JEKJAPAIINS O COOTBETCTBHUHA

JEKJAPAHT, IPHHUMAIOIIHI JEKJAPAIIHIO O COOTBETCTBHH:
AO "Canogut Poccun”

Ceederns o pezncmpayuu op2anuzayun: Mesxcpaiiorrian uncnexyus Qedepanvroli HA020601 cAYICHI No
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OF'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, va. Teepckas, 0. 22. Tenepon/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepavnviit dupexmop Monxe O.A.

Hosepennoe muyo: Kysneyosa H.1O [Joeepernocmys: 6/n om 20.08.2019

3ASBJIAET, YTO

Aexapcieennoe cpedcmao: Nunomuazud® mabaemu 25 se 20 wum., Brucmepwt (1), naukn kapmonnvre,
pe2.yo. Ne IT NO13510/01 om 21.11.2007 ( dama nepeogpopmaenua 16.06.2016), cepus CV0OI6, napmus
220157 ynaxoeox, 200en 00 30.09.2022, npouszsodcmea Xunoun 3a600 Papuayecmuieckix u
Xowvuueckux npodvkmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112
Veresegvhaz, Levai u. 5, Hungary, Benzpus, ko0 OKII2 21.20.10.143, koo TH B3] 3004900002,
xoumpaxm Ne250/40056192/F-2 oni 20.10.2010, uncoitc Ne 9085354416 om 21.11.2019 2.

COOTBETCTBYET TPEBOBAHHAM
ITNOI3510/01-211107 uam. Ne 1-7

JEKJAPAITUA NPHHATA HA OCHOBAHHH
npomoxon ucrisimanuii Ne 14407 om 26.11.2019 HIT OO0 "Lermp xounipons kavecmea Buozaiug”,

ammecmam axkpedumayun RA.RU.21HKO01 om 22.07.2015 2., cepmugpuxam ananuza AuHoun 3aeo0
Papmayesnivecxkux 1 Xumudeckux npodykmoe 340 om 14.11.2019 2., Cepmugpuram POCC
HU.QM05.C11274 om 27.11.2019

JATA NPUHATHA JEKJAAPAIIAN: 27.11.2019 2.
JEKJTAPARHSA JEHCTBUTEIBHA J0: 30.09.2022 ..

. 1 e, L /% Kysnenosa H.IO

OeKnapanm MOLIMHCh 0.HO

CBEJAEHUS O PETUCTPALINHU

OPT'AH 110 CEPTH®HUKAIYH, 3APEI HCTPHPOBABIIWIA JEKJIAPAITHIO

Opzaw no cepmugpuxayuy nPoOvKyuu

Obugectioa ¢ 0epanuyeHHot OMeemcmeeRHoOCbIo « OKPYJICHOT teHnp ceprgurayuy»,
adpec: 620014, POCCHA, Ceeponoacras obnacme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaifun Ne RA.RU.11 OMO5

JEKJIAPAIIAA O COOTBETCTBHH M POCC RU J-HU.®M05.4.53052/19

UpgepHHa A A.

PykoBoguTeNns opraHa no
cepTHHKAMH OPOIYKIHH




CEPTHO®HKAT HA CEPHIO

SANOFI %

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyh4z site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Koa Topapa; VER_15944
Haumenosaue MunoTtuasua, Tabnetku 25 Mr -
npenapara: 20X
CTpaxa-HMIOpTEp: Poccua
Homep cepuu: CV016 Homep cepi 3akazumka; CVo16
JlaTa npoH3BOACTEA: 28-Ok1-2019 Hara ucreuenus cpoka Cen-2022
FOAHOCTH:
To3upoBka CM, PE3YILTAT KONHYECTBEHHOTO
onpeneneHus
UlexapcTeeHHaq dopma: Tabnetkn
Tun ynakoBku: [IBX-anoMuHuii Gmucrep
GMID kon: 240208
IMokazaTenn Cnenndukanun PesyabTare
CBOHCTBA
OnucaHne: bensie wim noutu Genvie miockue TabneTkH ¢ CooTtBeTcTBYET
rpaBHpoBKoit «H» Ha onHoH cTopoHe U puckol Ha
Ipyroii.
- OAHOPOAHOCTL AOIHPOBAHUA VposeHs 1: AV < 15,0 % (n=10) 22%
(Enp. ®apm., no mMacce) Yposens 2: AV < 25,0 % (n=30)
MOAJHHHOCTD
- B COOTBETCTBHH C LIBETHOH peakiinedi IonoxkutensHo CootBeTcTByeT
- YD-crniektpodoTomeTpHs HabmogaloTca MaKCHMYMBI OT/IOLUEHHS TIPH CootsetcTByet
323 +20M,273 £ 2 HM
HYHCTOTA (BYXKX)
- Ipumecs B £05% 0,1%
- JIpyroit enuHudHoOl npuMecy <02% 0.0%
- CymMa apyrux npuMeceit <1.0% 0,0 %
KOJIMYECTBEHHOE
ONPEJAEJEHHUE (Y®@)
- 'HApoxnopoTHalua 250mMr+5 % 249 mr
PacTBopenne
Uepes 45 MuH.,
Q=75 % (n=6)
-pelepayap | = 80 % uepes 45 Muu 95 %
-pesepByap 2 = 80 % uepe3s 45 Mun 94 %
-pesepByap 3 = B0 % qepes 45 MuH 97 %
-pesepeyap 4 > 80 % uepes 45 Mun 96 %
-pesepsyap 5 = B0 % uepes 45 mMuu 97 %
-pe3epByap 6 > 80 % uepes 45 MuH 96 %
-Jtamn 2 Cpentee 3nauenue ans 12 taGnerok nomkHo 6uite  He mpumennmo
He MeHee 4eM 75 % uepes 45 MHHYT, ¥ HH OIHOI
TabneTkH cO 3HAY¢HHEM MeHee Yem 60 %.
-Otan 3 Cpennee 3nauenue s 24 Tabnetok nomkHo 66iTe  He npuMeHnMO

He MeHee 4eM 75 % uepes 45 MIHYT, He Gonee 2
TabNeTOK MOTYT MMETE 3HaYeHHE MeHee yeM 60 %

H HH B4 0JHO TaGNeTKH He MOkKeT GbITh 3HAYEHUA

MeHee yeM 50 %.
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CEPTH®HKAT HA CEPHIO

SANOFI %

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

Koa ToBapa; VER_15944
Hakmenopanue FunoTuaana, Tabnetku 25 Mr -
nmpenapara: 20X
CTpana-uMnoprep: Poccus
Homep cepum: Cvol16 Homep cepuH 3aka3unka; Cvo16
JlaTa npou3soacTBa: 28-OkT-2019 Jara ucTeuenns cpoxa Cen-2022
FOAHOCTH:
ITo3uposka CM. pe3yNbTaT KOJNHMYECTBEHHOTO
onpeneneHus
UlexapcTBeHHan hopma: TabneTku
Tyvn ynakoBkH: IBX-anioMuHRii 6aucTep
GMID kon: 240208

Hcnbitanus Ha MHMKpPOOHONOrMYECKYIO YHCTOTY COOTBETCTBYIOT TpeGoBanuaM Ep. ®apm.
(kaxmas 100 cepus, HO He MeHee | HCHIBITaHMA B TeUeHUe roja). JTa cepHs OblIa MPOM3BEEHA B
MOMHOM  COOTBETCTBHH C TpeGomanuamMu cGMP u creundukammMsMH HOpMaTHBHOI
JOKYMEHTAlHH.

10T cepTrdHKaT aHanu3a nposeped LIMS u nmoanucan 3JIEKTPOHHO.

Peurentte oTaena obecneyeHns kavecTea
Pemesue: TTPUHSITO
laTa: 14-Hoa6-2019 15:10
Y nonHoMoueHHoOe JH10: Hari Janosne dr. Tuza Timea
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BATCH CERTIFICATE

SANOFI g

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

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

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

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : Cvole Customer lot no. : Cv0oleé
Date of manufacture: 28-0QCT-2019 Expiry date : SEP-2022
Strength 3ee at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code ; 240208

Tests Specifications Results
CHARACTERS
- Appearance White or almpst 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) 2.2 %
Mass Variation) LEVEL 2: AV <= 25.0 & (n=30)
IDENTIFICATION
According to colour reaction Fositive Complies
- By spectrophotometry Shows absorption max. at 323 +/~ 2 nm Complies

and 273 ¥/~ 2 pm.

PURITY TEST (HPLC)

- Impurity B <= 0.5 % 0.1 %

- Other each %= 0,2 % 0.0 &

= Other total <= 1.0 % 0.0 %
ASSAY (UV)

- Hydrochlorothiazide 25.0 g +/~ 5 % 24.9 mg
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BATCH CERTIFICATE Y

SANOFI

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

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

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

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : Ccvile Customer lot no. : Cv0l6
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

| Tests

DISSOLUTION
within 45 min.,

Q=75 % (n=6}

- Bowl 1 == g0 % within 45 min 9% %
= Bowl 2 >= B0 % within 45 min 94 %
- Bowl 3 = B0 % within 45 min 97 %
- Bowl 4 = B0 & within 45 min 96 &
- Bowl 5 >= B0 % within 45 min 7 &
- Bowl & 2= 80 % within 45 min 96 %
- Stage 2 Average of 12 tabs is not less than 75 % KA
within 45 min., and no tab is less than
B0%.
= Stage 3 Average of 24 tabs is not less fhan HA
75% within 45 min., hot mofsé thanm 2
units are léss than 80%, and no tab
is less than 50%.
Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every L0th lok 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 Authorization.

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

QP decision
Decisgion : FELSZABADITVA / ACCEPTED
Date : 14-NOV-2019 15:10
Qualified parson: Hari Janosné dr. Tuza Timea
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