TEKJAPAIISI O COOTBETCTBHH

TEKRAPART, MIPHHAMAIOMAHA AEKJIAPAIFIO O COOTBETCTBHHA
AO "Chnogu Poccus”
Csedefun 0 pezucmpayuu opanusayuy: Mexcpationnas UNCnEKyuA ®edepanvroti nanozosol cayxchv Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.
Adpec] 125009, 2. Mocxsa, ya. Teepckas, 0. 22. Tenepori/ghanc: 8 (495) 721-14-00/ 721-14-11
B auyd Teneparsuuii dupexmop Mona O.A.
Jlosep§uroe suyo: Cmenanos C.C., dosepennocme 6/u om 01.12.2017

ABNIAET, UTO
nexapdmeentioe cpedcmeo: Nunomuasud, mabaemxy 100 sz 20 wm., ynaxosku R4elixogsie KOKMypHbIE ),
navxulapmonnsie, PY No IT N013510/01 om 21.11.2007 (dama nepeogopmnenus 16.06.2016), cepus CV1 01,
apmalg 81079 ynaxosox, z00en 0o 31.08.2021, npouseodcmsa Xunoun 3as00 Dapmayeamuyeckux u
Xumwdecxux npodyxmos 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Ld, 2112
Veresekyhaz, Levai utca 5, Hungary, xod OKIT42 21.20.10.143, xod TH B3[] 3004900002, xonwmpaim Ne
250/4Q056192/F-2 om 20.10.2010, uneoiic Mo 9085335877 om 05.06.2019

COOTBETCTBYET TPEBOBAHUSIM

TTNO@3510/01-211107 (HO 42-162-07 usm. M 1-7)

TEKAAPAITHS IIPHHATA HA OCHOBAHMH

npomdxoa ucnumanuii M 15540 om 11.06.2019 HJI 000 HI{ "OPAPMOBOPOHA", anmecmam
axxpeQumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.$MO8. C41730 0m 11.06.2019

Crenanos C.C.
d.HO

CBEJAEHMA O PE'HCTPALIAHA

OPTAH 110 CEPTHOHKAIAH, 3APETACTPHPOBABIIAH JEKJIAPAITHIO

RA.RW. 11®M08 OPTAH 110 CEPTHOHKALHH ITPONYKLHH OFL{ECTBO C OrPAHHYEHHOA
OTBEYCTBEHHOCTAIO "OKPYXXHOMN LIEHTP KOHTPOJIY KAYECTBA®,

adpeclopzanusayuu: 115280, 2. Mocxaa, ya. Macmepxosa, 0. 4, sm. 5, nam. I, xom. 1, adpec opzana no
cepmugbuxayuy: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxoea, 9. 4, sm. J., men.:(495)788-02-88, seb-
caiim:{oyxx.pg.

TEXRAPAITAS O COOTBETCTBEH 3APETHCTPHPOBAHA M POCC RU J-BU.®M08.A.26723/19
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CEPTHO®MKAT HA CEPHIO

o,
SANOFI LN J

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

0/ TOBApa; VER_549491
HanmeHopanue Mwnotuaaua, rabnerxu 100 mr -
npenapata: 20X
(CTpaHa-uMnoprep: Poccus
Homep cepuu: AV003 Homep cepin 3aka3uwuka: Cviol
lata npoH3BOACTRa: 04-CEH -2018 MaTa HcreueHus cpoka ABI'-2021
FOQHOCTH:
Jlo3upoBKa CM. pe3ynbTaT KOMHYECTBEHHOrO
OMpeneneH s
UlexapcTseHHas (opma: TabneTKH
THn ynakoBKH: [IBXTIBOX-anomunnil 6nuctep
IGMID kon: 549491
[MokasaTenn Cneunduxaunn PesynbTaTsl
CBOFICTBA
-Onncatue: Bensie wau nouTH Genbie Kpyrisie MIocKHe CootsercTBYET
TabneTku ¢ rpaBHpoBKOH «H» Ha oaHolt cTopoHe 1
pHCKO# Ha Apyrof,
- OIHOPOOHOCTS A03HPOBAHHA Yposeub 1: AV £15,0 % (n=10) 36%
(Esp. ®apm., no Macce) YposeHb 2: AV < 25,0 % (n=30)
MOJJIMHHOCTD
- B COOTBETCTBHH C LIBETHOH peakuned [MonoxurensHo CooTtsercTBYET
- Yd-cniexTpodoToMeTpHA HabGmonaioTcs MAKCHMYMbI NOFACWEHHA NpK CootsetcTByet
323 +2HM,273 2 HM
[YACTOTA (BIXKX)
- [IpuMecs B <0,5% 02%
- Jpyro# eAHHHYHOR NpHMeCH <02% 0,0 %
- CyMMa apyrux npHmeceit =1.0% 0,0 %
OJIHYECTBEHHOE
MNPEAEJIEHHE (Y®)
CuapoxnopoTtnasna 100,0mMr+5% 99,2 Mr
aCTBOpPEHHE
Uepes 45 mun.,
Q=75 % (n=6)
-pescpayap 1 >80 % 98 %
-pesepByap 2 >80% 97 %
-pesepByap 3 >80% 99 %
-pelepsyap 4 >80% 97 %
-pelepsyap 5 >80% 98 %
-pe3epsyap 6 >80 % 100 %
-27an 2 Cpennee 3HauenHe ana 12 tabnerok nomkHo 6biTh  He npHMeHHMO
He mMeHee ueM 75 % yepe3 45 MHHYT, H HU OAHOR
TabneTkH co 3HaYeHHeM MeHee yeM 60 %.
-31an 3 Cpennee 3nauenye ana 24 Tabnetok fomkHo Guite  He npumennmo
He McHee 4eM 75 % uepes 45 MuHYT, He Gonee 2
TabneToK MOTyT MMETh 3HaueHHe MeHee HYeM 60 %
M HH 118 OfHOH TabneTkH He MOXeT ObITh 3HAUEHHA
MeHee yeM 50 %.
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CEPTU®UKAT HA CEPHIO

SANOFI % j

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 Topapa; VER_549491
[llianmuosanne Fwnotnasug, Tabnetku 100 mr -
penapara: 20X
CTpaHa-uMnoprep: Poccus
Homep cepun: AV003 Homep cepuu 3axa3zumka: Cvi0!
Jlata Nnpon3BOACTBA: 04-CEH -2018 Jlata ucTeyeHHA cpoka ABI-2021
FOAHOCTH:
Jl031poBKa CM. Pe3yNbTaT KOJIHYECTBEHHOTO
onpeaenesus
JlexapcTBeHHas dopma: TabneTku
THn ynaxoBkH: [IBXMIBAX-anoMunuii 6aucrep
GMID koxn: 549491

HcneiTaHus Ha MHKPOGHONOrHYECKYI0 YHCTOTY COOTBETCTBYIOT TpeGoBanuam Esp. ®apm.
(xaxzas 100 cepus, HO He MeHee | HCMBITAHUA B TCYCHHE roAa). J1a cepus Oblia IPOM3BE/IEHA B
NOJNHOM COOTBETCTBMH ¢ TpeboBanuaMu cGMP u cneundukauHsMH HOPMAaTHBHOMN
JOKYMEHTALIHH,

10T ceprHdHKaT aHanH3a npoBepeH LIMS u noanncan aneKTpoHHo.

l Pewenne oTaena ofecneveHnna KayecTsa

Pewsenne; [IPHHATO
aTa: 24-MAH-2019 14:30
Y noJIHOMOYeHHOE JIHIO: Dr.Solti Monika Maria
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BATCH CERTIFICATE

SANOFI « g

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

Veressgyhdz site - 211 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 20 585 60C / Fax: +36 28 583 939

Itexm code : VER 549491

Product name : HYPOTHIAZID 100 mg tablets 20X

Import. country : Russia

Lot number : AV003 Customer lot no. : cviol
Date of manufacture: 04-SEP-2018 Expiry date : AUG-2021
Strength : see at the assay

Dosage form : tablets

Packaging type : PVC/PVDC - ALU blister

GMID code : 549491

Tests Specifications Results
CHARACTERS
- Appearanue White or off-white round flat tablets Cunplies
debossed with “H” cn one side and a
score line on the cther.
= Unitormity of dosage units (Ph.Eur. LEVEL 1: AV <= 15,0 % (n=10) 1.6 s
Mass Variationi LEVEL 2: AV <= 25.0 ¥ (n=30)
IDENTIFICATION
- According to colcur reactizn Positive Complies
- By spectrophotometry Shows absorption max, at 323 +/=- 2 nm Complies

and 273 +/~ 2 nm.

PURITY TRST (HPLC)

- Impurity B <w 0.5 % 0.2 s

= Any other single impurity <w 0.2 % .0 %

= Total other impurities <= 1.0 & 8.0 1
ASSAY (UV)

= Hydrochlorothiszide 100.0 mg +/- 5 ¢ 39.2 m3
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BATCH CERTIFICATE

SANOFI g

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

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

Phone: +36 28 585 €00 / Fax: +36 28 585 939

Item code : VER 549491
Product nama : HYPOTHIAZID 100 mg tablets 20X
Import., country : Russia
Lot number : AV003 Customer lot no. : CV101
Date of manufacture: 04-SEP-2018 Expiry date : AUG-2021
Strength : see at the assay
Dosage form : tablets
Packaging type : PVC/PVDC - ALU blister
GMID code : 549491
e AR _.J
Tests Specifications Results
DISSOLUTION
within 45 min.
Q=75 ¥ (n=6)
- Bowl 1 >= B0 ¢ 98 &
=- Bowl 2 >- BD & 97 %
= Bowl 3 >= B0 ¥ 99
= Bowl 4 >= 82 % 97 ¢
- Bowl § >= 80 % 98 ¢
- Bowl & >« 80 & 100
-~ Stage 2 Average of 12 tabs is not lesy than 75 § NA
within 45 min.,and no tab is less than
60%.
~ Stoge 3 Average of 24 tabs i{s not less than NA
75% within 45 mln., not more than 2
units are less than 60%, and no tab
is less than 50%.
e e e e et — =

Hicroblological purity tests comply to the Ph.Eur. requirements (every 10Gth lot, but at least | per 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 declsion
Decision : FELSZABADITVA / ACCEPTED
Date : 24-MAY-2019 14:30
Qualified person: dr, Solti Ménika Méaria
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