CEPTU®UKAT HA CEPHUIO

SANOFI

XWHOWH 3aBox @apmarieBTHIECKUX U XUMHYECKUX POIyKToB 3A0

- Kommanus «Canodu

[IpomsBoacTBeHHas wromanka Bepemenpmmas - 2112 Bepemenpxas, yi. Jlesawn, 5, Bearpus
Tig.: +36 28 585 600 / Pakc: +36 28 585 939

Kona ToBapa; VER_774403
HaumeHnoBanue Mnotnasug, Tabnetkn 25 mr - 20X
npenapara:
CtpaHa-uMIIoOpTep: Poccust
Howmep cepuu: EV006 Howmep ceprnu 3akazumka: EV006
JlaTa mpou3BOICTBA: 27-MAI-2021 JlaTa cTedeHus cpoka ATIIP-2024
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT KOJMYECTBEHHOTO
OTIpe/ICITICHHUS
JlexapctBennas popma: TabmeTku
Tun ynakoBKH: [IBX-amomunmit 61IRCTEp
GMID xox: 774403
Tloxa3zaTean Cnenudurxanuu Pe3syabTaTsl
CBOWCTBA
Onucanue: Benble unu mouTH Oelibie TUIOCKUE TaOJICTKH C CooTBeTCcTBYET
rpaBupoBkoi «H» Ha oHOI cTOpOHE U pUCKON Ha
JIPYTOH.
- OTHOPOIHOCTH TO3UPOBAHHS VYporens 1: AV < 15,0 % (n=10) 4,1 %
(EBp. ®apm., o macce) VYporens 2: AV <25,0 % (n=30)
MNOAJIMHHOCTD
- B cOOTBETCTBUM € LIBETHOM peakuuei [TonoxurensHoO CooTBeTCcTBYET
- YO-cniektpodoTomeTpust Habnromarotcss MaKCHMYyMBI TTOTJIOMICHUS TIPU CooTBeTCTBYET
323 £2 uMm, 273 £ 2 HM
UUCTOTA (BIKX)
- [Ipumecs B <0,5% 0,2 %
- JIpyroil equHu4HOM mpuMecH <0,2% 0,1 %
- Cymma Ipyrux npumecei <1.0% 0,1 %
KOJNYECTBEHHOE
OINPEJEJIEHUE (Y®)
- ['mapoxiopoTnasus 250mMr+5% 25,4 mr
PacTBOpenne
Uepes 45 muH.,
Q=75 % (n=6)
-pesepyap 1 > 80 % uepe3 45 mun 99 %
-pe3epByap 2 > 80 % uepe3 45 mun 99 %
-pe3epByap 3 > 80 % uepe3 45 mun 99 %
-pe3epByap 4 > 80 % uepes 45 mun 98 %
-pe3epByap 5 > 80 % uepe3 45 mun 99 %
-pe3epByap 6 > 80 % uepes 45 mun 101 %

-Oran 2 Cpennee 3HaueHue s 12 TabneTok ,I[OJDKHO 6BITB He mpumennmo
He MeHee geM 75 % depe3 45 MUHYT, >
TabJIETKH CO 3HAYCHUEM MCHEe ey

-OT1an 3 Cpennee 3Hauenue 1y 24 tabue; ,ék ;’fgmno ObITE
He MeHee ueM 75 % uepes 45 M';ily,; ‘Hie bonee 2
TaOJICTOK MOTYT UMETh 3HAUCH "a—}f{eyec Ve‘A 6\)_ %_H e
HH JJIs1 OTHOW TabJIETKN HE MO3% \ :
MeHee yeM 50 %.
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CEPTU®UKAT HA CEPHUIO

SANOFI

XWNHOWH 3aBox ®apManeBTHIECKUX B XUMHUYECKUX MPOIyKTOB 3A0

- Kommanus «Canodu

[IpomsBoacTBeHHas wromanka Bepemenpmmas - 2112 Bepemenpxas, yi. Jlesawn, 5, Bearpus
Tig.: +36 28 585 600 / Pakc: +36 28 585 939

Kona ToBapa; VER_774403
HaumeHnoBanue Mnotnasug, Tabnetkn 25 mr - 20X
npenapara:
CTpaHa-IMIIOpTEP: Poccus
Howmep cepum: EV006 Howmep cepun 3akazumnka: EV006
JlaTa mpou3BOICTBA: 27-MAI-2021 JlaTa cTedeHus cpoka ATIIP-2024
TOJHOCTH:
Jlo3upoBka CM. PE3yJIbTaT KOJIMYECTBEHHOTO
oTpeeeHuUs
JlexapcTBeHHAs (popma: Tabnerkn
Tur ynakoBKu: [BX-amoMuHuii 6ucTep
GMID xox: 774403
JIOMMOJTHUTEJIbHAS
NHOPOPMALIUS
MUKpPOOHOIOrHYeCcKas: YUCTOTa
(EBp.D.*)
-O0I11Iee KOJUYECTBO a3POOHBIX He 6omnee 100
mukpoopranmsmos (TAMC), KOE/r
-O0I11Iee KOJUYECTBO APOMKIKEBBIX U He 6omnee 10
ruiecHeBbIX puboB (TYMC), KOE/r
-Escherichia coli, 1 T OTCcyTCTBYET

*/lononnumenvHbie mecmol He 8bINOTHAIOMCS OISl PYMUHHO20 KOHMPOJs, 05l OAHHOU Cepull He NPOBOOUNUCH (OJL
kasicoou 10-1i cepuu, Ho He pedice, uem ons 1 cepuu 6 200)

CchblTka Ha HOMEP PETHCTPAIHOHHOTO

'V IIOCTOBEPEHUSI, 3aPETUCTPUPOBAHHOTO B

Poccumn: IINO013510/01

ADU, ncnoab30BaHHbIA 115
MpPoOu3BO/CTBA:
HaumenoBanue AU

- I'mnpoxnopornazun Yauexoy ®apmacsrotukan ¢gakropu, No 518, Laodong East Road, Changzhou, Jiangsu
213018, China

'YnakoBKa ¥ MapKHUpPOBKa: B cootBercTBum ¢ HJ|
JlaHHas cepust COOTBETCTBYET TpeboBanusiM HopmaTuBHOH J[oKyMeHTaIuK, 3aperucTpupoOBaHHON B HACTOAIIEE
Bpemsi B Poccuiickoii depepariiy, 1o nepeuncieHHbIM I10Ka3aTelsiM KayecTBa.

I[aHHaH cepusd MOpou3BC€HAa B COOTBETCTBUU C cGMP Tpe60BaHI/I${MI/I U COOTBETCTBYCT CHCIII/I(i)I/IKaIII/IHM
COOTBETCTBYIOLIICTO PCFI/ICTpaIII/IOHHOFO YIIOCTOBepeHI/Iﬂ.

Janublii cepudukaT aHaaM3a MOANUCAH JIEKTPOHHOH MOJIMKCHIO Yepe3 BaIuaupoBannyto cuctemy JIMMC.

Pemenne YIOJTHOMOYC€HHOI'0 JINIIA

Pemenne: OJIOBPEHO
JlaTa: 08-MFOH-2021 13:56
'YnoJiHOMoOYeHHOe JINIO: dr. Beszteri Bojana
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 774403

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : EV006 Customer lot no. : EV006
Date of manufacture: 27-MAY-2021 Expiry date : APR-2024
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code : 774403

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
— Other each
- Other total

ASSAY (UV)
- Hydrochlorothiazide

.4 mg
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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 774403

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country Russia

Lot number EV006 Customer lot no. : EV006

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

Strength see at the assay

Dosage form tablets

Packaging type PVC - ALU blister

GMID code 774403

DISSOLUTION
within 45 min.,

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

- Bowl

o W NN

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION

- TAMC, CFU/g
- TYMC, CFU/g

Manufacturer's name of

- Hydrochlorothiazide

Microbiological Quality (Ph.Eur)*

- Escherichia Coli, 1 g
*Additional tests are not perfotmed for =

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

The reference number of Market

Authorization registered in Russia:

API used for production

API

Changzhou Pharmace
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 774403

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : EV006 Customer lot no. : EV006
Date of manufacture: 27-MAY-2021 Expiry date : APR-2024
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code : 774403

Packaging and labelling:

This batch meets the requirements of the Russian 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 : 08-JUN-2021 13:56
Qualified person: dr.Beszteri Bojéna
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