JTEKJAPAIIMS O COOTBETCTBHH

JEKJAPAHT, IPHHNMAIOIIUIA JEKJAPAITHIO O COOTBETCTBHH

AO “Canogu Poccus"

Ceedenun o pesucmpayuu opzanusayuu: Mexcpationunas uncnexyun Pedepanvhoni Hano2080t cyxrchvr Ne 46 no
2. Mocxee 01.01.2008, O'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, ya. Teepcran, 0. 22. Tenegpon/parec: 8 (495) 721-14-00/ 721-14-11

B nuye: enepanvnuiii oupexmop Mownic O.4.

Hoeepenroe auyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

3AABJAET, UTO

aexapcemeennoe cpedemso.; Kopdapon, mabnemru 200 mz 10 wm., ynaxoaxu auetixogoie konmypruie (3), nauxu
| xapmonnvie, PY Ne IT N014833/02 om 27.01,2009 (dama 3amens: 02.02.2018) evidano CAHODH-ABEHTHC
DPAHC, cepun CV012, napmus 47524 ynaxoeox, z00en do 31.03.2022, npoussodcmsea Xunoun 3ae00
Dapmayesmuteckux u Xumuveckux npooyrmos 340, Benzpus, Chinoin Pharmaceutical and Chemical Works
Private Co.Ltd., 2112, Veresegyhaz, Levai u. 5, Hungary, koo OKII[2 21.20.10.141, ko0 TH B3] 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085330862 om 18.04.2019

COOTBETCTBYET TPEBOBAHUAM

IT N014833/02-270109 (HI 42-6629-07 usm. Ne 1-3)

JEKJTAPATIUSA ITPHHSITA HA OCHOBAHHN

npomoxon ucnwimarnui Ne 11699 om 24.04.2019 HJT 000 HL "©APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®/140, Cepmugpuxam POCC HU.PM08.C38921 om 24.04.2019

ATHA NEKJAPAIIH 24.04.2019
I RENCTBUTENLHA O 37.03.2022

Crenanos C.C.
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CBEJAEHUMS O PETUCTPAIIH

OPTAH INO CEPTHOPHUKAIAH, 3APETHCTPHPOBABINHNA NEKJIAPAITAIO

RA.RU.11®MO8 OPTAH 110 CEPTHO®HKALIHMH TPOIVKI[HH OBL[ECTBO C OI' PAHHYEHHOHA
OTBETCTBEHHOCTbIO "OKPY)KHOM I[JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuszayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, aeb-
catim: oyxx.p.

JEKJIAPAITAS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HU.®M08.4.22560/19
JATA PETHCTPAITIM 24.04.2019
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Cepruduxkar ananusza /
AHAJIMTHYECKHH NACNOPT CEPHH

SANOFI .

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company

Veresegyhdz gite - 2112

Veresegyhdz, Lévai

u.5., Hungary
TenepoH: +36 28 585 600
/ ®axc: +36 28 SBS 939

Kon nmpoayxTa i

Ommcanne NpoayKTH F

Homep cepwuu g

NaTa npoMspOOCTEA H

JiekapcTeeHHaA bopMa i
Tyn ynakosKM H

Ho3MpoBKa H

Kon cepTupukarta aHanusa B

VER_17893

Kopaapod 200 mr tabnetkm 30X Kan GMID + 261465

cvol2 Homep cepuu Vo012

02-ANP-2019 NaTa METeUYeHWA CpoOKa i  MAP-2022
PO OHOSTY

TabneTrn

NBX-amoMiHHit SnKcTep

CM. pe3yNbLTaT ONpeleneHus CTpana npodaxu i PoccwA

KOJMHUYEeCTBeHHO D CODepXAHMA

TabneTku

UCIIBITAHUSA

CIHIEDHOHKAITIN

PE3YJBTATHBI

XAPAKTEPMCTHKA

« OnMcasue

- CpenHsAa Macca
- OOHOPOOHOCTb MO Macce

- TecT Ha AuEMR pasnoMa {lenuMocTs)

- PacnapaeMocTb

NogmunHoceTs (BOEK)
Fas100apoHa PHAPOXAOPMI

KonuuecTeannoe onpeaenasme {BIXX)
- AMuoHapoHa rUOPOXINAODNO
Pacreoperme (¥&)

AmMonapoHa DHAPOXACPHA

(Q=80 %)
HEAHYT

{n=6) Jepe3 &0

Yamra
Yamra
Yairka
Yawka

Yawka

L= TV B L I

Yawxa

Kpyprnsie TabneTku ot fenore no Genoro o
KPEMOBATLM OTTEHKOM LBETE C JMHWeH
PA3NROMA ¥ IDABMPOBKON: CHMMBON B BMO
cepaua u 200 ¢ OoHON CTOPOHEH.

Or 332,5 - 367,5 mr {350 Mr + 5 ¥}
CpenHAaa Macca & 5 %, paspemeHo He
Conee uem 2 TabneTskM M3 20, CpPeOHAR
MACCA KOTOPWY OYOeT OTKNOHATHLCA Ha #+
10% (Esp.dapuo}

CooTBeTCTBYET

He Gonee 15 mMMH

CoorBeTcTByeT

Or 180,90 mo 210,0 Mr (200 mMr + 5 %)

He mMeHee A5
He meHee A5
He meHee @5
He meHee B85

He meHee AS

L B Y

He wenee A5

COQTBETCTBYET

349.0 mr
COOTBETCTBYET

COOTBETCTBYET

T MEH

COOTBETCTBYET

188.2 wmr

93
92
96
24
24

L

96
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Ceprudukar anaan3sa /

AHAIHTHYECKHUii IACTOPT CepHH SANOFI J

CHINQIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sancfi company
Vereseayhdz site - 2112
Veresegyhdz, Lévai
u.5., Hungary

Tensepon: +36 28 585 600
/ ®akc: +36 28 585 939

Kon mpogyxra : VER_17893
Omcanve mpoayKTM : Kopaapou 200 mr TaGnetku 30X Koo GMID : 261465
Homep cepum 5 cvol2 Homep cepuu :  Cv0L2
laTa nposseoncrea 3 02-ANP-2019 llaTa mcTedyeHWsa cpoka : MAP-2022
POOHOCTH
JlekapcTaeHHaA ¢opuMa ' TafneTKu
TUN yNakoBKH i fIBX -anouiHmli SnucTep
Doskpaska £ CM. pesyfsTaT OnpeneaeHuA CTpaHa npoaxk i PoccwHA
KOMMYECTBEHHOTG CONepXaHWA
Kan ceprupurkaTa aHanuza H radnerkn
- CTAIMA 2: CpenHee 3Hadyexve OnA 12 Tabnetor HE NPOBOOMNIOCE
OO/DKHO OHITE He MeHee yed B0 & uepez 60
MMHYT, KW HM OnHORR TadleTkd Co
3HaYeHnen MeHee ueMm 65 §.
- CTAOHA 3: CpefHee 3HatueHne ansa 24 TadneTcok HE TPOBOOMREOCE

IONEHO OLITE He menee uenm B0 ¥ yepes &9
MUHYT, He Gonfee 2 TAOGNETOK MOTYT HMMETh
aHaueHMe MeHee uem 65 § K HK OnA
OIHOR TabNeTKM HE MOXET OHTL BHAYEHMA
MeHee ueM 55 ¥.

Hensranna Ha MUKPOOGMOIOIMUECKY YUCTOTY COOTBETCTEBYWT HOpMaM EBp. ®apM. (kaxmas 100 cepus, HO He MeHee 1
MCMHTAHMA B TeUeHMEe rojga). 3Ta cepua Ouna npoM3BeleHa B [IOMHOM COOTBETCTBUM € TpPeBoBaHMAMM CGMP mM
TpefoBaHMAMU COOTBETCTBYHUETO PEerMCTPALUOHHODC YAOCTOBEPEeHMA .

JroT cepruduraT aHanusa Gell NMOANMECAH 2JIEKTPOHHBM CMOCOOOM ¢ MCNOAbL3OBanves LIMS.

Pemenne no KadecTBY

CraTyC BROYCKa OIOOBPEHQ
HarTa eunycxa {(UTC +1) 12-ATP-2019 11:33
NopnMcano YHAONHOMOWEHHEM JIMLIONM dr.Sclti Monika Maria— YnoJHoMOYeHHOe RMLD
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BATCH CERTIFICATE

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

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

Phone: +36 28 585 939

SANOFI «z

[

Item code VER 17893 E
Product name CORDARONE 200 mg tablets 30X
Import. country : Russia
Lot number @ cvoli2 Customer lot no. @ cvolz
Date of manufacture: 02-APR-2019 Expiry date : MAR-2022
Strength : see at the assay
Dosage form : tablet
Packaging type PVC - ALU blister
GMID code 261465
— E—————
Tests Specifications Results
CHARACTERS
- Appearance White to slightly cream, round tablets, Complies
scored and engraved with a
"heart-shaped" symbol and "200"
on one surface,
- Average mass 332.5 - 367.5 mg (350 myg +/- 5 %} 349.0 mg
- Uniformity of mass Average mass +/- 5 %, from 20 tablets Complies
a discrepancy of average mass +/- 10 &
is permitted at not more than
two tablets. (Ph.Eur.)
- Break line test Complies Complies
- Disintegration time <= 15 minutes (Ph.Eur,) 7 min
IDENTIFICATION (HPLC)
- Amiodarone hydrochloride Complies Complies
ASSAY (HPLC)
—~ Amiodarcone hydrochleride 190.0 - 210.0 mg (200 mg +/- 5 %) 198.2 mg

Tap_coa_rasultats v§

Page

1/ 2



BATCH CERTIFICATE

SANOFI 7

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

Item code : VER 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : cvolz2 Customer lot no. : Cvolz
Date of manufacture: 02-APR-2019 Expiry date : MAR-2022
Strength : see at the assay

Dosage form : tablet

Packaging type @ PVC - ALU blister

GMID code : 261465

poEE

Tests Specifications Results

DISSOLUTION (UV)
Amiodarone hydrochloride

(0=80%) (n=6) within 60 minutes

- Bowl 1 >=85 % 93 %
- Bowl 2 >=85 % 92 %
- Bowl 3 >=85 % 96 %
- Bowl 4 >=85 % 94 %
- Bowl S >=8B5 % 94 %
- Bowl & >=85 % 96 %
= Stage 2 Average of 12 tabs is not less than 80 % NA
within 60 min., and no tab is less than
65%.
Stage 3 Average of 24 tabs is not less NA

than 80% within 60 min., not more than 2
units are less than 65%, and no tab
is less than 55%.

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 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-APR-2019 11:33
Qualified person: dr. Solti Ménika Maria
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