TNEKJAPAIIS O COOTBETCTBUH

JEKJIAPAHT, IPHHUMAIOHIAN JEKJIAPAIIUIO O COOTBETCTBHUH:
AC "Canoghu Poccun”

Ceedents o pecuicmpayuu opeanuzayuy: Mexcpaiionnas uncnexyusn Dedepanvroit Hano2os0i cryicowr Ne
46 no 2. Mocxae 01.01.2008, OI'PH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Aodpec: 125009, 2. Mocxea, va. Teepckas, 0. 22. Teneghon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B muyge: I'enepanvrvlii dupexmop Monsic O.A.

Hoeepennoe auyo: Kysneyosa H.FO Joeepenrocmy: 6/1 om 20.08.2019

3AABJIAET, UYTO

| aexapcmeennoe cpedcmeo: Kopdapon® mabaemwu 200 mz 10 uan., 6rucmepur (3), nauku xapniovnvie,
pe2.yo. M IT N0O14833/02 om 27.01.2009 (oama 3amenv PY 02.02.2018), evtoano CAHOPH-ABEHTHC
DPAHC, cepus CV039, napmus 81274 ynaxosok, zod0en 0o 31.10.2022, npoussodcmea Xunoun 30600
Dapsaiesmuyeckux 1 Xumdecxux npodyknioe 340 / Chinoin Pharmaceutical and Chemical Works
Private Co Ltd., 2112 Veresegyhaz, Levai u. 5, Hungary, Bencpus, kod OKII2 21.20.10.141, xod TH
B3I 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085353663 om
14.11.2019 2.

COOTBETCTBYET TPEEOBAHHUSIM
IT NO14833/02-270109 13m. Ne 1-4

JAEKJAPATIHAA ITPHHATA HA OCHOBAHHH

nponioxon ucnotmaruti Ne 137547 om 19.11.2019 HIT OOC "Lenmp xounipoas kawecmea buonaid”,
anmecmam axkpedumayin RA.RU.21L[KOI om 22.07.2015 2., cepmughuxant cepuu XHHOHH 3ae00
Papmayeemuveckux u Xumuveckux Hpodvimos 340 om 12.11.2019 2., Cepmughuxam POCC
HU.@M05.C11102 om 20.11.2019

TATA IPHHATHS JEKJAPAITANA: 20.11.2019 2.
JEKJIAPAIAA NEMCTBHTEJIbHA JIO: 31.10.2022 2.
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CBEJEHHUSA O PETUCTPAIIIHA

OPI'AH 10 CEPTH®HKAIIUH, 3APETHCTPHPOBABIIHI JAEK/IAPAITHIO

Opezan no cepmuguxaiuy npoovKyuu

Obugecmea ¢ 02panu4eHHoil OMeemcmeenHocnvio «OKPYICHON YeHmp cepmuurmiti»,
adpec: 620014, POCCHA, Ceeponoeckas obracme, Examepunbype, Xoxpaxoea, 74, 1700,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaiun Ne RA.RU.11 DMO5

JAEKJAPAIINA O COOTBETCTB M POCC RU J-HU.®M05.A4.51652/19

Uuuepuna A.A.

noanpls PyKOBORHTEND OPraHa 1o
cepTHOHKAIMH NPOXYKIHH




Ceprudukar anannsza /
AHATUTHYECKHH NACMOPT CepHH

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112

Veresegyhdz, Lévai
u.5., Hungary
Tenedou:

/ darc: +36 28 585 939

SANOFI .7

+36 28 585 600

Kog npomyxra

Omcamme MPOLYKTA 1

Homep cephu t

JaTa npousBOACTBa :

NexapcrTeeHHas dopua 4
TUn ynakoBKK H

HozupoBKa H

Kon ceprupmxara aHanuza

VER_17893
Kopaapon 200 Mr rabneTku 30X

cvo3g

05-Hon6-2019

TadneTkn

NBX - anoMiuuid gnucrep

Kom GMID 1 261468
Homep cepuu cvo3g
RaTa MCTeyeHMA CpoKa :+  Cen-2022
TOOHOCTH

CrpaHa npomaxu :  PoocuA

CM. pPe3yNbLTAT ONMpeO0eleHNA
KOMHMUECTBEHHOTO COONepXaHUA

TadneTkn

HUCTIBITAHUSA

CIIEHUDPHUKAIIUH

PE3YJIBTATHI

XAPAKTEPHUCTHUKH

mmm———ay

OnMcanme

CpenHaa macca
- QIOHOPOOHOCTE MO Macce

- TecT Ha JNMHMO pasnoMa (eauMocTts)

NogmsuuocTe (BIXK)
= AMMONAPOHA DUIPOXICPMAO

KonuuecT
- AMWORAPOHA TMOPOXIODMA

{B3%X)

onpe,
1

PacTeoperua (¥®)
AmmonapoHa rHMIpoXICpUa

Q=80 %)
MHHY'T

(n=6) uepes 60

Yawka
Yawka
Yauteca
Yawka

Yamra

LR B A S

Yamra

Kpyrnwe TatneTku oT OenoPo oo Gejgora ¢  COOTBETCTBYET
KPEMOBATEM OTTEHKOM LUBeTAa ¢ JUHMel

pa3noMa M TPABMPOBKOM: CUMBOJM 8 BuAOe

cepaua ¥ 200 C OOHOHA CTODOMEH.

Or 332,5 - 367,5 M (350 Mr + 5 &) 349.8 wur
CpenHAas macca t 5 ¥, paapemest He

Gonee ueM 2 Tabnerxky ua 20, CPROHAA SL b As
MACCA KOTOPEX OYNET OTKAOHATHCH Ha +

10% (Emp.®apwmo)

CRCTESTETE el COOTBETCTBYET
CooTreTcTBYET COOTBETCTBYET
Or 190,0 mo 210,0 Mp (200 Mr + 5 %) 195 8 e

He MeHee 85 % 96 %

He menee #5 ¥ 97 %

He MeHee B85 ¥ %8 %

He meHse 85 % 97 %

He wmeHee 8BS % 95 %

He menee 85 % 97 %
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Ceprnduxar ananusa /
AHAJIMTHYECKHH MACHOPT cepUmn

CHINCIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

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

SANOFI g

Tenedou: +36 28 585 600
/ ®axc: +36 28 585 939

Kog nmpogyxra

Omicama npogyxTa

HoMep cepum

HaTa NpPoYsBONCTEA

JlekapcTBeHHaA {$opuMa
Tuo ynaxkoBpks

HosupoBKa

Kon cepruturara aHanusa

VER_17893

KopnapoH 200 Mr TaneTku 30X Kon GMID 1 2EL46S

CvVo3s HoMmep cepun CVo39

05-Hoat-2019 BaTa MCTeYeHMA CPOKa ;. Cen-2022
ToOHOCTH

TacneTKH

NBX-anoMuHuit OnucTep

CM. Pe3YNbTaT CNpeneneHUs CTpaHa Mponaxm :  PoccHA

KONMMYLCTBEHHOTC COOepXaHMA

TabneTkw

= CTADHA 2:

CTAIOMA 3:

CpegHee 3Hauenue @A 12 Tadnerox
HOMKHO OkiTe He MmaHee dew B0 ¥ yepe3 &0
MMHYT, M HM OBDHON{ TaGneTkKM CO
3HAYSeHUEeM MeHee ueM 65 %.

CpenHee 3HaueHMe AnA 24 TatneTox
DOMXHO OHTE HE MeHee yem H0 % depez 60
MAHYT, He Conee 2 TabNeToK MOTYT MMETh
3Ha4YeHWe MeHee dYem 65 % M HM OnAa
oOHO# TabJeTKM He MOXET OLTh 3HAUMEHMA
MeHee ueM 55 %,

HE APOBOOWAOCH

HE NPOBOIMROCE

HcNHTAHMA HA MUKPOSHONOTMYECKYR YHMCTOTY COOTBETCTRYIOT HOpMaM EBp. dapM. (kaxmas 100 Cepuf, HO Hé MéHes 1

MCOWTAHKMA B TeuYeHMe Troma).

TpeOCBRAHWAMYM COOTBETCTEYRWET O perMcTpauMioHHOTO YIOCTOBEDEHMA.

ITOT CepTHPMKAT aHanu3a Oun NOANMCAH BSNEKTPOHHEM CHOCOOOM ¢ MCOONL3IcBaHueM LIMS.

3ra cepua Ohmna NOpoMsBeAeHa B N[OJHOM COOTBETCTBHM C TpebGoBaHuAMHM CGMP u

Pelllenne o KauecTRy

CraTyc BMOYCKA

Hara eunycxa (UTC +1)

Nopgnucano ynoNMHOMOUGHHLM JIALIOM

OINOEPEHO
13-Hoa6-2019 15:42

dr.Solti Monika Maria— YNoOnHOMOYEHHOE HMLO
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BATCH CERTIFICATE

CHINGIN Pharmaceutical and Chemical Works
- a Sanofi company

Private Co.Ltd.

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

Phione: +36 28 585 600 / Fax:

+36 28 585 239

SANOFI

Item code :
Product name :

VER 17893
CORDARONE 200 mg

Import. country : Russia

Lot number : cva3e

Date of manufacture: 05-NOV-2019
Strength see at the assay
Dosage form : tablet

Packaging type :
GMID code :

261465

tablete 30X

Cv039
0OCT-2022

Customer lot no, :
Expiry date :

PVC - ALU blister

Tests Specifications Results
CHARACTERS
- Appearance Round white Yo creamy-white tablets, Complies
with a score line on one side and bevel
on both side$. Engraving: heart symbol
above the score line and 200 under the
score line and beveled edges towards the
scors line. :
= Average mass 332.5 -~ 387.5 mg {350 mg +/=- 5 W) 349.8 mg
- Uniformity of mass Average mass +/- 5 %, from 20 tabiets Complies
a discrepancy of average mass +/- 10 %
is primitted at not more than
two tablets,  (Ph.Ear. /Bu.Ph.)
- Break iine test Complies Complies
IDENTIFICATION (HPLC) :
- Mmicdarone hydrochloride ‘Retention time of major peak in Complies
chromatogram of test selution shall
comply with retention time of major peak
in ¢hrqha;ngram'of reference solution of
amiodarone hydrochloride.,
ASSRY (HPLC) :
= Mmicdarcone hydrochloride 190.0 - 210,08 my (200 mg +/~ 8 %) 195.8 mg
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BATCH CERTIFICATE

SANOFI g

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

Veresegyhaz 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 : Cvo3e Customer lot no. : Cvo39
Date of manufacture: 05-~-NOV-2019 Expiry date : QCT-2022
Strength : see at the assay

Dosage form tablet

Packaging type : PVC - ALU blister

GMID code : 261465

Tests ; Specifications Results

DISSOLUTION (UV)
Amiodarone hydrochloride

(Q=80%} (n=6) within 60 minutes

- Bowl 1 >=f8 % 96 %
Bowl 2 >=85 & 97 %
Bowl 3 >285 % 98 @

- Bowl 4 *=B5 % 47 %

- Bowl 5 >=85 % 95 %

- Bowl 6 =85 & 97 %

- Stage 2 Average of 12 tabs is not less than 80 % HA

within &0 min.; and po tab is less than
62%,
- Stage 3 Kverage of 24 tabs 1g not less HA

than B0% within 60 min.; not more than 2
units are léss tHan 65%, and no tab
is less than 55%.

i s e v
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Microbiological purity tests comply to the Ph.Eur. requirements ({test is performed for every 1l0th 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.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 13-NOV-2019 15:42
Qualified person: dr. Solti Ménika Maria
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