JEKJAPAIIASA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHAMAIOIAN JEKJIAPAIIHIO O COOTBETCTBHH:
AO "Canogu Poccun”

Ceedenus o pezucnipapuu opearuzapn: Mexcpaiiontan urcnexiyun Pedeparsroli Hano2oeoil cryxcbot Ne
46 no 2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvnviit dupexmop Mowoic O.A.

Hoeepenrnoe mnjo: Kysneyosa H.JO Jlosepennocme: 6/1 om 20.08.2019

3AABJISIET, 9TO

nexapcmaennoe cpedcmeo: Iinomuaud madaemru 25 se 20 wim., baucmepe (1) nauxu xapmonnvie,
pezyo. Ne IT NOI13510/01 om 21.11.2007 ( dama nepeopopsaenus 16.06.2016), cepus CVO11, napms
218914 ynaxoeox, zoder do 31.07.2022, npoussodcniea Xunoun 3aeod Dapmayesnniveckiux u
Xuvudeckux npodyxmoe 340 / Chinoin Pharmaceutical and Chemical Works Private Co Lid., 2112
Veresegyhaz, Levai . 5, Hungary, Benzpus, ked ORI2 21.20.10.143, xod TH B3 3004900002,
Koxmpax Ne250/40056192/F-2 om 20.10.2010, unsotic Ne9085347185 om 17.09.2019 2.

COOTBETCYBYET TPEBOBAHHSIM
IINQI3510/01-211107 wam. Me 1-7

AEKJAPAITAS IPHHATA HA OCHOBAHWUHA

npomoxon ucnwimanuii Ne 91824 om 23.09.2019 HIT OO0 "Henmp xoumpoas kavecmea buonang”,
ammecmam axkpedumayuu RA.RU.21LHKO1 om 22.07.2015 2., cepmugpuxam ananuza Xuroun 3a60d
Qapmayesmudeckux u Xumuveckix npodyknoe 340 om 12.09.2019 2., Cepnnugpuram POCC
HU.@M05.C09693 om 24.09.2019

JATA IPUHATHAA JEKIAPAIAH: 25.09.2019 2.
S T
JEKFAPATIAS REACTBATEILHA 10: 31.07.2022 2.
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CBEJEHUA O PETUCTPAIINHA

OPTAH O CEPTH®HUKATIMY, 3APETHCTPAPOBABIINIH JEKJIAPATIMIO

Opean no cepmuguxaijuti npodvkyuu

Obugecnsa c ozpanivennodt OneemcingesHoCmbI0 « OKPYICHOT teHTp Cepmuduraiii»,
aopec: 620014, POCCHA, Csepdaosckan obnacnm, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman: axxkpedumanuu Ne RA.RU.11 OMO5

UngepHna A.A.

Pyxosoaurens opragsa no
cepTHOHKAIHE TPOTYKIHH




CEPTUDOHUKAT HA CEPHIO

SANOFI %

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

Kon Topapa;

VER_15944

HanmenoBaHHe Munotnasua, TabneTkmn 25 mr -
npenapara: 20X
CTpaHa-uMIOpTEp: Poccua
HoMmep cepun: CVvoll Howmep cepun 3akazumuka: CVvol11
TlaTa npoH3BoACTBa: 23-ABI -2019 Jata ucteuenun cpoka HI0JI1-2022
FOIHOCTH:
Ho3upoBka CM. Pe3yNbTAT KOMMYECTBEHHOTO
onpefeneHns
lexapcTeeHHas dopma: Tabnerku
THN ynakoBKH: IBX-amomuHuit bnucrep
GMID kon: 240208
TloxazaTenn Cneunduranuu PesyauTate!
CBOHUCTBA
OnucaHue: Bensie win moutH Genbie niockue TabneTkH ¢ CootseTcTBYET
rpasiposkoi «H» Ha osHo# cTopoHe u pucKoii Ha
Apyroi.
- OnHOpPOIHOCTE NO3HPOBAHHA Yposens 1: AV < 15,0 % (n=10) 35%
(Esp. ®apm., no Macce) Yposens 2: AV £25,0 % (n=30)
MOJJHUHHOCTD
- B COOTBETCTBHH C LBETHO# peakuneii [MonoxHTenEHO CoorteeTcTBYET
- Vb-criektpodoTomerphs HabnionaioTcs MaKCHMYMBI NOTNOLUEHHS NpH CooteeTcTBYET
323 +2HuM, 273 £2 HM
(UHCTOTA (BXKX)
- [piumMece B <0.5% 0,1%
- Hpyroit earHuyHoH npuaMecH <02 % 0,0 %
- CyMma Apyrux nipuMeceit <10% 0,0 %
KOJHYECTBEHHOE
ONPEAEJNEHHE (Y@)
- l'napoxnoporuasun 250mMr+=5% 25.5mr
PacTBopeHue
Uepes 45 MuH.,
Q=75 % (n=6)
-pesepsyap 1 > 80 % uepe3 45 mMuH 96 %
-pe3epByap 2 > 80 % uepe3 45 Muu 102 %
-pesepByap 3 > 80 % uepe3 45 MHH 98 %
-pesepeyap 4 = 80 % uepes 45 muu 99 %
-pe3epByap 5 = 80 % uepes 45 MuH 105 %
-pesepByap 6 = B0 % qepes 45 MuH 103 %
-3O1an 2 Cpenuee 3nauenue 1na 12 Tabnerok aomkHo 6uith  He mpHMenumo
He MeHee uem 75 % depes 45 MUHYT, U HE ofiHO#H
TabseTKH co 3HaYeHHEM MeHee ueM 60 %.
-Jtan 3 Cpennee suavenme 1na 24 tabneTok aomkHo 06T He mprMenuMo

He MeHee 4eM 75 % depes 45 MUHYT, He Gonee 2
TabAeTOK MOTYT HMETh 3HAUeHHe MeHee qem 60 %

Y HM AN OAHOH TabneTKH He MOXeT ObiTh 3HAYCHHA

MeHee yeM 50 %.
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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

Koa ToBapa; VER_15944
HaumenoBanne FunoTuasua, Tabnetxu 25 mr -
npenapara: 20X
C1paua-HMnopTep: Poccun
Homep cepum: CVoil1 Homep cepuu 3aka3uuka; CVol1
JTaTa NpoH3BOACTRA; 23-ABT -2019 Hata ncTedeHHA cpoka HKOJI-2022
TOHOCTH:
Jlo3upoBka CM. Pe3yNbTaT KOIHYECTBEHHOFO
omnpeaeneHus
UlexapcTBeHHas gopma:  TabneTkn
Tyn ynakosku: INBX-antomuuuit 61HcTep
GMID kon: 240208

Hcnbitanua Ha MMKpPOGHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT TpeGOBaHHAM Epp. ®@apm.
(xaxnast 100 cepust, HO He MeHee | HCTIBITAHHA B TeYeHHUE TOfa). DTa cepus OGblIa NPOU3BEACHA B
MOJIHOM  COOTBETCTBHM C TpeboBaHuaMH CcGMP u cneuuduxanuamu HopMaTHBHOM
JOKYMEHTALHH.

OTOT cepTHdUKAT aHanu3a nposepeH LIMS 1 moanKcan aneKTpoHHO.

| Peutenne otaena ofecnevenns kavecTea
Pemenne: MMPHHATO

aTa: 12-CEH-2019 14:33
YnonHOMOMEeHHOe THo; dr. Solti Monika Maria
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BATCH CERTIFICATE .

SANOFI

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

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

Phone: +36 2B 5853 600 / Fax: +36 28 585 939

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : Ccvoll Customer lot no. : cvi1l1l
Date of manufacture: 23-BAUG-2019 Expiry date : JUL-2022
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister

GMID code 240208

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

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

- Uniformity of dosage units {Ph.Eur. LEVEL 1: AV <= 15.0Q % {n=10) 3.5 &

Mass Variation) LEVEL 2: AV <= 25.0 # (n=30)

IDENTIFICATICN

- According to colour reaction Positive Complies

- By spectrophotometry Shows absorption max, at 323 +/- 2 mm Complies

and 273 +/--2 nm.

PURITY TEST (HPLC)

- Impurity B w05 % 0.1 %

- Other each <= 0.2 % 0.0 %
Other total <=_1.0: % 0.0 %

ASSAY (U

- Hydrochlorothiazide 25.0 mg +/=- 5 % 25.% my
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BATCH CERTIFICATE

SANOFI «,

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

Veresegyhaz site - 2112 Veresegyhéz, Lévai u.5., Hungarcy

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

Item code : VER 15844
Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : cvoll Customer lot no. ; cvoll
Date of manufacture: 23-AUG-2019 Expiry date : JUL-2022
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC - ALU blister
GMID code : 240208

Tests Specifications

DISSCLUTION

within 45 min.,

0= 75 & (n=6)

-~ Bowl 1 >=-80 % within 45 min 96 %

Bowl 2 =80 % within 45 min 102 &
- Bowl 3 == 80 % within 45 min 98 %
= Bowl 4 >= 80 % within 45 min 99 %
- Bowl 5 >= B0 % within 45 min 105 %
- Bowl © »= 80 § within 45 min 103 %
- Stage 2 Average of 12 tabs is not less than 75 & HA
within 4% min.; and no tab is less than
60%,
- Stage 3 Average of 24 tabs is not less than HA

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

Microbiological purity tests comply to the Ph.Eur. requirements {(test is performed £6r every 100th lot but at
least for ! 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 : 12-SEP-2019 14:33
Cualified parson: dr., Solti Mdnika Maria
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