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

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

Tenepon: +36 28 585 600 / daxc: +36 28 585 939

Kom npomykTa : VER_740179

Ommcanue MPORYKTH : KopaapoH 200 mr Ta6neTku 30X

CTpaHa-uMIoOpTep : Poccus

Homep cepum : DV046 Homep cepmm nokynarens : DV046

JaTa NPOM3BONCTBA : 10-1EK-2020 JlaTa MCTedYeHMs CpoKa I H0a-2023
TOOHOCTHU

HosupoBka : Cm. B «KojmuecTBeHHOE ONpenejieHre»

JlekapcTBeHHasa QopMma z TabjeTKM

Tun ynaxkoBKMU z IIBX-aJlloMMHUY OJNMcCTep

GMID z 740179

HNCIIBITAHUA CIIEHUPUKALIUN PE3YJIbTATBI

XAPAKTEPUCTUKN

OnucaHue Kpyrsele TabneTrku oT Besioro mo 6eyoro C COOTBETCTBYET
KPEMOBATEIM OTTEHKOM lLiBETa C JMHMEN
pasyioMa C OOHOM CTOPOHHI M C Qackoi C
IBYX CTOPOH. lJIMeeTCsa I'paBMPOBKa:
CMMBOJI B BUIE cCepOua Han JIMHUEN
pazsoma 1 200 mom JmMHMEM pasjioMa U
CKOC OT KpaeB K JIMHMM PasJIoMa .

- Cpenuss macca Oor 332,5 — 367,5 mr (350 My + 5 %) 348,0 wmr

- OOHOPOOHOCTbL MO Macce CpenHas macca = 5 %, paspeweHO He COOTBETCTBYET
6ojsiee uem 2 Tabmerku m3 20, cpedHasa
Macca KOTOPHIX OyIeT OTKJIOHSATbCS Ha *
10% (EBp.®apm., / PO I'd)

- TecT Ha JMHMIO pasjioMa CooTBEeTCTBYET COOTBETCTBYET

HNopgnmuHOCTE (B3XK) Bpemsa yInepxmBaHMUS OCHOBHOTO NMKa Ha COOTBETCTBYET
- AMMONapoHa TMAPOXJIOPMA XpOMaToTPaMMe MCHHTYEMOTO PacTBOpPa
IOJDKHO COOTBETCTBOBATL BPEMEHM

YIOEPXMBaHMA OCHOBHOT'O IMKa Ha

XpoMaToTpaMMe CTaHIaPTHOTO PacTBoOpa

aMMomapoHa I'MIPOXJIOPUIA .

KosmmuecTBeHHOe ompegeneHme (B3XX) Or 190,0 mo 210,0 Mr (200 mMmr £ 5 %) 196,3 mr
- AMMOIapoHa TI'MIOPOXJIOPUI

PacTBopenne (V@)
AMyomapoHa I'MIPOXJIOPUI

(0=80 %) (n=6) uepes 60

MUHY T
Yamka 1 He menee 85 %
Yamka 2 He meHee 85 %
Yamka 3 He meHee 85 %
Yamka 4 He menee 85 %
Yamka 5 He meHee 85 %
Yamka 6 He menee 85 %
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- CTAIVA 2: CpenHee 3HaueHMe mis 12 TabiaeTox HE MIPOBOIMIIOCH
IOOJIXKHO OHITH He MeHee udeM 80 % uepes 60
MMHYT, M HM OINHOM TabJeTKM CO
3HadYeHMEM MeHee ueM 65 %.
- CTAIVA 3: CpenHee 3HaueHue nis 24 TabiaeTok HE TIPOBOOMJIOCH

o

IOOJIXKHO OHTHL He MeHee ueM 80 $ uepes 60
MMHYT, He Oojiee 2 TabJieTOK MOT'YT MMETH
3HaueHye MeHee yeM 65 % ¥ HM Ija omHOM
TaBleTKM HE MOXeT OHThL 3HAUEHMS MeHee

uyem 55 %.
TOIOJIHUTEJIEHASI MHSOPMALIVSA
Mukpobuosornueckas umcrora (EBp.dapm.)*
-OBmee KOJIMYECTBO a®POOHBIX MMKPOOPTaHMU3MOB, <=100
KOE/r
-Ofmee KONIMUECTBO OPOXKEBHX M I[JIECHEBBIX <=10
rpucos, KOE/T
-E.Coli ,1 1 OTCYyTCTBYIOT

* JonoJIHUTesIb HEle TECTMPOBAHMA HEe INPOBOOMJIMCE B XOoIOe pyTVIHHOﬁ MHCIeKUMM, He NPpOBOOMIIMCH Ha IaHHOM cepun (HPOBOJJT/ITCF[ Ha

raxnoy 10-31 cepwmm, HO He pexe, UYeM Ha 1 cepuu B Iox)

Cchuika Ha HOMep PY EASC, 3aperucTpupOBaHHOTO JITI-N (000016) - (PT-RU)
B PO:

A%, MCHNONBLBOBAHHHI B NPOMBBOLCTEE

HammeHnosanme npomseoamuTesia AOU

—-AMMOIapOoHa TUIPOXIIOPWE Canodu Immm, Pyr m’AsmuHboH, 30390 A

YnakoBKa M MapKMPOBKA: B coorBercTBMM C HI £
_;;3’

IlanHas cepus oTeedaeTr TpeOOBaHMAM HOPMaTMBHOM HOKyMEHTaLMM, 3apPeTMCTPMPOBAHHON B P

nokaszsaTeJIdM KadeCTBa. e

o e A © o o
IaHHas cepusa ObUla NPOMB3BEIEeHAa B COOTBETCTBUM C HEMCTBYOIMMM TpeBOOBaHUAMU Hah@mi - V3BOINCTBEHHOM
npakTuku (CGMP) M COOTBETCTBYET CHeuMdUKaLMAM COOTBETCTBYKNETO PerMCTPalMOHHOTO yAOCTOBepeHus. CepTudmxar
aHaynmsBa CcHabXeH DSJIEKTPOHHOM IMOAMNMUCHIO, I[OJIyYeHHOM C I[IOMOUbI0 BaJIMOMPOBAHHOM JiabopaTOpHOM MHOOPMAaLMOHHOMN

CHUCTEMEL.
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Ceprudukar cepun
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Hungary
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Kon mpomyxTa

Onmcanme nponyKTEH

CrpaHa-uMropTep
Homep cepun

JaTa nNpomM3BOOCTBA

JosupoBKa
JlekapcTBeHHasa ¢opma
Tun ynakoBKU

GMID

VER_740179
KopaapoH 200 mr Ta6netku 30X

Poccus
DV046 Homep cepmm nokynarens DV046
10-1EK-2020 JlaTa MCTedYeHMs CpoKa HOs1-2023

TOOHOCTHM
CMm. B «KojmduecTBeHHOE ONpenejieHMre»
TabseTKM
IIBX-aJlloMMHUY OJNMcCTep

740179

Pemenne YIOJTHOMOYC€HHOI'0 JINIIA

PemeHnune
DaTa Brnycka (UTC +1)

YIOJIHOMOYEHHOEe JIMIIO

N OIOBPEHO
: 21-11EK-2020 13:08
: Dr. Beszteri Bojana
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BATCH CERTIFICATE

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

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

Phone: +36 28 585 600 / Fax: +36 28 585 939
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Item code : VER 740179

Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : DV046 Customer lot no.
Date of manufacture: 10-DEC-2020 Expiry date
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 740179

DVO046
NOV-2023

CHARACTERS
- Appearance

- Average mass

- Uniformity of mass

- Break line test

IDENTIFICATION (HPLC)
- Amiodarone hydrochloride

ASSAY (HPLC)
- Amiodarone hydrochloride

Complies

348.0 mg

Complies

Complies

Complies
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Item code VER 740179
Product name : CORDARONE 200 mg tablets 30x
Import. country Russia
Lot number DV046 Customer lot no. DV046
Date of manufacture: 10-DEC-2020 Expiry date NOV-2023

Strength
Dosage form
Packaging type
GMID code

see at the assay
tablet
PVC - ALU blister
740179

DISSOLUTION (UV)
Amiodarone hydrochloride

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

- Bowl 1 95 %
- Bowl 2 97 %
- Bowl 3 97 %
- Bowl 4 95 %
- Bowl 5 97 %
- Bowl 6 97 %
- Stage 2 NA

- Stage 3 NA

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
CFU/g

- TYMC, CFU/g

- TAMC,

- Escherichia Coli, 1 g

*Additional tests are not performed for =

(for every 10th lot but at least for 1 lq

The reference number of EAEU Market

Authorization registered in Russia:

API used for production

Manufacturer's name of API

- Amiodarone hydrochloride

France

amon ,
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BATCH CERTIFICATE .

Y
WS

Ny

%,

X SRR
\ \

$

g,

%
//ﬁ‘

////////42
aﬁ/
7y,

%,

g
7
%

f oo

%

W

47
72z

s
Sl

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

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

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

Item code : VER 740179

Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : DV046 Customer lot no. : DV046
Date of manufacture: 10-DEC-2020 Expiry date : NOV-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 740179

Packaging and labelling:

This batch meets the requirements of the Russian Federation

on the listed quality parameters.

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.

Decision : FELSZABADITVA / ACCEPTED
Date : 21-DEC-2020 13:08
Qualified person: dr.Beszteri Bojéna
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