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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
/ ®axc: +36 28 585 939

Kom npomyxra: VER_17893

HamMenomanme npenapara: KoppapoH 200 mr Tabnetku 30X

CTpaHa-uMIopTep - Poccus

Homep cepum: DV003 HoMep cepum IOKyNnaTeJss - DV003

JlaTa NPOM3BOACTBA: 11-9EB-2020 llaTa UCTeueHud CpoKa :  AHB-2023
TONHOCTY

HosupoBka: Cm. B «KojmuecTBeHHOE ONpenejieHre»

JlexapcTBeHHas @opwMa: TabeTKN

Tun ynakoOBKM: IIBX-aJlloMMHUY OJInucCTep

GMID: 261465

INOKA3ATEJIN HOPMbI PE3YJIBTATBI

XAPAKTEPUCTUKN

- OnmucaHue Kpyrmnele TabneTku oT Bemoro mo 6esoro ¢ COOTBETCTBYET
KPEMOBATEIM OTTEHKOM LBeTa C JIMHUEN
pasyioMa C OXHOM CTOPOHEI M C (dackom cC
OBYX CTOPOH. JIMEeTCs I'PaBMPOBKA: CUMBOJI
B BMIE cepnua Hapn JuHMer pasjgoma m 200
oI JIMHMEN pasjioMa M CKOC OT KpaeB K
JIVMHMY PasJioMa .

- CpenHsas Mmacca Or 332,5 — 367,5 Mr (350 mMr *+ 5 %) 352.0 mr

o

- OOHOPONHOCTL MO Macce Cpennsas macca + 5 5, paspemeHo He Cojee COOTBETCTBYET
ueMm 2 Tabnerku wu3 20, cpemHad Macca
KOTOPEIX OyIeT OTKJIOHATBCA Ha *
10% (EBp.®apm., / PO I'd)

- TecT Ha JIMHMIO pasjioMa CooTBEeTCTBYET COOTBETCTBYET

HNopgnmuHOCTE (B3XK) Bpemsa ymepxmBaHMSA OCHOBHOTO mmka Ha COOTBETCTBYET
- AMMOZApPOHA TMAPOXJIOPMA XpPOMaTOTpaMMe MCIBITYEMOTO pacreopa
IOJDXKHO COOTBETCTBOBATH BpPEMEHM
YIOEePXMBaHMA OCHOBHOTO nMKa Ha
XpoMaToTrpaMMe CTaHIapTHOTO  pacTBopa

aMromapoHa TUAPOXJIOPMIA .

oe

KonmuecTBeHHOe ompefnesneHue (BIXX) Or 190,0 mo 210,0 mr (200 mMr £ 5 %) 199.8 mr

- AMMoOIapoHa I'MAPOXJIOPUI

PacTBopenne (V@)
AMyonapoHa I'MUIPOXJIOPUI

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

MUHY'T

Yamka 1 He menee 85 %
Yamka 2 He menee 85 %
Yamxa 3 He menee 85 %
Yamka 4 He meHee 85 %
Yamxa 5 He menee 85 %
Yamka 6 He menee 85 %

T
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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
/ ®axc: +36 28 585 939

Kop mpomyxra: VER_17893
HamMenomanme npenapara: KoppapoH 200 mr Tabnetku 30X
CTpaHa-MMIopTep: Poccus
Homep cepum: DV003 HoMep cepum IOKyNnaTeJss - DV003
JlaTa NPOM3BOACTBA: 11-9EB-2020 llaTa UCTeueHud CpoKa :  AHB-2023
TOIHOCTM
HosupoBka: Cm. B «KojmuecTBeHHOE ONpenejieHre»
JlexapcTBeHHas @opwMa: TabeTKN
Tun ynakoOBKM: IIBX-aJlloMMHUY OJInucCTep
GMID: 261465
- CTAIVA 2: CpenHee 3HaueHMe mis 12 TabmeTok mospkHO HE MPOBOIMIIOCH
OuTe He MeHee ueMm 80 % uepes 60 mmuyT,
1 HM OHHOM TabJjleTKM CO 3HAUYESHMEM MeHee
ueM 65 %.
- CTAIVA 3: CpenHee 3HaueHue nis 24 TabneTok moirkHo HE IMPOBOIMIIOCH

o

OuHTE He MeHee ueM 80 $ uepezs 60 mmHyT,
He Bosee 2 TabJIeTOK MOTYT VIMEeTb
3HaueHye MeHee ueM 65 % u HM Iy OnmHOM
TabyeTKM He MOXeT OBIThH 3HAUEHMI MeHee

ueMm 55 %.
OOINOJIHUTEJIbHASL MHSOPMALINA
Muxpobuonorudeckasa umcrora (EBp.d.)*
-OBmee KOJIMYECTBO ad®POOHBIX MMKPOOPTaHMUBMOB <=100
(TAMC), KOE/r
-Ofmee KONIMUECTBO OPOXKEBHX M I[JIECHEBBIX <=10
rpucos (TYMC), KOE/r
-Escherichia Coli ,1 r OTCYyTCTBYIOT

* HOHOJ’IHVITeHbeIe TeCTUPOBaHMA HE INPOBOOMIIMCE B XOoIe pyTVIHHOﬁ VMHCIOEeKLMM, He NPOBOIOMJIMCE Ha ,]IaHHOﬁI cepun (HpOBOJ:[V[TCH Ha

xaxnoy 100-1 cepum, HO He pexe, 4yeM Ha 1 cepum B TOI)
Cchulka Ha HOMep PY, 3apermcrpuposanHoro B PO: I NO14833/02
A%M, MCHNONBLBOBAHHHI B NPOMBBOLCTBE

HammMeHoBaHMe npomssomamuTesia AN

—AMMOIapoHa TIMIOPOXJIOpKUI Canodu llmvm, PyT n’ABuHbOH, 30390 ApMoH, O®paHuMs !

YrnakoBKa U MapKMPOBKA: B coorBercTBMM Cc HI

r T -
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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
/ ®axc: +36 28 585 939

Kom npomyxra: VER_17893

HauMeHnoBaHue npenapara: KoppapoH 200 mr Tabnetku 30X

CTpaHa-uMIopTep - Poccus

Homep cepum: DV003 HoMep cepum IOKyNnaTeJss - DV003

JlaTa NPOM3BOACTBA: 11-9EB-2020 llaTa UCTeueHud CpoKa :  AHB-2023
TONHOCTY

HosupoBka: Cm. B «KojmuecTBeHHOE ONpenejieHre»

JlexapcTBeHHas @opwMa: TabeTKN

Tun ynakoOBKM: IIBX-aJlloMMHUY OJInucCTep

GMID: 261465

lauHas cepus oTBeudaeT TpeOoBaHMAM HOpMaTMBHOM JOKYyMEHTALMM, SB3apeIMCTPMPOBAHHONM B POCCHICKOM

denepaunm B HACTOAIlee BpeMdA, I[I0 IIE€PEeUMCIJIEHHBIM IIOoKas3aTeJIAM KadecTBa.

IlaHHasg cepusa NPOMBBEINEeHa B COOTBETCTBMM C TpeboBaHMAMM Tekylel Haznjexamell NpoM3BOINCTBEHHOM
NPakKTUKM M COOTBETCTBYyeT clIeuuduKalMsaM COOTBETCTBYWOIEIO PerMCTPpalMOHHOTO YIOCTOBEPEHM.

IHaHHBEI cepTuOMKAT aHaaM3a [IOANMCAaH D3JIEKTPOHHOM MOIMNMCBHI C MCIOJb30BAaHMEM BaJMIVMPOBAHHOM
cuctemMsl LIMS.

Pemenne mo KavyeCTBYy

PemeHue z OIOBEPEHO
Dara : 04-MAP-2020 16:10
YIIOJIHOMOUEHHOE JIMIIO : Hari Janosne dr. Tuza Timea
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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 : DV003 Customer lot no. : DV003
Date of manufacture: 11-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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CHINOIN Pharmaceutical
- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhaz,

Phone:

+36 28 585 600 / Fax:

BATCH CERTIFICATE

and Chemical Works Private Co.Ltd.

Lévai u.5., Hungary

+36 28 585 939
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Item code
Product name :
Import. country

Lot number

Date of manufacture:
Strength

Dosage form
Packaging type

GMID code

VER 17893
CORDARONE 200 mg tablets 30X

Russia
DV003 Customer lot no. DV003
11-FEB-2020 Expiry date JAN-2023

see at the assay
tablet
PVC - ALU blister
261465

DISSOLUTION (UV)
Amiodarone hydrochloride

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

- Bowl 1 96 %
- Bowl 2 98 %
- Bowl 3 102 %
- Bowl 4 99 %
- Bowl 5 97 %
- Bowl 6 103 %
- Stage 2 NA

- Stage 3 NA
ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

- TAMC, CFU/g

- TYMC, CFU/g

- Escherichia Coli, 1 g

*Additional tests are not performed for ﬁ 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
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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 : DV003 Customer lot no. : DV0O03
Date of manufacture: 11-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 : 04-MAR-2020 16:10
Qualified person: Hari Jénosné dr. Tuza Timea

.\."f.'
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