TNEKJIAPAIIASI O COOTBETCTBHHA

JEKJIAPAHT, IPAHAMAIOITHH JEKJAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenun o pezucmpayuu opeanusayuu. Mexcpationnan uncnexyus Pedeparvroti Hano2080ti cayncbol Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoernus OI'PH 19.08,2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Teneghon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuviti oupexmop Monaic O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocmo 6/ om 01,12,.2017

3AABJIET, UYTO

nexapcmeenroe cpedcmeo. I'unomuasud, mabnemuu 25 M2 20 wm., ynaxoexu aueiixoavie xonmypruie (1),
nauxu xapmonnvie, PY Ne IT N013510/01 om 21.11.2007 (dama nepeoghopmnenun 16.06.2016), cepus CV007,
napmus 124200 ynaxosox, 200en 00 31.05.2022, npouseodcmea Xunoun 3aeod Papmayesmunecrux u
Xumuyeckux npodyxmos 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 2112
Veresegyhaz, Levai utca 5, Hungary, koo OKII[]2 21.20.10.143, koo TH B3] 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085342421 om 01.08.2019

COOTBETCTBYET TPEGOBAHUSIM
ITNQ13510/01-211107 (HI 42-162-07 uzm. Ne 1-7)

JAEKJIAPAIIHSA IIPHHATA HA OCHOBAHHH

npomoxon ucnvimanuii Ne 24770 om 07.08.2019 H/TI 000 HL] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJI40, Cepmughuxam POCC HU . ®M08.C45680 om 07.08.2019

- JATA JEKJIAPAIIAH 07.08.2019

LTy

EMCTBUTENBHA JO 31.05.2022
k0 | Crenanos C.C.,
L b%,‘ifjpmim :,' HCh OUO0
Bt CBEJEHMs O PETUCTPAIIUA

OPTAH ITO CEPTH®HKAIAH, 3APETUCTPHPOBABII M1 JEKJIAPAITHIO

RA.RU. 11 M08 OPTAH ITO CEPTHOHKAIIHH ITPONYKLHH OFLJECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPVKHOH I[EHTP KOHTPOJII KAYECTBA",

aodpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugurxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am, 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

Ty

LEHTP KOHTPONA o Kauan E.B.
3am, pyxoBoguTens OC




CEPTHOHUKAT 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

%,

He MeHee ueM 75 % uepes 45 MUHYT, He Gonee 2
TabAETOK MOTYT UMETh 3HAYEHHE MeHee ueM 60 %

H HH A3 oAHO# TabneTky He MOXeT GbITh 3HAUEHUA
MeHee ueM 50 %.

Koa ToBapa; VER_15944
Hanmenosauue MwnoTuaaua, Tabnerku 25 mr -
npenapara: 20X
CtpaHa-uMInopTrep: Poccus
Homep cepum: Cvo07 Homep cepun zaka3zumka: Cvoo7
/laTa mpou3BoACTBa: 18-Hion -2019 JlaTa ucTedeHua cpoxa Maii-2022
FOAHOCTH:
JTosupoBka CM. PE3YNIBTAT KOJMYECTBEHHOTO
onpeneneHHs
JlexapcTBeHHaA dopma: TabneTku
Tun ynaxoBxu; MNBX-anromuHuit 6auctep
GMID kon: 240208
IMoxazaTenn Cneundmraunn PesyanTaTtnl
CBOHMCTBA
OnucaHHe: bensie unu nouTu Genvle nAOCKKe TabneTk ¢ CooTteeTcTBYET
rpaBHpoBKol «H» Ha 0nHOH CTOpOHE H pHCKOit Ha
Apyroit.
- OoHOpOAHOCTL HO3HMPOBAHKA Vpoeenb 1: AV £15,0 % (n=10) 8,6 %
(Eep. ®apmM., no macce) Yposenb 2: AV 25,0 % (n=30)
MNOJAJINHHOCTD
- B COOTBETCTBHH C LIBETHOIH peakuHeit lMonoxuTensHo CooteeTcTByeT
- Yd-cnektpogoTomeTpua Ha6nogaioTea MakCHMYMbI IOTIOLICHKA NPH CooteeTctayeT
323+20m,273£2 1M
YHCTOTA (B3XKX)
- [pumecs B <0,5 % 0,2 %
- Hlpyrof#i eanHuHo# npumecH <02 % 0,0 %
- CymMma ApYrHX npHMeceii <1.0% 0,0 %
KOJAHYECTBEHHOE
ONPEAEJEHHE (Y®)
- 'napoxnoporuasun 250mMr+5 % 262 Mr
PacTBopenue
Uepes 45 MuH.,
Q=75 % (n=6)
-pe3epeyap 1 > 80 % uepez 45 mMuH 99 %
-pe3epByap 2 > 80 % uepe3 45 MuH 99 %
-pe3epByap 3 > 80 % uepe3 45 MHH 98 %
-pe3epByap 4 > 80 % 4epes 45 MuH 101 %
-pe3epByap 3 > B0 % uqepes 45 MHH 99 %
-pesepByap 6 > 80 % uepes 45 MHH 101 %
-DTan 2 Cpennee 3HaueHue aa 12 Tabnerok nomkHo 6biTs  He npumensumo
He MeHee 1eM 75 % uepes 45 MHHYT, ¥ HH OOHOMH
TabneTkH co 3HaueHHeMm meHee yem 60 %,
-Otan 3 Cpennee 3naueHHe 014 24 TabneTok aomxHo 6uiTe  He npuMeHuMo
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CEPTHOHKAT 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 Torapa; VER_15944
Haumenosanue FanoTuasna, Tabnetku 25 mr -
npenapara; 20X
Ctpana-uMnoprep: Poccnn
Homep cepuu: Cvoo7 Homep cepuu 3axazumka: Cv0o7
laTa npousBoACTRA: 18-Hion -2019 JlaTa ucTedeHHs CpoKa Maii-2022
TOAHOCTH!
JloaupoBKa CM. PE3YNLTAT KOJHUECTBEHHOTO
ofnpeaeneHus
lexapcTeeHHan dopma: TabneTkn
Tun ynaxoeka: [IBX-antoMunnii 6nucrep
GMID kon: 240208

Hcnbitanus Ha MHKpOOHONIOTMYECKYIO YHCTOTY COOTBETCTBYIOT TpeGoBaHusam Epp. ®dapm.
(xaxcaas 100 cepust, HO He MeHee | HCIIBITAHUA B TEUEHHE TOfa). DTa cepus GbUia MPOH3BECHE B
MOMHOM COOTBETCTBHM ¢ TpeGoBanuamu cGMP u cnenuduxaumamu HOpPMAaTHBHOM
JOKYMEHTAIHH.

IT10T ceprudMKaT aHanH3a mposepeH LIMS u noanucan anexTpoHHo.

Pewlenne oTaena ofecneeHns kauecTpa
Pewrenne: IMPUHHATO
JlaTa: 09-Hwon-2019 11:02
Y moNHOMOYEeHHOE JIHLLO: dr. Solti Monika Maria
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BATCH CERTIFICATE

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

Veresegyhaz site - 2112 Veresegyh&z, Lévai u.5., Hungary

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

Item code : VER 15544

Product name : HYPOTHIAZID 25 mg tablets 20X

Import., country : Russia

Lot number : CvG07 Customer lot no. : CcvVoo7
Date of manufacture:; 18-JUN-2019 Expiry date : MAY-2022
Strength : see at the assay

Dosage form tablets

Packaging type ; PVC - ALU blister

GMID code : 240208

e

Tests Specifications Results
CHARACTERS
- Appearance White or almost white, flat tablets with Complies

sign "H" engraved on one face, singla
breakline on the other.

- Uniformity of dosage units (Ph.Eur. LEVEL 1: AV <= 15.8 % (n=10) 9.6 %
Mass Variation) LEVEL 2: AV &= 25.0 % (n=30})

IDENTIFICATION

- According te colour reaction Bositive Complies
- By spectrophotometry Shows absorption max. at 323 +/- 2 nm Complies

and 273 +/- 2 nm.

FURITY TEST (HFLC)

- 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 & 26.2 mg
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BATCH CERTIFICATE

CHINOCIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyha&z site - 2112 Veresegyhaz, Lévai u.5., Hungary

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

SANOFI . 7

Item code :
Product name

Import. country Russia

Lot number : cvoo7 Customer lot no. ; cvoo?
Date of manufacture: 18-JUN-2019 Expiry date MAY-2022
Strength see at the assay

Dosage form
Packaging type

VER 15944

HYPOTHIAZID 25 mg tablets 20X

tablets
PVC - ALU blister

GMID code 240208
Tests Specifications Results
DISSOLUTION
within 45 min.,
O= 75 % (n=6)
- Bowl 1 >= 80 % within 45 min 99 §
- Bowl 2 >= 80 % within 45 min o9 &
- Bowl 3 >= B0 % within 45 min 98 %
- Bowl 4 >= 80 % within 45 man 101
- Bowl % >= B0 ® within 45 min 99 %
- Bowl 6 »>= 80 % within 45 min 101 %
- 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 MR

75% within 45 min.,; nét moxe than 2
units are léss than 60%, and no tab
is less than 50%.

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but

at least 1 per year).

This batch has been manufactured in compliance with the ¢GMP requirements and complies with the specifications of
the relevant Marketing Authorization.
This Certificate of Analysis has been electronically signed from a validated LIMZ.

QP decision

Decision
Date :

Qualified person:

FELSZABADITVA / ACCEPTED
19-JUL-2019 11:02

dr. Solti Mdnika Maria

rap_coa_raesultate vS

Page 2 /f 2



