TEKJAPAIIMS O COOTBETCTBUH

JEKJAPAHT, IPHHAMAIOIIHWH JEKJIAPAITAIO O COOTBETCTBHH:
AO "Canogut Poccus”

Cgedenus o pecucmpayuu opanuzayun: Mexcpationnas urncnexyus Qedepanvroli Hano2060M cayxncbol o
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aodpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teneghon/paxc: 8 (495} 721-14-00/ 721-14-11

B auye: I'enepanvruiii oupexmop Monxe O.A.

Hoeeperroe auyo: Kysneyosea H.FO Jlosepennocms: 6/u om 20.08.2019

SAABJIAET, YTO
Aexapcmeennoe cpedcmso: Ninomuazuo® mabaenku 25 sme 20 wim., 6aucmeper (1), nadxu kapmorinvie,

| pez.yd. Ne ITI NO13510/01 om 21.11.2007 ( dama nepeoghopmnenus 16.06.2016), cepun CVOI15, napmus
212573 ynaxosok, zoden 00 30.09.2022, npouzeodcmea Xuroun 3ae00 apumayeeniyeckix

- Xunvweckux npodykmioe 340 / Chinoin Pharmaceutical and Chemical Works Private Co Lid., 2112

Veresegyhaz, Levai u. 5, Hungary, Benzpus, xod OKII[2 21.20.10.143, koo TH B3] 3004900002,

xormpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085353748 om 15.11.2019 .

COOTBETCTBYET TPEBOBAHNAM
ITNOI3510/01-211107 usm. Ne 1-7

JEKJAPAIIUA ITPUHATA HA OCHOBAHHHA
npomoxon ucnetmanuii No 138937 om 20.11.2019 HJT OO0 "Lieuntp korHmponrs kavecnieéa Buorairgh”,

ammecman axkpedumayut RA.RU.21LJKO1 om 22.07.2015 2., cepmughuram anaruza Aunour 3aeo0
Dapmayesmueckux u Xuuveckix npodyxinoe 340 om 11.11.2019 2., Cepmugpuram POCC
HU.@OMO5.C11141 o 20.11.2019

JATA TIPHHATHA JEKJAPAITUU: 20.711.2019 2.
JAEKTAPAIFSE JEUCTBHTEJBHA J0: 30.09.2022 2.
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CBEJEHUSA O PETUCTPALIMHA

OPT'AH IO CEPTHOHKAIIAH, 3APETHCTPAPOBABIIHN JEKJIAPAITHIO

Opean 1o cepmuuxayun npoovKyuu

Ob1gecniBa ¢ o2panudeHHoli omeemcmeensocmsio «OKPYJICHOT yenmp cepmuguiayuu»,
adpec: 620014, POCCHA, Ceeponceckan obracniv, Examepunbype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedwmnaiu Ne RA.RU.11 @MO5

UmgepHHa A.A.

PykoBOIHTEH OpraHa Ino
cepTHHKALMH NPOAYKIHH




CEPTHOHKAT HA CEFUIO

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

He MeHee 4eM 75 % vepes 45 MHHYT, He Oonee 2
TabNeTOK MOTYT HMETh 3HAYEHHE MeHee yeM 60 %

W HH A0 oaHoit TabneTky He MoXeT OLITH 3HaAYeHHA
menee yem 50 %.

Koa ToBapa; VER_15944
HanmeHoBaHMe FwnoTra3sua, Tabnerku 25 mr -
npenaparta: 20X
CTpaHa-uMnoptep: Poccua
Homep cepun: Cvaols Howmep cephH 3axa3uika: V015
llaTa NpoM3BOACTRA: 11-OkT-2019 Jarta uctedenus cpoka Cen-2022
FOJHOCTH:
To3npoBKa CM. pe3yALTAT KONHYECTBEHHOTO
onpeaeneHHs
UlekapcTBeHHan Gopma: TabneTku
Tun ynakoBKH: [BX-amomunnii Gnuctep
GMID konx: 240208
IoxazaTenn Cneundurxaunn PesynsTatsl
CBOUCTBA
Onucanue: Benvle mnu noutH Gensie niaockHe TabneTku ¢ CooteeTCcTBYET
rpasuposkoi «H» Ha onHOH cTOpOHe M pHUCKOi Ha
Ipyroif,
- OIHOPOAHOCTE JO3HPOBAHHA Yposens 1: AV = 15,0 % (n=10) 5.4 %
(Esp. ®apm., no Macce) YposeHs 2; AV = 25,0 % (n=30)
NMOAJIMHHOCTD
- B COOTBETCTBKH C LiBeTHOI peakuueii MonoxuTensHo CootBeTCTBYET
- Y@-cnektpodoToMeTpis HaGmopaTcs MakcHMYMb! TIOTIOLIEHAS [IpH CooTBeTCTBYET
323+2um,273 £2 HM
YUHCTOTA (B3XKX)
- [Ipumecs B <0,5% 0,1 %
- Jpyroii eauHivHo NpUMecH <02% 00%
- CymmMa apyrux npumeceii <1.0% 0.0 %
KOJHYECTBEHHOE
OTIPEJEJIEHHE (Y®)
- Fuapoxnopornasng 250Mr+5% 254 mr
PacTBOpeHHe
Hepes 45 muH.,
Q=75 % (n=6)
-peseppyap 1 > 80 % uepes 45 MHH 98 %
-pe3epeyap 2 > 80 % vepe3 45 MuH 101 %
-pe3epeyap 3 > 80 % vepe3 45 MuH 100 %
-pe3epeyap 4 > 80 % uepes 45 MHH 98 %
-pe3epByap 5 > 80 % uepe3 45 MHH 101 %
-pe3epByap 6 > 80 % uepe3 45 MuH 97 %
-JTan 2 Cpenuee suavenue ana 12 tabnerok gomkno 6siTe  He npuMennmo
He MeHee YeM 75 % uepes 45 MUHYT, M HH OHO
TabNETKH CcO 3HAUCHHEM MeHee ueM 60 %.
-O71an 3 Cpennee 3nauenue wid 24 tabnetok gomkuo GbiTh  He npHMeHHMO
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CEPTH®HKAT HA CEPHIO

SANOFI %

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

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

Koa Tosapa; VER_15944
HanmeHoBanue MnoTtuasuna, TabneTku 25 mr -
npenapara: 20X
CTpaHa-umnopTep: Poccua
Homep cepun: CVals Howmep cepyn 3akazunka: CV0l15s
JlaTa MpOH3BOACTBA: 11-Okt-2019 Jlata HcTeueHus cpoxa Cen-2022
TOJHOCTH:
To3HpoBKa CM. Pe3yNLTAT KOJH4ECTBEHHOTO
ofnpeneneH1s
JlekapcTBeHHas opma:  Tabnerkn
THI ynakosku: [IBX-amomunuii Gnucrep
GMID kon; 240208

HcnbiTanua Ha MHKpOOMONOTHYECKYI0 YHCTOTY COOTBETCTBYIOT TpeGomamuaM Esp. ®apwm.
(kaxcmas 100 cepus, HO He MeHee | HCTIBITAHHSA B TEUEHHE roja). 31a cepHs GblTa NPOU3BEIEHA B
IIOJIHOM  COOTBETCTBHH ¢ TpeboBanuamMH CcGMP u® cneuuduxaumsMu HOPMAaTHBHOMH
JOKYMEHTALHH,

OT10T cepTHHKAT aHATH3a MpoReped LIMS u moanucaH 3nexTpoHHo.

| Pewtenne otaena obecneyeHHd KavyecTpa
Pemenne: IMPUHATO

aTa: 11-Hoa6-2019 14:01
Y noanoMoueHHOe JIHLO! Dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI .3

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

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

Phone: +36 28 583 600 / Fax: +36 28 585 939

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : CV015 Customer lot no, : cvo15
Date of manufacture: 11-0CT-2019 Expiry date : SEP-2022
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALD blister

GMID code : 240208
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Tests pecifications Re
CHARACTERS
- Appearanci White or almost white, flat tablets with Complies

s5ign "H™ engraved on one face, single
breakline on the other.

- Uniformity of dosage units (Ph.Eur, LEVEL 1: AV <= 15%.0 % (n=10) 5.4 %
Mass Variation) LEVEL 2: AV <= 25.0 % (n=30)

IDENTIFICATION

- According to celour reaction Fapitive Complies
- By spectrophotometry Shows absorption max., &t 323 +/~ 2 nm Complies

and 273 +/- 2 nm.

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 mg +/=- § & 25.4 mg
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BATCH CERTIFICATE

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 2B 585 939

Item code : VER 15544

Product name : HYPOTHIAZID 25 mg tablets 20X

Impert., country : Russia

Lot number : CVQl5 Customer lot no. : CvQ15
Date of manufacture: 11-0CT-2019 Expiry date : SEP-2022
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code : 240208

ests _ Specifications : Results
DISSOLUTION
within 45 min.,
Q= 75 &% [n=6)
- Bowl 1 == B0 % within 4% min 58 %
- Bowl 2 == B0 % within 45 min 101 &
- Bowl 3 »= B0 ¥ within 45 min 100
- Bawl 4 = B0 % within 45 min 98 %
- Bowl & 2= B0 % within 45 min 101 &
- Bowl 6 A= 80 % within 45 min 97 %
= Stage 2 Average of 12 tebs is not less than 7% % NA
within 45 min., and no tabk is less than
60%.
- Stage 3 Average of 24 tabs 13 nét iess than WA

734 within 45 min,, not more than 2
uniits are leéss than &0%, and no tab
is less than H0%,

iy o e e
34 a0 e =

Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every 100th lot 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 electronically signed from a validated LIMS.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 11-Nov-2019 14:01
Cualified person: dr. Solti Ménika Maria
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