTBETCTBYET
323 +2 um, 273 £2 M
UUCTOTA (BIKX)
- [Ipumecs B <0,5% 0,2 %
- [lpyro#i eaMHUYHOM npuMecH <0,2% EERCIITY: 0,0 %
- CyMMa IpyTrux mpuMecei <1.0% 0,0 %
KOJNYECTBEHHOE
OINIPEJEJIEHUE (Y®)
- ['mapoxiopoTnazun 250mMr+£5 % 24,9 mr
PacTBOpenne

Uepes 45 muH.,
Q=75 % (n=6)

-pe3epByap 1 > 80 % uepes 45 muH 98 %
-pe3epByap 2 > 80 % uepes 45 muH 99 %
-pesepByap 3 > 80 % uepes 45 muH 98 %
-pe3epByap 4 > 80 % uepes 45 muH 96 %
-pe3epByap 5 > 80 % uepe3 45 muH 99 %
-pe3epByap 6 > 80 % uepe3 45 muH 98 %
-OTamn 2 Cpennee 3HaueHue st 12 TabieTok DomkHO ObITh  He nmpumMennmo

He MeHee ueM 75 % 4depe3 45 MUHYT, U HU OJHOI
TaOJICTKH CO 3HaYCHHEM MeHee ueM 60 %.
-Otan 3 Cpennee 3HaueHue s 24 TabIETOK NOJHKHO OBbITh  He mpumeHnuMo
He MeHee geM 75 % depe3 45 MuHyT, He Oomee 2
TabJIETOK MOTYT MIMETh 3HaueHHne MeHee ueM 60 % u
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HU JUTS OJTHOW TaOJIETKX HE MOKET OBITh 3HAUCHHUS
menee ueM 50 %.

JTOITIOJTHUTEJbHAS

NHOPOPMALIUS

Mukpobuosnornueckas gnctota (Esp.d.*)

-O0I11Iee KOJUYECTBO a3POOHBIX He 6omnee 100
MukpooprannzmoB (TAMC), KOE/r

-O011ee KOIMIECTBO APOXIKEBBIX U He 6onee 10
miecHeBbIX rpudoB (TYMC), KOE/r

-Escherichia coli, 1 T OTtcyTCTBYET

* J|OTIOJTHUTEIIbHBIE TECTHI HE BBIIOJIHSIOTCS UIE PyTUHHOTO KOHTPOJISL, AJIsl JAHHOM CEepUH He ITPOBOAMINCH (17151
kaxaoi 10-i cepuu, HO He pexe, 4eM s 1 cepur B TON)

CchUIKa Ha HOMEP PerucTpaloHHOTO

yI0CTOBEPEHHSI, 3aPETHUCTPUPOBAHHOTO B

Poccum: JITT-Ne (000114) - (PT-RU)

ADU, ncnoab30BaAHHBIN 115
MpPOU3BO/JCTBA:
Hanmenosanue AU

- M'mppoxopotnasua Yanbxoy PapmaceroTuran ¢hakropu, No 518, Laodong East Road, Changzhou, Jiangsu
213018, China

'YrakoBKa 1 MapKUPOBKA: B cootBerctBum ¢ HJI

JlanHas cepust COOTBETCTBYeT TpeboBaHMsIM HopmaTtuBHON JIOKyMEHTAIUH, 3apETHCTPUPOBAHHON B HACTOSIICE
Bpemsi B Poccuiickoi Denepanuu, N0 NepeyrcIeHHBIM MOKA3aTesIM Ka4eCTBa.

Pemenue YIIOJTHOMOY€HHOT 0 JUIA

Pemenne: OJIOBPEHO
JaTa: 21-CEHT-2021 14:52
'YoJHOMO4YeHHOE JINIO: Hajdune dr.Szijarto Zszusanna
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhéaz,

Lévai u.5., Hungary

SANOFI .2

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

GMID code 806364 Item code VER 806364

Product name HYPOTHIAZID 25 mg tablets 20x

Import. country Russia

Lot number EVO010 Customer lot EV010

Date of manufacture: 19-AUG-2021 Expiry date JUL-2024

Strength see at the assay

Dosage form tablets

Packaging type PVC-ALU blister

Storage condition Protect from light, store below +25°C

Tests Specifications 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 1: AV <= 15.0 % (n=10) 3.3 %

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 +/- 2 nm.

PURITY TEST (HPLC)

- Impurity B <= 0.5 % 0.2 %

- Other each <= 0.2 % 0.0 %

- Other total <=1.0 % 0.0 %

ASSAY (UV)

- Hydrochlorothiazide 25.0 mg +/- 5 % 24.9 mg
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BATCH CERTIFICATE SANOF| g

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

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

GMID code : 806364 Item code : VER 806364
Product name : HYPOTHIAZID 25 mg tablets 20x

Import. country : Russia

Lot number : EVO010 Customer lot : EV010
Date of manufacture: 19-AUG-2021 Expiry date : JUL-2024
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC-ALU blister

Storage condition : Protect from light, store below +25°C

Tests Specifications Results
DISSOLUTION

within 45 min.,

Q= 75 % (n=6)

- Bowl 1 >= 80 % within 45 min 98 %
- Bowl 2 >= 80 % within 45 min 99 %
- Bowl 3 >= 80 % within 45 min 98 %
- Bowl 4 >= 80 % within 45 min 96 %
- Bowl 5 >= 80 % within 45 min 99 %
- Bowl 6 >= 80 % within 45 min 98 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 45 min., and no tab is less than
60%.
- Stage 3 Average of 24 tabs is not less than NA

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

is less than 50%.

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

- TAMC, CFU/g <=100
- TYMC, CFU/g <=10)
- Escherichia Coli, 1 g absent

*Additional tests are not perfotmed for routine inspection,

(for every 10th lot but at least for 1 lot/year)

The reference number of Market

Authorization registered in Russia: LP-No (000114) - (RG-RU)

API used for production
Manufacturer's name of API

Jiangsu 213018, China
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F S
Tests Specifications Results

Packaging and labelling:

In accordance with ND

on the listed quality parameters.

This batch meets the requirements of the Normative Document currently registered in Russian Federation

validated LIMS.

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

Decision
Date

Qualified person:

.

ACCEPTED
21-SEP-2021 14:52

dr.Beszteri Bojéana
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