CEPTU®UKAT HA CEPHUIO

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER_ 549491
HaumenoBanue npenapara: ['umoruasua, tTadjaerku 100 mr - 20X
CrpaHa-umnoprep: Poccus
Howmep cepuu: DV001 Howmep cepuu 3akazunka: DV001
Jlata mpou3BOJACTBA: 27-®EB -2020 Jara ucreuenus cpoka rognoct:  SIHB-2023
/lo3upoBka CM. pe3yJbTaT KOJINYECTBEHHOIO
OIpelENIeHUs
JlexapcTBeHHas opma: TabIeTKH
Tun ynakoBku: MBX/TIBJIX-antomMunuit 6mmctep
GMID xon: 549491
Tloxa3zaTean Cnenudurxanuu Pe3syabTaTsl
CBOMCTBA
-Onucanue: Benple wnu mouTy Oelbie KPYTIIble MIOCKHE CootBeTcTByET
TabneTKky ¢ rpaBupoBKoii «H» Ha oHOM cTOpOHE U
PHUCKO Ha Ipyrou.
- OTHOPOIHOCTH TO3UPOBAHHS VYporens 1: AV < 15,0 % (n=10) 2,2 %
(EBp. @apm., mo macce) VYposens 2: AV < 25,0 % (n=30)
MNOAJINMHHOCTD
- B COOTBETCTBHUH C [[BETHOW peaklnen TTomoxxureabHo CooTBeTcTBYET
- YO-cniektpodoTomeTpust Habnromarotcss MaKCHMYyMBI TTOTJIOMICHUS TIPU CootBeTcTByET
323 +£2 1M, 273 £2 HM
UUCTOTA (BIKX)
- [Ipumecs B <0,5% 0,1%
- JIpyroit eTMHUYHOM MpUMecH <0,2% 0,0 %
- Cymma ipyrux npumecei <1.0% 0,0 %
KOJIMYECTBEHHOE
OIIPEJAEJIEHUE (Y®)
- I'mapoxinopoTnasun 100,0 Mr =5 % 100,9 mr
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CEPTU®UKAT HA CEPHUIO

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER_ 549491
HaumenoBanue npenapara: ['umoruasua, tTadjaerku 100 mr - 20X
CTpaHa-uMIoprep: Poccust
Howmep cepuu: DV001 Howmep cepuu 3akazunka: DV001
Jlata mpou3BOJACTBA: 27-®EB -2020 Jara ucreuenus cpoka rognoct:  SIHB-2023
Jlo3upoBKa CM. Pe3yJIbTaT KOJINYECTBEHHOTO
OIpeeIeHUs

JlexapcTBeHHast Gpopma: TabJeTKH
Tun ynakoBku: MBX/TIBJIX-antomMunuit 6mmctep
GMID kon: 549491
PACTBOPEHUE
Uepes 45 muH.,
Q=75 % (n=6)
-uarika 1 >80 % 86 %
-yarka 2 >80 % 91 %
-qamka 3 >80 % 90 %
-qarika 4 >80 % 82 %
-qaika 5 >80 % 90 %
-qaika 6 >80 % 89 %

91%
-Cramus 2 Cpennee 3HaueHue s 12 TabneTok 1omkHO ObITE  He mpumeHumMo

He MeHee geM 75 % depe3 45 MUHYT, ¥ HA OJHON
Ta0JIETKH CcO 3HaUeHHEeM MeHee ueM 60 %.

-Cramus 3 Cpennee 3HaueHue s 24 TabIeTOK TOKHO ObITh  He mpumeHumMo
He MeHee yeM 75 % depe3 45 MuHyT, He Oomee 2
TabJIeTOK MOTYT UMETh 3HaueHHe MeHee 4eM 60 % n
HU JUTS OTHOW TaOJIETKX HE MOKET OBITh 3HAUCHHUS
menee ueM 50 %.

JlonoyiHnTEIbHAS MH(pOPMALUS
MukpoOnosiornyeckas 9actora*:

-O0111ee KOJIMIECTBO adPOOHBIX He 6onee 100
mukpoopraam3moB (TAMC), KOE/r

-O0111ee KOJIMIECTBO APOXIKEBBIX U He 6onee 10
mnecHeBbIx rpubdoB (TYMC), KOE/r

- Escherichia coli, OTCyTCTBYET

* JlOTIOJTHUTEIIbHBIE TECTUPOBAHHS HE IPOBOISTCS B XOJI€ PYTHHHOT'O KOHTPOJIS, HE IPOBOAMIINCH Ha 3TOH cepuu
(npoBojsTes Ha Kaxkaor 100-i cepum, HO He pexe, yeM Ha | cepuu B rox)

Ccouika Ha PV, 3apeructpupoBanHoe ITN013510/01
B Poccuu:

ADU, ncrionb30BaHHBIN B X018
MPOU3BOJCTBA J,}
Hazpanue npoussoautens AOU ; x \
-['napoxopruasuj Yanmxoy Papmacsioruxan daxroy ] J& (R (RS :JT;EIQWDI;I(}@@;TMRQ,&\J‘
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER_ 549491
HaumenoBanue npenapara: ['unorua3sua, tadjaerku 100 mr - 20X
CrpaHa-umnoprep: Poccus
Howmep cepuu: DV001 Howmep cepuu 3akazunka: DV001
Jlata mpou3BOJACTBA: 27-®EB -2020 Jara ucreuenus cpoka rognoct:  SIHB-2023
Jlo3upoBka CM. Pe3yJIbTaT KOIHYECTBEHHOTO
ornpeneneHus
JlexapcTBeHHas opma: TabIeTKH
Tun ynakoBku: MBX/TIBJIX-antomMunuit 6mmctep
GMID xon: 549491
'YrakoBKa 1 MapKUpPOBKa: B cootserctBum ¢ HJ{
JlaHHast cepus COOTBETCTBYET TpeboBaHusiM HopMaTHBHON TOKyMEHTALUH, 3aperucTpupoBanHoi B Poccuiickoi
Depepalyy B HACTOSIIIEE BPEMS, 10 IEPEUMCIECHHBIM [10KA3aTeNsIM KauecTBa.

Dta cepus ObIIa TPOU3BEICHA B TTIOJTHOM COOTBETCTBUHU ¢ TpeboBanusiMu cCGMP u cooTBeTCTBYET
crienuUKausIM COOTBETCTBYIOIIET0 PerucTpalnoHHOro yI10CTOBEPEHHUSI.

OTOT cepTUUKAT aHaIN3a MOMICAH AIEKTPOHHO C UCIOJIb30BAHUEM BAIUIUPOBAHHOMN CHCTEMBI
LIMS.

PelmeHue ynoJtHOMO4€eHHOI0 JIHIA
Pemenne: OJIOBPEHO
JlaTa: 28-MAS1-2020 17:02
YoJiHOMO4YEeHHOE JINTIO: Dr. Stefan Veronika
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BATCH CERTIFICATE
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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

Item code : VER 549491

Product name : HYPOTHIAZID 100 mg tablets 20X

Import. country : Russia

Lot number : DV001 Customer lot no. : DV0OO1
Date of manufacture: 27-FEB-2020 Expiry date : JAN-2023
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC/PVDC - ALU blister

GMID code : 549491

T
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CHARACTERS

- Appearance Complies

- Uniformity of dosage units (Ph.Eur.

Mass Variation)

IDENTIFICATION
- According to colour reaction Complies

- By spectrophotometry Complies

PURITY TEST (HPLC)
- Impurity B
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- Any other single impurity

o
o
oe

- Total other impurities

o
o
e

ASSAY (UV)
- Hydrochlorothiazide

100.9 mg
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BATCH CERTIFICATE

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
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Item code VER 549491

Product name : HYPOTHIAZID 100 mg tablets 20X
Russia

DV001

27-FEB-2020

Import. country
Lot number

Date of manufacture: Expiry date

Strength see at the assay
Dosage form tablets

Packaging type PVC/PVDC - ALU blister
GMID code 549491

Customer lot no.

DV0OO1
JAN-2023

DISSOLUTION
within 45 min.

0=75 % (n=6)
- Bowl
- Bowl
- Bowl
- Bowl

- Bowl

o O W N

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g

- TYMC, CFU/g

- Escherichia Coli, 1 g

* Additional tests are not performed forE

(for every 10th lot but at least for 1 lq

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Hydrochlorothiazide Changzhou Pharmé
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

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

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

Item code : VER 549491

Product name : HYPOTHIAZID 100 mg tablets 20X

Import. country : Russia

Lot number : DV0OO1 Customer lot no. : DV0OO1
Date of manufacture: 27-FEB-2020 Expiry date : JAN-2023
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC/PVDC - ALU blister

GMID code : 549491

Packaging and labelling:

This batch meets requirements of the Nor sian Federation

on the listed quality parameters.

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.

Decision : FELSZABADITVA / ACCEPTED
Date : 28-MAY-2020 17:02
Qualified person: dr.Stefan Veronika
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