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~ JEKJAPAIIASI O COOTBETCTBHH

AEKJAPAHT, IPHHAMAIOUIHH JEKJAPAITHIO O COOTBETCTBHH:
AQ "Canogu Poccus"

Caedenin o pecucmpayuu opearusayuu: Mexcparionnaa uncnexyus @edepansHolt Hano20601i oot Ne
46 10 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoesus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22. Tenechon/daxc: 8 (495) 721-14-00/ 721-14-1]

B muye: I'enepanvnuiit dupexmop Mowse O.A.

Hocepernnoe auyo: Kysweyosa H.FO Hosepennocms: 6/ om 20.08.2019

JAABJISIET, MTO

Aexapcmeerroe cpedemeo: Kopdapon® madaenxu 200 mz 10 wan., 6aucmepot (3), nauxu KapuioHHore,
pee.yo. Ne IT NO14833/02 om 27.01.2009 (dama 3avexs: PY 02.02.2018), evtdaro CAHO®H-ABEHTHC
@PAHC, cepus CV038, napmus 58320 ynaxocox, coden do 30.09.2022, npouzeodcmea Xuroun 3asod
Qapyayesmudeckux u Xuvudeckix npodyxnioe 340 / Chinoin Pharmaceutical and Chemical Works
Private Co Ltd., 2112 Veresegyhaz, Levai u. 5, Hungary, Benzpus, k00 OKIII2 21.20.10.141, koo TH
B3J1 3004900002, xoumpaxm Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085354450 om
21.11.2019 2.

COOTBETCTBYET TPEBOBAHMSIM
IT NO14833/02-270109 uzm. Ne 1-4

AEKJIAPAIIVS IIPHHSITA HA OCHOBAHHH
npontoxon ucnsimaruli Ne 144317 om 27.11.2019 HIT OO0 "Llennip xonmpona kavecmea Buonaigp”,

ammecmam axkpedumayu RA.RU.211JKOI om 22.07.2015 ¢., cepmugpuxam ananuza Xuxous 3aaod
Qapmaijesnuveckux u Xumuveckux npodvkmos 340 om 11,11.2019 2., Cepmugpuram POCC
HU.@MOS5.C11604 om 27.11.2019

JAATA IIPHHATHS NEKJTAPAINAH: 27.11.2019 -.
JAEKTAPAIIMA NEACTBHTENBHA J10: 30.09.2022 2.

Kysneuora I1.10
4 S5 AD FHETESE A A —
dex1apanin NOIIIHCE O.H.O

e

CBEJEHHUSA O PETUCTPAIIUHA

OPI'AH 10 CEPTHOHKAIIMH, 3APETHCTPHPOBABIIIHH JEKJIAPAIIUIO

Opzan no cepmugpuxaiuu npodviyuu

Obujecrnea ¢ ocpanuyennoil onigemcneeHHocnsio « OKDYHCHON YeHp cepmuguxayti»,
adpec: 620014, POCCHA, Caeponosckan obnacme, Examepunbype, Xoxpsxoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanuu Mo RA.RU.11 ©MOS

AEKJTAPAIIMA O COOTBETCTBHH M2 POCC RU [J-HU.®PM05.4.53426/19

YuuepHua A.A.

no;mﬂ:1 PYKOBOJHTEIIh OPraHa I10

cepTHOHKAIMH [TPOXYKLHH




Ceprudukar ananusa /
AHAIMTHYECKHIT ACIOPT cepuH

SANOFI .

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112

Veresegyhdz, Lévai
u.5., Hungary
Tene¢oH:

/ ®akc: +36 28 585 939

+36 28 585 600

Koa npomyxTta

Omcarma mpoayxTu

Homep cepuu

lata npowssoncrTsa :

JlexapcTeeHHan dopMa
TuUn ynakosku

lloanpoeka

Koa cepruduxara ananusa H

VER_17893
KopaapoH 200 mr ra6neTtku 30X

Ccvols
25-0OxkT-2019

TadneTku

NBX-ancumunit Oaucrep

Kong GMID 261465
Homep cepun CV0o3B
lara ucreyeHUA cpoxa Cen-2022
LPOoHGCTH

Crpana npogaxu Poccna

CM. Pe3yALTAT ONpeneseHva
KOMMMECTBEKHOTO COREPXaHUA

TaOneTKu

HUCIBITAHUSI

CHHEHPHKALIMHA

PE3VYJIBTATBI

XAPAKTEPUCTHKM

LT —

v Onucaxue

- CpennAna Macca
- QnHOpPOAKOCTL MO Macce

- Tecr Ha nuwmo paancma (HdeaumocTs)

Noanuxnocers (B3IXK)
= AMMONApOHa IUMAPOXNOPH.I

KonuvecTeennoa onpefanaisia (BIXX)
= AMMOIAPOHE IUAPOX/IOPHA
Pacrmopammae (¥Ve)

AMMOLAPOHA TMOPOXAOPWUA

{Q=80 %)
MAHYT

(n=6) qepes 60

Yawka
Yawka
Yawka
Yawka

Yawxa

N s W N e

Yawka

fpyrasie TadneTkk OT Genoro mo Genoro ¢ COOTBETCTBYET
KPeMOBATEM OTTEHKOM LUBeTa ¢ AMHMeR

PasnoMa U PPAaBMPOBKONH: CUMBORN B BMae

fepuua M 200 C o0mHOR CTOPOHM,

Or 332,5 - 367,5 Mr (350 Mp 2 5 %) 352.4 mr
Cpenkan Macca t 5 ¥, paspeweHo He

Gonee yew 2 TadneTku M3 20, CPEUHAA COOTBETCTEVET
MacCca KOTOpbX OymeT OTKINOHATBCR Ha +

10% (Esp.®apuuo)

CQOTRETET8Y ST COOTBETCTBYET
fouTnaTCTBYET CCOTBETCTBYET
Or 190,0 8o 210,0 mr (200 Mr ¢ 5 %) 198.1 mp

He menee 85 % 59

He MeHes BS % . 102 %

He menee 85 % 98 %

He meHee 85 ¥ 99 %

He MeHee BS § . 1l00 %

He mence BS % 58 %
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Ceprudnxar ananusa /

AHAMTHYECKHH NACTIOPT CEPHH S A N O F I 1 J

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

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

Tene¢CH: +36 28 5B5 600
/ ®akc: +36 28 585 939

Kon npomyxrta ¢ VER_17803
Omicanne npoRyxTM : KopaapoH 200 mr tabnerku 30X Kon GMID 1 261485
Homep cepuu ! Ccva3s Houep cepuw :  CVo3s
llata npouasoncraa E 25-0Ok7-2019 farTa uCTeyeHUR CpokKa : Cow-2022
POOHOCTH
NlekapcreenHan fopMma 1 Tasne TKU
THn ynakoeku 1 NBX-anonui GaucTep
[osunposka 3 CM. Pe3yNeTaT OnpeneneHus CrpaHa npoaaxs ] Pocoua
KOJIMYE@CTBEHHOTO COOePXAHMA
Kou ceprupmuxara aHanusa L TabneTkun
- CTAMA 2: CpenHee sHauenua mna 12 radnerox HE NPOBOSMNOCH
AC/XHO ObTe He Menee yeM 80 ¥ vepes 60
MUHYT, M HY OOHOM TaOdneTkK co
JHaYeHHeM MeHee 4YeM 65 §,
< CTAQHR 3: Cpeznee 3IHaueHue anA 24 TabieTox HE MPOBOAMNIOCH

JONkKHD OWTh He MeHee yem B0 ¥ uepes 60
MUHYT, He Conee 2 TaONETOK MODYT HMETH
IHAYeHME mMeHee yeMm 65 ¥ M HM oo
OOKHOA TalneTxyH He MOXET OuWTh SIHAYEHHMS
MeHee wem 55 %,

Henuranmna Ha MUKPOOMONOPHYECKYK YUCTOTY COCTBETCTBYIOT HOpMam EBp. ®apw. (kaxnaa 100 cepus, HO He MeHee 1
MCNHTAHMA B TeYeHWe roja). 3Ta cepusd OWIa NPOMB3BENEHA B NOJHOM COOTBETCTBMM C TpeGoBaHMAMM CGMP u
TPeOOBAHUAMM COOTBETCTBYOUErO PerHCTPaLMOHHOPO YHOCTOBEpeHHA .

3TOT CepTUPMKAT aHanuza OwUT NOUNMCAH SJIEKTPOHRHLM CNOCOBOM C UCMONb3SCBaHueM LIMS.

Pewscnite no xavecTny

Craryc Bunycka OIOBPEHO
HOarTa eunycxa (UTC +1) 11-Hona6-2019 14:59
MOANMCAHO YIONMHOMOYSHHBM JHLION dr.Solti Monika Maria— YnNonHoOMOYeHHO® JMLIO
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BATCH CERTIFICATE

SANOFI g

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

Veresegyhdz site - 2117 Veresegyhdz, Lévai u.5,, Hungary

Phone: +36 28 58% 600 / Fax; +36 28 585 939

Item code : VER 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : cvo3s Customer lot no. : Cv03s8
Date of manufacture: 25-0CT-2019 Expiry date : SEP-2022
Strength : see at the assay

Dosage form ; tablet

Packaging type : PVC - ALU blister

GMID code : 261465

Tests .  Specifications Results
CHARACTERS
- Appearance Round white to creamyrwh;ta tablets, Complies
with a score line on ané side and bevel
on both sides. Engraving: heart symbol
aébove the score line and 200 under the
score line and beveled edges towards the
score line.
- Average mass 332.5 ~ 367.5 mg (350 mg +/= 5 %) 1352.4 ng
- 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./Ru.Ph.)}
= Break line test compllés : Complies

IDENTIFICATION (HFLC) iR ;
- Amiodarone hydrochloride Reténtion time of major peak in Complies

Cchromatogram of test solution shall
‘comply with retention time of major peak
in chromatogram of reference solution of
amiodarone hydrochloride, ;

ASSAY (HPLC) i
= Amiodarone hydrochloride 180.0° = 210.0 mg (200 mg +/= & %) 199.1 mg
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CHINOIN Pharmaceuticzal
= a Sanofi company

BATCH CERTIFICATE

and Chemical Works Private Co.Ltd.

veresegyhdz site - 2112 Veresegyhéz, Lévai u.5., Hungary

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

SANOF! g

Item code
Product name

VER 178893
CORDARONE 200 mg tablets 30X

Import. country Russia
Lot number CcvV038 Customer lot no. cvo3s
Date of manufacture: 25-0CT-2019 Expiry date : SEP-2022
Strength see at the assay
Dosage form : tablet
Packaging type PVC - ALU blister
GMID code 261465
R 3 SR g
Tests Specifications Results
DISSOLUTION (Uv)
Amiodarone hydrochloride
(Q=80%) (n=6) within 60 minutes
- Bowl 1 >=85 % 93 %
- Bowl 2 >=B5° % 102 &
- Bowl 3 »=B5 % 98 1
- Bowl 4 >=BS ¢ 99 @
= Bowl S 2=B5 % 100 &
- Bowl € >=85 % G4 %
=~ Stage 2 Avérage of 12 tabs is not less than 80 &% NA
within 60 min., and no tab is less than
5%, :
- 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%.
= = == i

least for 1 lot/year)

Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every 100th lot but at

This batch has been manufactured in compliance with the ¢GMP 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

Decigion :
Date
Qualified person:

FELSZABADITVA / ACCEPTED
11-NOV-2019 14:59

dr. Solti Ménika Maria
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