il

f‘

AEKJAPAIIMSL O COOTBETCTBUA

JEKJIAPAHT, IPHHAMAIONIUH JEKJIAPAITHIO O COOTBETCTBUH

AO "Canocpu Poccuz”

Ceedenun o pezucmpayuu opzanusayuu: Mescpaiionnan uncnexyun Oedepanvroi Rano206oii cayxctst No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxsa, yr. Teepckan, 0. 22. Tenecpon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuwiii oupexmop Mowac O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepennocme 6/ om 01.12.2017

3ASBJISET, YTO

nexapcmeernaoe cpeocmeo: I'imomuazuod, mabremsu 100 m2 20 wm., ynaxogxu avelixogvie xowmyprue (1),

| navxu kapmovnvie, PY No 11 N013510/01 om 21.11.2007 (0ama nepeoghopmnenus 16.06.2016), cepun CV001,
napmusn 119055 ynaxoeox, zoden do 31.01.2022, npoussodcmea Xunoun 3as0d Papmayesmuveckux u
Xumuveckux npodyxmoe 340, Benzpua, Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 2112
Veresegyhaz, Levai utca 5, Hungary, xod OKITJ2 21.20.10.143, xod TH B3 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085327247 om 19.03.2019

. COOTBETCTBYET TPEBOBAHHSIM

ITN013510/01-211107 (H[] 42-162-07 uszm. Ne 1-6)

JEKJIAPAITHA ITIPHHATA HA OCHOBAHHH

npomoxon uchvrmanuii No 8600 om 26.03,2019 HIT OO0 AL "PAPMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC HU.®M08.C36875 om 26.03.2019
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CBE/IEHHSI O PETHCTPALIAH

OPTAH ITO CEPTHO®HKAIIAN, 3APETACTPHPOBABII I JEKIAPAITHIO

| RA.RU 11 ®M08 OPIAH 110 CEPTHOHKALHH ITPONVKI[HH OFLECTBO C OrPAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPYXXHOY HEHTP KOHTPOJIA KAYECTBA"

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucbuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxosa, 9. 4, am. 5., men.:(495)788-02-88, eeb-
caiim. oyxx.pep.

AEKJIAPATIUSA O COOTBETCTBHM 3APETHCTPUPOBAHA M POCC RU J-HU.®M08.A.19815/19

KAMWCTPAHHH 27.03.2019
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CEPTHOHKAT HA CEPHIO

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

SANOFI %

Kon ToBapa;

VER_549491

Hanmenosaune MMnoTuaswnAa, Tabnerku 100 mr -
mpenapara: 20X
CTtpara-uMnopTep: Poccus
Homep cepuu: Cvoo1 Homep cepuu 3akasuuka: Ccvool
ITara mpoH3BOACTEA: 15-DEB -2019 Jlata HcTeueHus cpoka AHB-2022
TOAHOCTH:
Jlo3uposka CM. PE3YNBTAT KOJNWYECTBEHHOTO
OnpeneneHHA
UlexapcTBenHan dopma: TabneTkn
THn ynakoBku: NBX/MBAX-amoMunuii O1HCcTEp
GMID xou: 549491
TokasaTenu Cneunduxannu PesynbTaThl
CBOHCTBA
-OnucaHue: Beaste mnu noute 6enbie KPyrasie TAOCKHE CooTBETCTBYET
TabneTkH ¢ rpaBupoBkoii «<H» Ha onHO# cTopote
pHckoit Ha aApyroii,
- OnHOPOOHOCTL AC3HPOBAHHA YpoeeHs 1: AV = 15,0 % (n=10) 3.0%
(Ep. dapm., no macce) YpoeeHs 2: AV = 25,0 % (n=30)
NMOAJIUHHOCTD
- B COOTBETCTBHH C LBETHOI peakumeii MonoxnTensHo CooteeTcTBYET
- YO-cnexTpodoToMeTpHS Ha6monanTca MaKcHMYMbI NOTIOLIEHHA IPH CootseTtcTBYET
323+2um, 273 £ 2 HM
YHUCTOTA (BIXKX)
- [pumecs B <0,5% 0.1%
- Hpyroit enuHMuHON npuMecH <02% 00 %
- CyMMa Apyrux npumMecei <1.0% 00%
KOJHWYECTBEHHOE
OIIPEAEJIEHHE (Y®)
- [napoxnopoTHasua 100,0mMr =5 % 100,9 mr
PacTBopeHHe
Uepes 45 muH.,
Q=75 % (n=6)
-pesepiyap 1 =80% 98 %
-pesepByap 2 =80 % 95 %
-pesepsyap 3 =80 % 96 %
-peseppyap 4 >80 % 95 %
-pe3epsyap 5 >80 % 96 %
-pelepsyap 6 >80 % 95 %
-3J1an 2 Cpenuee 3HaueHHe AnA 12 Tabnerok momkHo Geite  He npuMenumo
He MeHee veM 75 % uepe3 45 MUHYT, U HH OJHOH
TabNeTkH €O 3HAYeHHEM MeHee ueM 60 %5,
-3J1an 3 Cpennee 3Hauenve ana 24 Tabnerok AomkHO O6Te  He npumenumo

He MeHee ueM 75 % vepes 45 MUHYT, He Gonee 2
TabaeToK MOTYT HMETh 3HAaUEHHE MeHee yem 60 %
H HH 114 0AHo# TabaeTkH He MOKeT ObITh 3HAUEHHA

MeHee yeM 50 %.
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CEPTHOHKAT HA CEPHIO

SANOFI %

CHINOIN Pharmaceutical and Chemical Works Private Co.L1d.
- a Sanofi company

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

Kon ToBapa; VER_549491
Haumenosane Munotnaana, Tabnetkn 100 mr -
npenaparta; 20X
Ctpana-umMnoprep: Poccus
HomMep cepun: CVv00l1 Homep cepuu 3aka3zumka: Cv001
Jarta npouzBoacTBa: 15-PEB -2019 Jara ucteuenus cpoka AHB-2022
FOAHOCTH:
Jo3nupoBka CM. PE3YNBLTAT KOJIMYECTBEHHOTO
onpeneneHus
llexapcTBerHanA ¢opma: TabneTKH
Tun ynakoBkH: [IBX/TIBJAX-antoMuHuil Gnuctep
GMID kon: 549491

Hcnpitanus Ha MHKpOOHMONOTHYECKYI0 YMCTOTY COOTBETCTBYIOT TpeGoBauusM Emp. dapwm.
(kaxxpas 100 cepus, HO He MeHee | HCIBITaHHUs B TeHeHHe roja). 3ta cepus Obina MPOU3BEICHA B
IIOJIHOM ~ COOTBETCTBHH ¢ TpebGopanuamMH cGMP n  cnenudukauusMu HOpMaTHBHOM
JOKYMEHTAIHH.

OTOT cepTHdUKaT aHanu3a nposeped LIMS u noanucan 3/eKTpoHHO.

Pewenne oraena obecnedeHHs Ka4ecTsa
PeweHne: TMNMPUHATO
JlaTa: 14-MAP-2019 08:43
YNoAHOMOYEHHOE JIHUO: Dr.Solti Monika Maria
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BATCH CERTIFICATE

SANOFI «p

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

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

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

P

Item code : VER 549491
Product name : HYPOTHIAZID 100 mg tablets 20X
Import. country : Russia
Lot number : cviol Customer lot no. 3 Cvo01
Date of manufacture: 15-FEB-2019 Expiry date : JAN-2022
Strength : see at the assay
Dosage form : tablets
Packaging type : PVC/PVDC - ALU blister
GMID code : 549491
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) 3.0 %
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 % 0.1 %

- Any other single impurity <= 0.2 % 0.0 %

- Total other impurities <= 1.0 % 0.0 %
ASSAY (UV)

- Hydrochlorothiazide 100.0 mg +/- 5 % 100.9 mg
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Werks Private Ce.Ltd.

- a Sanofi company

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

Phone: +36 28 585 600 / Fax: +3& 28 585 939

SANOFI «p

Item code
Product name

VER 549491
HYPOTHIAZID 100 mg tablets 20X

75% within 45 min., not more than 2
units are less than 60%, and no tab
1% less than 50%.

Import. country Russia

Lot number cvonl Customer lot no. Ccvool

Date of manufacture: 15-FEB-2019 Expiry date JAN-2022

Strength : see at the assay

Dosage form : tablets

Packaging type : PVC/PVOC - ALU blister

GMID code : 549491

e A = E—— TR —

Tests Specifications Results

DISSOLUTICN

within 45 min,

0=75 % {n=6)

- Bowl 1 >= 80 % 98 %

- Bowl 2 >= 80 % 95 %

- Bowl 3 >= B0 % 96 &

- Bowl 4 >= 80 % 95 %

- Bowl S »>= BO % 96 %

= Bowl @& »>= 80 1 95 %

- Stage 2 Average of 12 tabs is not less than 75 % HA
within 45 min.,and no tab is less than
60% .,

Stage 3 Average of 24 tabs is not less than NA

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

at least 1 per year).

QP decision

Decision
Date

Qualified person:

FELSZABADITVA / ACCEPTED
14-MAR-2019 0B8:43

dr. Solti Ménika Maria
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