CEPTU®UKAT HA CEPHUIO

SANOFI

XWHOWH 3aBox @apmarieBTHIECKUX U XUMHYECKUX POIyKToB 3A0

- Kommanus «Canodu

s

[IpomsBoacTBeHHas womanka Bepemenpmas - 2112 Bepemenpxas, yin. Jlesan, 5, Bearpus

Tnd.: +36 28 585 600 / dakc: +36 28 585

939

- OTHOPOAHOCTB AO3UPOBAHUS
(EBp. ®apm., 1o macce)

MOAJIUMHHOCTD
- B COOTBETCTBHUH C I[BETHOW peaklnen
- Y®-cniextpodoromerpust

UHUCTOTA (BIXKX)

- [Ipumecs B

- Jpyroil equHU4HON mpuMecH
- CyMMma JIpyrux npumMeceit

KOJIUYECTBEHHOE OINIPEJAEJIEHUE
YO)
- 'mapoxnopoTnasus

TaOJIETKH ¢ rpaBUpoBKOil «H» Ha oHOM
CTOPOHE U PUCKOU Ha Ipyroil.

VYposens 1: AV < 15,0 % (n=10)
Vpogens 2: AV < 25,0 % (n=30)

TTonoxuTensHO

Hab6mronaroTcst MakCUMYMBI TIOTJIOIICHHUS
npu 323 + 2 HM, 273 + 2 HM

<0,5%
<02%
<1.0%

100,0 Mr £ 5 %

GMID xox: 774404 Koxa ToBapa: VER_549491
HaumeHoBaHue mpenapara: I'mmoruasua, Tadaerku 100 mr - 20X
CtpaHa-uMIiopTep: Poccus
Howmep cepuu: EV002 Howmep cepun 3akazunka:  EV002
JlaTa mpou3BOJCTBA: 27-MAs -2021 JlaTa ucreuenus cpoka AITP-2024
TOJHOCTH:
Jlo3upoBka CM. Pe3yJIbTaT KOJMYECTBEHHOTO
orpeieIeHusI
JlexapctBennas popma: TabJIeTKH
Turm ynmakoBKu: [BX/TIBJIX-anromunnit 0nucrep
Y crioBust XpaHEHMsL: B 3amuineHHoM OT cBeTa MecTe Ipu
Temi. Huxe +25°C
Iloxa3aTenn Crnenuduxanun PesynbTaTtsl
[CBONCTBA
-Onrcanue: Benbie wnm nouryn Gesnble Kpyriible miiockue CoOoTBETCTBYET

3,3%

CooTBeTCcTBYET
CooTBeTcTBYET

02%
01%
01%

99,1 mMr
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- Kommanus «Canodu

[IpomsBoacTBeHHas womanka Bepemenpmas - 2112 Bepemenpxas, yin. Jlesan, 5, Bearpus
Tig.: +36 28 585 600 / Dakc: +36 28 585 939

GMID xox: 774404 Koxa ToBapa: VER_549491
HaumeHoBaHue mpenapara: I'mmoruasua, Tadaerku 100 mr - 20X

CtpaHa-uMIiopTep: Poccus
Howmep cepuu: EV002 Howmep cepun 3akazunka:  EV002
JlaTa mpou3BOJCTBA: 27-MAs -2021 JlaTa ucreuenus cpoka AITP-2024
TOQHOCTH:

Jlo3upoBKa CM. pe3yJIbTaT KOJTHMYECTBEHHOTO

OTIpeJICIICHUS
JlexapctBennas popma: TabJIETKH
Turm ynmakoBKu: [BX/TIBJIX-anromunnit 0nucrep
Y CITOBUS XpaHCHHS: B 3amuieHHOM OT cBEeTa MECTE MpH

teMI. Hmke +25°C
Iloxa3aTenn Crnenuduxanun PesynbTaTtsl
PACTBOPEHUE
Uepes 45 muH.,
Q=75 % (n=6)
-yamka 1 >80 % 98 %
-gamka 2 >80 % 97 %
-gamka 3 >80 % 95 %
-yamka 4 >80 % 97 %
-yamka 5 >80 % 99 %
-gamka 6 >80 % 96 %
-Cragus 2 Cpennee 3HaueHHe 1 12 TabIeTOK MOJDKHO ObITh  He mpumennmo

He MeHee ueM 75 % 4depes3 45 MUHYT, U HU OJJHOU
TaOJIETKH cO 3HaueHneM Menee yem 60 %.

-Cragus 3 Cpennee 3HaueHue s 24 TaOIETOK TOJHKHO OBITh He mpumenumo
He MeHee ueM 75 % depe3 45 MUHYT, He Oomnee 2
TabJIETOK MOTYT HIMETh 3HaueHHEe MeHee yeM 60 % u
HH I OHOM TaOJIETKM HE MOKET OBITh 3HAUCHHUS
menee ueM 50 %.
JTonostnuTenbHast uHGOpMaus
MukpoOuoornaeckas 4actora*:

-O0I11Iee KOJUYECTBO a3POOHBIX He 6onee 100
[muxpoopranmzmos (TAMC), KOE/r

-O0I11Iee KOJUYECTBO APOMKIKEBBIX U He 6ouee 10
rutecHeBblx rpubos (TYMC), KOE/r

- Escherichia coli, r OtcyrcTBYy€ET

5578 STOH ¢
;/ff-‘g'
7o

* JlOTIOJTHUTENIbHBIE TECTUPOBAHKS HE IPOBOJISITCS B XOJIE PYTUHHOTO KOHTPOJISI, HE MPOBOJINIE
(mpoBoasaTcs Ha kax ol 100-i cepun, HO He pexe, 4eM Ha | cepuu B TOx)

Ccruika Ha PY, 3aperucTpupoBaHHOE B JITI-No(000114)-(RG-RU)
Poccuu:

ADU, ncTiop30BaHHBIN B XOJI€ TIPOU3BOJICTBA :

Hasgauue nponspomutess ADU 2 o™

- uaApOXITOpTHAZH T Yanmkoy Papmacerotukan @akrop. Ho 518, Jlaomonr Hct Poan,
Yanmxoy, [xkuancy 213018, Kurai
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GMID xox: 774404 Koxa ToBapa: VER_549491
HaumeHoBaHue mpenapara: I'mmoruasua, Tadaerku 100 mr - 20X
CtpaHa-uMIiopTep: Poccus
Howmep cepuu: EV002 Howmep cepun 3akazunka:  EV002
JlaTa mpou3BOJCTBA: 27-MAs -2021 JlaTa ucreuenus cpoka AITP-2024
TOJHOCTH:
Jlo3upoBka CM. Pe3yJIbTaT KOJMYECTBEHHOTO
orpeieIeHusI
JlexapctBennas popma: TabJIeTKH
Turm ynmakoBKu: [BX/TIBJIX-anromunnit 0nucrep
Y crioBust XpaHEHMsL: B 3amuineHHoM OT cBeTa MecTe Ipu
Temi. Huxe +25°C
Iloxa3aTenn Crnenuduxanun PesynbTaTtsl

'YnakoBka u MapKHUpOBKa:

B cootBerctBuu ¢ HJJ

JanHas cepust COOTBETCTBYET TpeOoBaHusiM HopMaTHBHOM TOKyMEHTaLNH, 3aperucTpupoBanHoi B Poccuiickoii
Denepaliyl B HACTOSIILEE BpeMsi, 10 NEePEeUUCICHHBIM IOKa3aTeNsIM KayecTBa.

Orta cepus OblIa MPOM3BEACHA B TIOJTHOM COOTBETCTBHH C TpeboBaHMsIME CGMP 1 cooTBeTCTBYyeT cenupuKamusam
COOTBETCTBYIOILIET0 PerucTpannoHHOro yI0CTOBEPEHHSI.

Dot cepTrdUKAT aHATK3a ITOAIUCAH JICKTPOHHO C MCIOIb30BAHNEM BaIMANPOBaHHOM cucTeMbl LIMS.

Pemenne YIO.THOMOYC€HHOI'O JINIIA

Pemenue:
JlaTa:
Y110 ITHOMOYEHHOE JIHIIO:

OJIOBPEHO
27-CEH-2021 13:39
dr. Beszteri Bojana
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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 774404 Item code VER 774404

Product name HYPOTHIAZID 100 mg tablets 20X

Import. country Russia

Lot number EV002 Customer lot EV002

Date of manufacture: 27-MAY-2021 Expiry date APR-2024

Strength see at the assay

Dosage form tablets

Packaging type PVC/PVDC - ALU blister

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

Tests Specifications Results

CHARACTERS

- Appearance White or off-white round flat tablets Complies
debossed with "H" on one side and a
score line 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 %

- Any other single impurity <= 0.2 % 0.1 %

- Total other impurities <=1.0 % 0.1 %

ASSAY (UV)

- Hydrochlorothiazide 100.0 mg +/- 5 %
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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 : 774404 Item code : VER 774404
Product name : HYPOTHIAZID 100 mg tablets 20X

Import. country : Russia

Lot number : EV002 Customer lot : EV002
Date of manufacture: 27-MAY-2021 Expiry date : APR-2024
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC/PVDC - 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 % 98 %

- Bowl 2 >= 80 % 97 %

- Bowl 3 >= 80 % 95 %

- Bowl 4 >= 80 % 97 %

- Bowl 5 >= 80 % 99 %

- Bowl 6 >= 80 % 96 %

- 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 performed for routine inspection, not conducted for this

(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

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

SANOFI .2

GMID code 774404 Item code VER 774404
Product name HYPOTHIAZID 100 mg tablets 20X

Import. country Russia

Lot number EV002 Customer lot EV002

Date of manufacture: 27-MAY-2021 Expiry date APR-2024
Strength see at the assay

Dosage form tablets

Packaging type PVC/PVDC - ALU blister

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

o S
Tests Specifications Results

Packaging and labelling:

In accordance with ND

on the listed quality parameters.

This batch meets 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
27-SEP-2021 13:39

dr.Beszteri Bojéana
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