Ceprudukar ananusa /
AHAJIUTHYECKUH MACTOPT Cepum

CHINOIN Pharmaceutical

SANOFI \7

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

Veresegyhaz site - 2112

Veresegyhaz, Lévai
u.5., Hungary

TesedoH:
/ daxc:

+36 28 585 600
+36 28 585 939

Kom nmponyxTa :

OmmcaHme NPORYKTH :

CrpaHa-uMIopTep :
Homep cepun z

JaTa npoms3BOOCTBa -

JosupoBKa :
JlexapcTBeHHaa QopMma :
Tun ynaxkoBKM :

GMID o

VER_17893
KopaapoH 200 mr Tabnetku 30X

Poccusa

DVvO007 Homep cepmm noxymnarens :  DvoOo7

26-9EB-2020 IaTa UCTeUeHMud CpoKa :  AHB-2023
TONHOCTY

CM. B «KoyMueCTBEHHOE ONpenesieHrex»

TabJseTKM
IIBX-amoMmunii OymcTep

261465

HUCIIBITAHUSA

CNEIM®UKALIAN

PE3YJIBTATBI

XAPAKTEPVCTUKNA

Onmucanue

- CpenHasa macca

- OOHOPOOHOCTE IO Macce

- TecT Ha JIMHUIO pasiioMa

NoanmeHOCTE (B3XK)
- AMMoIapoHa I'MAPOXJIOPUI

KonmmnuecTBeHHOe ompenenenme (B3XX)
- AMMoOIapoHa I'MIOPOXJIOPUI

PacTBopenne (V@)
AMyonapoHa I'MIPOXJIOPUI

(0=80 %)
MUHY'T

(n=6) uepes 60

Yamka 1

Yamka

w N

Yamka
Yamka 4

Yamka 5

Kpyriele TabieTkn oT 6ejioro mo 6ejioro C
KPEMOBATEIM OTTEHKOM LiBETa C JMHMEN
pasyioMa C OOHOM CTOPOHHI M C Qackoi C
IOBYX CTOPOH. JIMeeTCs TI'PaBMPOBKA :
CMMBOJI B BMIE CepILa Hal JIMHMEN
pasznoMa u 200 monm JMHMENM pasJjioMa U
CKOC OT KpaeB K JIMHMM PasJIoMa .

Or 332,5 — 367,5 mr (350 mMr + 5 %)
CpenHsas Mmacca + 5 %, paspelmeHO He
Gosiee ueMm 2 Tabnerku u3 20, cpenHag
Macca KOTOPHIX OyIeT OTKJIOHATbCS Ha +
10% (EBp.®apm., / PO T'd)

CooTBeTCTBYyET

BpeMs ymepXmuBaHMsA OCHOBHOTO NMKa Ha
XpoMaToTrpaMMe MCHEITYEMOTO pacTBopa
IOJDXHO COOTBETCTBOBATHL BPEMEHM
YIOEPXMBaHMUSA OCHOBHOTO NMKAa Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBopa

aMromapoHa TUAPOXJIOPMIA .

Or 190,0 mo 210,0 Mr (200 Mr = 5 %)

MeHee 85 %

MeHee 85 %

He menee 85 %

He meHee 85 %

He menee 85 %

COOTBETCTBYET

350.8 wmr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

197.0 wr

97 %
98 %
94 % -......-.
94 %

93 % 1w
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Ceprudukar ananusa /

AHAJIUTHYECKUH MACTOPT Cepum

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

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

SANOFI \7

Tenedou: +36 28 585 600
/ daxc: +36 28 585 939
Kom mpogmyxTa : VER_17893

OmmcaHme NPORYKTH :

KopaapoH 200 mr Tabnetku 30X

Crpana-uMnopTep : Poccusa
Homep cepun : DVvO007 Homep cepmm noxymnarens :  DvoOo7
JaTa NPOM3BOACTBA H 26-9EB-2020 IaTa UCTeUeHMud CpoKa :  AHB-2023
TOOHOCTU
JosupoBKa o CM. B «KonMuecTBEHHOE OIpeIesieHMre»
JlekapcTBeHHasa QopMma z TabJjeTKM
Tun ynaxkoBKMU : IIBX-amoMmunii OymcTep
GMID : 261465
Yawka 6 He menee 85 97 %
- CTAIVSA 2: CpenHee 3HaueHue mys 12 TabieTokx HE TIPOBOOMJIOCH
IOOJIKHO OHTH He MeHee ueM 80 $ uepes 60
MMHYT, ¥ HM OINHOM TabJeTKM CO
3HadYeHMEM MeHee ueM 65 %.
- CTAIVA 3: CpenHee 3HaueHue nis 24 TabiaeTox HE MIPOBOIMIIOCH

OOJIXKHO OHITH He MeHee ueM 80 %

o

uepes 60

MMHYT, He Oojiee 2 TabJeTOK MOTYT MMETH iy,
3HaUeHue MeHee ueM 65 % u HM mya OmHOM 'l
TaBJeTKM He MOXET OBTb 3HAYEHUS MeHee E
uem 55 %. o 1
7 : A
TONOJIHUTEJIEHAST MHSOPMALVA o A ]
3 2k
o i
Mukpobuosiorndyeckas umcrtora (EBp.dapm.)* H ;
| a
-OBmee KOJIMYECTBO a3POOHEIX MMKPOOPTAHM3MOB, <=100 ) |
KOE/r j
'l
-Obmee KOJIMYECTBO HOPOXKEBHIX M IIJIECHEBHIX <=10 i d
rpubos, KOE/r N e f:;f
-E.Coli ,1 r OTCYyTCTBYIT .{f- xﬂﬁ'-

* HOHOJ’IHVITeHbeIe TeCTUPOBaHMA HE INPOBOIOMIIMCE B

xaxnoy 100-1 cepum, HO He pexe, 4yeM Ha 1 cepum B TOI)

Ccrulka Ha HoMep PY, 3aperucTpupoBaHHOoTOo B Pd: I NO14833/02

AdM, MCHOJBBOBaHHEN B NPOMBBOLCTEE
HammMeHoBaHMe npomssomamuTesia AN

—AMMOIapoHa TIMIPOXJIOPUI Canodm mmm,

YrnakoBKa U MapKMpOBKa :

IlanHasa cepus orTsBedaeT TpeboBaHMAM HOpMaTMUBHOM HOOKYMEHTALWUM,

IIEePEeYNMCJICHHBIM IIOKa3aTeJiAM KadeCTBa.

XoOe PYTMHHOM MHCIEKLMUM,

He NPOBOOMIIMCHL Ha IaHHOM cepuM (MPOBOAMTCA Ha

Pyr n’ABmHboH, 30390 Apmox, OdpanHuuMs

B coorBeTrcTBUMM Cc HI

3aperMCcTPMPOBaHHOM B Poccuiickoyn denmepaumm IO
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Ceprudukar ananusa /
AHAJIUTHYECKUH MACTOPT Cepum

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

SANOFI « g

Onmcaune

Homep cep

JaTa npou

JosupoBKa
JlekapcTee
Tun ymnaxko

GMID

Kom nmponyxTa

CrpaHa-uMIopTep

VER_17893

NPOAYKTH

KopaapoH 200 mr Tabnetku 30X

Poccusa
%078 : DVOO7
3BOICTBA 26-0EB-2020

CM. B «KosmduecTBeHHOEe oNpemesyieHue»
HHas ¢opma TabJjeTKM

BKIU [IBX-amoMuEmMit BmcTep

261465

Homep cepumu mnokynaTess DV0O07

JaTa ucredeHuUs CpoKa
TOOHOCTM

SIHB-2023

IaHHas cepusa ObUla NPOMBBEIEeHAa B COOTBETCTBUM C HEeMCTByoOIMMM TpeboBaHuMaAMM Hapyexamell HNPOM3BOICTBEHHOM

HOaTa Bmnycka (UTC +1) z

OpakTuky (cGMP) M CoOTBeTCTByeT clhelumdrkalMsaM COOTBETCTBYWOUEIO PerMCTPaluMOHHOTO yHOCTOBepeHus. Ceprudmxar
aHaynmsBa CcHabXeH DBJIEKTPOHHOM IMOANMUCHIO, I[IOJIyYeHHOM C I[IOMOUbI0 BaJIMOMPOBAHHOM JiabopaTOpHOM MHOOPMAalLMOHHOM
CUCTEMH.

Pemienune mo kxauecTBy
PemeHne Z OIOBEPEHO

12-MAP-2020 08:54

YrosHOMOYEHHOE JIMIIO z Ip. Contm MoHuka Mapusa

(dr. Solti Monika Maria)

-
o
o
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BATCH CERTIFICATE
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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 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : DV0O07 Customer lot no. : DV0O07
Date of manufacture: 26-FEB-2020 Expiry date : JAN-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 261465

CHARACTERS

- Appearance Complies

- Average mass

- Uniformity of mass

- Break line test Complies

IDENTIFICATION (HPLC)
- Bmiodarone hydrochloride

ASSAY (HPLC)
- Amiodarone hydrochloride
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BATCH CERTIFICATE

NS SR N
SO NS e N
O S TN L Y N
WA Y N Y ) N§§§
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company
Veresegyhaz site - 2112 Veresegyhaz, 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 : DV0O07 Customer lot no. : DV0O07
Date of manufacture: 26-FEB-2020 Expiry date : JAN-2023
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 261465
DISSOLUTION (UV)
Amiodarone hydrochloride
(Q=80%) (n=6) within 60 minutes
- Bowl 1 97 %
- Bowl 2 98 %
- Bowl 3 94 %
- Bowl 4 94 %
- Bowl 5 93 %
- Bowl 6 97 %
- Stage 2 NA
- Stage 3 NA
W
*
ADDITIONAL INFORMATION |
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g
- TYMC, CFU/g %
- Escherichia Coli, 1 g )
*Additional tests are not performed for =& batch

(for every 100th lot but at least for 1 ﬁ

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Amiodarone hydrochloride amon, France
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BATCH CERTIFICATE
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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 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : DV0O07 Customer lot no. : DV0O07
Date of manufacture: 26-FEB-2020 Expiry date : JAN-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 261465

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 : 12-MAR-2020 08:54
Qualified person: dr. Solti Ménika Maria
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