JTEKJIAPAIIASI O COOTBETCTBUH

AEKJIAPAHT, IPHHAMATOIIHHA TEKJIAPAITHIO O COOTBETCTBHH:
AO "Cariogput Poccun"

Ceedenun o pecucmpayuu opecrizaygun: Mexcpaionnan urcnexijun Dedepansroil Harozoeoii cryxcour No
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucesenus OFPH: 19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanswutii dupexmop Mownxc O.A.

Hocepennoe muyo: Kyaneyosa H IO Jocepennocms: 6/x om 20.08.2019

3AABJBIET, YTO

Aexqpemeennoe cpedcnigo: Iunomuazud mabaemxu 100 sz 20 wim., 6nyicmepnt (1) navxu xapiionute,
pez.y0. Ne IT NO13510/01 om 21.11.2007 ( dama nepeogpopunenus 16.06.2016), cepun CV002, napmus
107989 ynaxosox, 200en do 31.03.2022, npoussodcmea Xunoun 36300 Dapmayeemuueckux u
Xustueckux npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112
Veresegyhaz, Levaiu. 5, Hungary, Benzpus, x0d OKIII2 21.20.10.143, x0d TH B3J] 3004900002,
Kowmpain Ne250/40056192/F-2 om 20.10.2010, nneoiic Ne9085348873 om 02.10.2019 2.

COOTBETCTBYET TPEBOBAHMSIM
IIN013510/01-211107 usm. Mo 1-7

JEKJIAPATTHSI IIPHHSATA HA OCHOBAHAH
npomioxon ucnvimanit Ne 997117 om 08.10.2019 HJI OO0 "Lienmp xonmpons kasecmea Buonaigh”,

animecmam axkpeoumayu RA.RU.21LK01 om 22.07.2015 2., cepmugbuxam ananuza Xunour 30800
Papmayesmecxux u Xumuveckux npodyxmoa 340 om 06.09.2019 2., Cepmuguxam POCC
HU.@M05.C09855 om 08.10.2019

TATA IIPAHATHA JEKJIAPATIME: 08.70.2019 2.
HEKJAPAIAS JERCTBATEILHA J0: 31.03.2022 2,
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OPTAH I1O CEPTHOPHKAITAH, 3APETHCTPHPOBABIIHI JAEKJIAPATIATO

Opzan no cepmuguxaynn npodyxyuy

OBuugecnieq c ozpaniiennotll OMeemecmeentocmsio «Oxpyrcroti yenmp cepmuguxayuu»,
adpec: 620014, POCCHA, Caepdnoackas obnacmm, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343} 380-27-55, www.ekbocs.ru, ammecmam axxpedumaytu Ne RA.RU.11OMO5

AEKJNAPAIIASL O COOTBETCTBHH M POCC RU JI-HU.®MOS.A.45275/19
AJATA PETACTPATIHA: 08.10.2019
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CEPTU®HKAT HA CEPUIO

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

Kon ToBapa; VER_549491
HaumenoBaHHe F'unoTtuasna, Tabnerkm 100 mr -
npenapara: 20X
CtpaHa-uMnopTep: Poccus
Homep cepuu: Ccvao2 Homep cepun 3aka3unka: Cvoo02
IlaTa NpOH3BOACTEA: 17-AllP -2019 Hara ucredenus cpoka MAPT-2022
TOIHOCTH:
HNo3uposka CM. pe3yNbTaT KOMHYECTECHHOTO
onpeaeneHHA
TlexapcTBeHHAs opMa: Tabnetku
Tun yrnakoeku: [IBX/TIBJX-anomuHuit 6ancrep
GMID kon: 549491
|l'lmcaaa1'e.nu Creunduiaunn Pe3yabTaTh
CBOHCTBA
-OnucaHue: Benbte unu noutH Genble Kpyribie MIOCKHe CooTBeTCTBYET
TabneTky ¢ rpaBrpoBkoit «H» Ha onHoii cTopone »
PHCKO#H Ha apyToil.
- OLHOPOOHOCTH AO3UPOBAHHA Yposenb 1: AV < 15,0 % (n=10) 3,6 %
(Eep. ®apm., no Macce) VpoBeHs 2: AV £ 25,0 % (n=30)
NOAJIMHHOCTh
- B COOTBETCTBUH C LBETHOH peakuueii [lonoxutensHo CooteeTcTBYET
- Yd-cnexTpodoToMeTpHs Habmonaiorea MakcHMyabl MOTNOWEHHS TIPH CooTBeTCcTBYET
323+28M,273 £ 2 HM
YHCTOTA (B3XKX)
- [Tpumect B <0,5% 02 %
- dpyroit enuHMMHOl NpHMecH <02% 0,0%
- CymmMa apyrux npumeceii <1.0% 0.0 %
KOJNYECTBEHHOE
OIPEAEJIEHHE (Y®)
- T'uapoxnoporuasun 100,0Mr+5 % 101,3 mr
PacTBOpeHHe
Hepes 45 MuH.,
Q=75 % (n=6)
-pesepByap 1 >80 % 98 %
-pesepByap 2 >80 % 87 %
-pesepeyap 3 >80 % 98 %
-pesepByap 4 >80 % 90 %
-pesepByap 5 >80 % 90 %
-pe3epByap 6 >80% 96 %
-OTan 2 Cpenuee 3Hauenue ana 12 Tabnerok nomkHo 661t He npumenuMo
He MeHee ueM 75 % vepes 45 MUHYT, 1 HH oAHof
TabneTk co 2HAYeHHEM MeHee ueM 60 %.
-3t1an 3 Cpennee 3nauenue ana 24 tabnerox aomxHo 66iTe  He npumennMo

He MeHee 4eM 75 % uepe3 45 MHUHYT, He Gonee 2
TabMeTOK MOTYT HMETh 3Ha4YeHHE MeHee deM 60 %

H HM 104 odHO# TabneTky He MoXkeT GbITh 3HAYEHHA
MeHee yeM 50 %.
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CEPTH®HKAT HA CEPUIO

SANOFI %

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

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

Kon ToBapa; VER_549491
HanmeHoBanue MnoTnasung, Tabnerku 100 mr -
npenapara: 20X
CTpaHa-uMmnopTep: Poccus
Homep cepum: Cvoo2 Homep cepun 3aka3uika: Cvo02
Jlata npouzeoacTea: 17-AITP -2019 Jata ncTedyeHHs cpoka MAPT-2022
FOAHOCTH:
To3upoBka CM. PE3YNBTAT KOJIHYECTBEHHOO
OTIpERENEHUNA
flekapcTseHHas popma:  TabneTku
THn ynakoBku: [NBX/MIBIX-antomuunii 6nucrep
GMID kon: 349491

VcnpITaHus Ha MHKPOOHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT TpeGoBamuam Esp. ®apm.
(xaxcaas 100 cepus, HO He MeHee | HCMIBITAaHHA B TeyeHue rofa). OTa cepus Gbifia IPOU3BEEHA B
MONHOM  COOTBETCTBMM ¢ TpeOoBanuamMu c¢GMP u creuuduxauuamu  HopMaTHRHOI
JIOKYMEHTAaLHH.

10T cepTHdHKAT ananK3a nposepeH LIMS ¥ NOANHCaH 3MEKTPOHHO.

L Pewenne oTaena ofiecnedenns kauecTsa
Peurenne: I[IPHHATO

aTa: 20-CEH-2019 11:17
Y nosHoMoOuYeHHOE JTHUO: Dr.Selti Monika Maria
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BATCH CERTIFICATE

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

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

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

Item code : VER 549491
Product name : HYPOTHIRZID 100 mg tablets 20X
Import. country : Russia
Lot number : Ccvoo02 Customer lot no. cvoo2
Date of manufacture: 17-APR-2019 Expiry date : MAR-2022
Strength : see at the assay
Dosage form : tablets
Packaging type : PVC/PVDC - ALU blister
GMID code : 549491
Specifications Results
CHARACTERS
- Ahppearance Whité or off~white round flat tablets Complies
debossed with "H" on one side and a
s¢oré line on the other,
- Uniformity of dosage units (Ph.Eur. LEVEL 1: AV <= 15.0 % {n=10) 3.6 &
Mass Variation) LEVEL 2: AV <= 25,0 % (n=30)
IDENTIFICATION
- According to colour reaction Positive Complies
- By spectrophotometry shows absorption max. at 323 /- 2 mnm Complies

and 273 +/- 2 nm.

PURITI TEST (HPLC)

- Impurity B 2= 0.5 % 0.2 %

- Any other single impurity <= 0,2 % 0.0 &

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

- Hydrochleorothiazide 1000 mg +f=-5 % 101.3 mg
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sancfi company

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

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

SANOFI

b

§§§).

Item code :
Product name

VER 549491
HYPOTHIAZID 100 mg tablets 20X

75% within 45 fWin., not more than 2
upits are less than 60%, and no tab
is Less than 50%.

Import. country : Russia
Lot number : Cvo02 Customer lot no. : cvoo2
Pate of manufacture: 17-APR-2019 Expiry date MAR-2022
Strength see at the assay
Dosage form : tablets
Packaging type PVC/PVDC - ALU blister
GMID code 549491
Tests Specifications Results
DISSOLUTION
within 45 min,
Q=75 ¥ (n=6)
- Bowl 1 >= g0 ¥ 98 %
- Bowl 2 >u B0 & 87 %
- Bowl 3 >= 80 & 98 %
- Bowl 4 >= 80 ® 90 %
= Bowl 5 S>= B0 R 90 %
= Bowl 6 >m 80 & 96 %
- Stage 2 Average of 12 tabs is not less than 75 % HNA
within 45 min.,and no tab is less than
604,
= Stage 3 Average of 24 tabs 'is not less than NA

AR AR

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.

S

QP decision

Decision :
Date

Qualified person:

FELSZABADITVA / ACCEPTED
20-SEP-2019 11:17

dr. Solti Ménika Maria
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