AEKJIAPATIMS O COOTBETCTBUM

AEKJIAPAHT, MPHHUMATIOIHA TEKJAPAIIYIIO O COOTBETCTRBUH

AO "Canogu Poccus"

Ceedenun o pezucmpayuu opeanusayuu. Meocpaiionnas uncnexyun Pedepanvroll HaN02060H cayxctvt Ne 46 no
& Mocxse 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.

Adpec. 125009, 2. Mocxkea, ya. Teepcxas, d. 22. Teneon/daxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvmuiii upexmop Mouc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

3ASIBIIAET, UTO

Aexapemeennoe cpedcmeo: unomuasud, mabnemxu 25 mz 20 wm., ynaxoexu sueiixossie kormypoie (1),
naixu xapmonnvie, PV Ne IT N013510/01 om 21.11.2007 (dama nepeogopmnenus 16.06.201 6), cepus AV00S,
napmus 140228 ynaxosox, 200ex do 01.09.2021, npoussodcmea Xunoun 3aeod Papmayesmirieckux u
Xumuveckux npodyxmos 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Lid 2112
Veresegyhaz, Levai utca 5, Hungary, kod OKII2 21.20.10.143, ko0 TH B3 3004900002, xounparxm Ne

| 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085309396 om 15.10.2018

COOTBETCTBYET TPEEOBAHUSIM
TIN0I3510/01-211107 (HJ 42-162-07 uam. Ne 1-6)

AEKTAPAITHS IPHHATA HA OCHOBAHWH
| npomoxon ucneimanuii Ne 3055 o om 19.10.2018 H/T 000 HI] "®4PMOBOPOHA", ammecmam
| axxpeoumayuu POCC RU.0001.21®JI40, Cepmughuxam POCC HU.®OMO08.C25523 om 19.10.2018

l{ATé\Hi?%{:H{%‘I:IH AEKJNAPAIINM 19.10.2018

sanofi Russio AO/ “ Crenasnos C.C.
LA e Ny
Oexnapanm /. & Ch ®.1.0

CBEJEHHS O PETUCTPAIIAN

OPT'AH 110 CEPTH®HUKALIAH, 3APETHUCTPUPOBABII I JEKJTAPAITHIO '
RA.RU.11DMO8 OPTAH JTO CEPTH®HKALIMH ITPOITYKLHH OFL[ECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IHEHTP KOHTPOJIT KAYECTBA",

adpec opzanusayuu: 115280, z. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caim: oyKK.pep.

NEKJIAPAIIHSI O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU HA-HU. OM08.A.04603/18
JATA'PETHUCTPAIIAH 19.10.2018

Bunenxo H.B.
noziffich PyroBoautens OC




SANOFI
XunouH 3apoq PapMalieBTHYECKHX B
Xumyuecxux Ilponyxror 3A0, Beurpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTU®UKAT AHAJIN3A

FNunoTHazna®, Tabaerkn 25 mr (6amcreprr) - 20 — N1

Cepus: AV008
Ipouseenen: 07/09/2018
I'onen no: 09/2021
HJT 42-162-07
HOKA3ATEJIN HOPMBI PE3YJIbLTATHI
Omnucanue benrie unn oyt Genple kpyravle maockye TableTKH ¢ CoorsercTByeT
rpaBUpOBKOil «H» na oxHOM cTOpoHE B PHCKO# Ha APYTOl.
Ioarunuocts YO CIIeKTp HCTIBITYEMOTO PACTBOPa, IPHTOTORIEHHOTO, CooteercryeT
Kak onucano B paszaene «KonuyecTBeHHOE ONpeeneney,
JIOJKEH HMETh MAKCHMYMBI NOTJIOMICHUS IIPH TEX e
AVIMHAX BOJH, 4TO H YD CNeKTp CTaHJAPTHOrO pactBopa
(323 £ 2) am u (273 = 2) uM).
KayecTBenHas peaknns CootBeTcTBYET
ITogBigeTcs cHHEBATO-PHOIETOBOE OKpAIINBaHHE.
Pacreopenue** He menee 55 % (Q) ot 3asBrennoro konuuectsa yepes 60 | CooTBeTcTRYET
MHH.
Poncreennnie - [lpumect B me 6oee 0,5 %. 0,2 %
IPUMECH - Jhobas xpyras enuuudHas npumeck Be Gonee 0,2 %.
- Cymma jipyrux npuMeceii ve 6onee 1,0 %. 0,0 %
0,0 %
Mukpobuonornueckas | Kareropus 3 A. Cootsercrayer
YUCTOTA
OnHOpOHHOCTS AV <15 5,0 %
HO3UPOBAHAA**
Komiuecrsennoe Tabnerku 25 mr: ot 23,75 110 26,25 Mr (25,0 Mr + 5%). 25,9 Mr
OIIpeelIeHHe

¥ - pasmen «VICTMpaeMOCTE» M reOMETPHYECKHE pasMephl TabNeTOK, NPHCYICTBYIOLIME B

cepriuKaTe ananu3a GUPMsI, HCKIIOUeHs! 1o Tpebosanno MCKJIC,

** - pasgen BeeneH no TpebGorammio MCKJIC. ®dupma rapanTHpyeT KadecTBO Iio JaHHOMY
HOKa3aTeno.

YKkazaHHad Cepusl  TpOM3BENEHa B COOTBETCTBHM C  /HCTRYIOLIMME TpeOoBaHHAMH
PCTUCTPALHOHHOIO I0CHE M NPABHIIAMH HaJUIeKalled TPAKTHKH IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB
(GMP). Kakne-nn6o 3HauMMbIe WM KPHTHYECKHE OTKIIOHEHHS OT PETTaMEHTHPOBAHHBIX ITAPAMETPOR
HE 3aperHCTPHPOBAHEL.

Pemenne: Bumynien 02/10/2018 VYnonHoMoueHHoe auto: dr.Solti Monika Maria

AQ «Canodni Pocensn
Adpec: 1253009, Mockpa. ya. Teepesan, 22, Ten: (495 7211400, Duke: (495) 7211411, www sanofi



BATCH CERTIFICATE

SANOFI

CHINQOIN pPharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

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

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

Itam code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : RV(GO8 Customer lot no, : AVOO8
Date of manufacture: 07-SEP-2018 Expiry date : SEP-2021
Strength : see at the assay

Desage form @ tablets

Packaging type : PVC -~ ALU blister

GMID code : 240208

CHARACTERS

-~ Bppearance Complies

- Uniformity of dosage units (Ph.Eur. 5.0 %
Mass Variation)

IDENTIFICATION

- According te ceclour reaction Complies
- By spectrophotometry Complies
PURITY TEST (HPLC)

- Impurity B D.2 %

- Other each 0.0 %

- Other total 0.0 %
ASSAY (UV)

- Hydrochlorothiazide 25.9 mg
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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., Hungary

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

Item code : VER 15944

Product name : HYPOTHIAZID 25 mg tablets 20X

Import. country : Russia

Lot number : AV008 Customer lot no. : AV008
Date of manufacture: 07-SEP-2018 Expiry date : SEP-2021
Strength : see at the assay

Desage form : tablets

Packaging type : PVC - ALU blister

GMID cede : 240208

DISSOLUTION
within 45 min.,
Q= 75 & (n=6)
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- Bowl
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- Stage 2

- Stage 3
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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 cGMP requirements ang complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

Decision : FELSZABADITVA / ACCEPTED
Date : 02-0CT-2018 10:03
Qualified person: dr. Solti Ménika Maria
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