Ceprudukar cepuu

SANOFI .7

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary)

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

GMID kxon . 740179 Konm npomyxTa : VER_740179

HammeHoOBaHMe mpomykra : Kopmaporn 200 Mr Ta6Gnerxm 30X

CrpaHa-uMnopTep :  Poccus

HomMep cepwmm : Fv018 HoMep cepmm noxynarens : Fv01l8

HJaTa npomsBOmCTBAa :  21-MIOH-2022 Iara mcTeuenuss Cpoka romHocT: : MAN-2025

HosupoBka : Cum. B «KosjmuecTBeHHOE onpeneJieHMe»

JlekapcTBeHHass dopma :  Tabérerkn BHIYIWEHHOE KOJIMYECTBO : 81 380
(ynnaxoBkm)

Tun ynaxoBKM :  [BX-amoMuHMIA 6IaMcTEep Homep cepum ASU : FV01181, Fv01182

YcnoBust XpaHeHMs: : Ipu TemMneparype He Bhme 30°C, B OPMI'MHANBHONM yHNaKOBKe.

HUCIIBITAHUSA CIIEIUOPUKALUN PE3YJIBTATBI

XAPAKTEPUCTUKN

- OnmcaHue Kpyraele Tabynerku oT 6Gesyioro mo 0OeJoro C COOTBETCTBYET
KPEMOBATEIM OTTEHKOM LBETa C JIMHMEN pasjoMa C
OIHOM CTOPOHEl M C QackKoil C OBYX CTOPOH.
JiMeeTcsa I'paBMpPOBKAa: CMMBOJI B BUIE Ccepila Haxm
JuHyer passioma ¥ 200 monm JMHMEM pasjoMa U
CKOC OT KpaeB K JIMHMUM pasjoMa.
- Cpemuas macca Or 332,5 - 367,5 mr (350 Mr £ 5 %) 348, 9 wmr
- OOHOPOOHOCTE IO Macce Cpennss mMacca = 5 %, paspemeHo He Gojee uem 2 COOTBETCTBYET
Tabnerky u3 20, cpenHsas Macca KOTOPEIX OyIeT
OTKJIOHATbCSA Ha * 10% (EBp.®apm., / PO I'd)

- TecT Ha JMHMIO pas3joMa COOTBETCTBYET
CooTBEeTCTBYET

NognuuuocTe (B3XK) Bpemsa ymepxmBaHMSA OCHOBHOTO IIMKa Ha COOTBETCTBYET
- AMMOZIAapOHa TMAPOXJIOPUL XpPOMaToTPaMMe MCIEITYEMOTO PacCTBOPa IOJIKHO
COOTBETCTBOBATL BPEMEHM YIEPXMBAHMUS OCHOBHOTO

oMKa Ha XpoMaToI'paMMe CTaHIapTHOTO pacTBopa

aMMoIapoHa I'MIPOXJIOPUIA .

KonmuecTBeHHOe onpenelieHue Or 190,0 mo 210,0 mr (200 Mr £ 5 %) 196,6 Mr
(B3XX)

- AMMOIApPOHa IMIPOXJIOPUI
PacrBOpeHmne (Y®)

AMMOOapoHa I'MOPOXJIOPUI

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

Yamxa 1 He mMeHee 85 %
Yamka 2 He Menee 85 %
Yamka 3 He Menee 85 %
Yamka 4 He mMeHee 85 %
Yamka 5 He mMeHee 85 %
Yamka 6 He Menee 85 %
- CTAIVSA 2: Cpenuee 3HaueHye 1ysa 12 TabjeTOK LOOJIXKHO OHTBH HE MPOBOJIMIJIOCH
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[

He MeHee ueM 80 % uepes 60 MMHYT, M HM OIHOMU

[

TabJeTKM CO 3BHAUEHMEeM MeHee ueM 65 $.

- CTAIVSA 3: Cpenuee 3HaueHye 1y 24 TabjeTOK OOJDXKHO OHTBH HE TMPOBOIMIJIOCH

[

He MeHee ueM 80 % uepes 60 MuHYT, He Oojyiee 2
TabJIeTOK MOTYT MMETbh 3HAUeHMe MeHee ueM 65
% M HM IOJIg OIHOM TalJleTKyM He MOXeT OHTb

o

3HaueHuss MeHee ueM 55 %.
TNONOJIHUTEJILHASI MH®OPMALINSA

MrKpOOMOJIOTUYeCKasad YUCTOTa

(EBp.®apm. ) * <=100
-Oflee KOJMUYECTBO aspPOOHBIX
MUKPOOpPTaHm3MoB, KOE/T <=10
-OBmee KOJMUYECTBO IPOXKEBBIX U

njiecHeBHx T'pubosB, KOE/T OTCYyTCTBYIT

-E.Coli ,1 r

* IONOJIHUTEJIbHEIE TECTUPOBaHMA HEe INIPOBOIOMIIMCE B XoIe pyTMHHOﬁ VHCIIEKLIMM, He IIPOBOIOMIIMCH Ha IaHHOM cepun

(mpoBomuTcsa Ha kaxmoy 10-11 cepum, HO He pexe, UYeM Ha 1 cepum B I'OI)

CchUIKa Ha YTBEPXIEHHYIO JIII-N (000016)-(PT'-RU)-121119
HopMaTuBHY®O JOKYMEHTALMIO:
CPOK T'OOHOCTN 3 roma

A%Y, MCHOJLBOBAHHH B
NPOMBBOLCTEE

HammeHOBaHme npomssBoguTesia AU

-AMMOOAPOHa T'MOPOXJIOPUI Canoom Ihmvu, Pyr n’ABmHboH, 30390 ApMoH, ®paHUMA

YnakoBka M MapKMpPOBKA: B coorBercTBMM C HI

Ha OmmcTepe Ha PYCCKOM S3HKE Toproeoe HauMMeHOBaHME Ipernapara C
npenynpenuTesbHOM MapKMPOBKOM ®,
MeXIyHapOIHOEe HEeIaTEeHTOBAHHOE HaMMeHOBaHME
(oybnmpyeTcs JIaTMHCKMM WpudTOM), IO3MPOBKY,
JIEKAPCTBEHHYD QOpMy, JIOTOTHUII KOMIIAHUN

YKa3eBalT @
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(JTaTMHCKMM WPUPTOM), HOMEP CepuM, CPOK
TOOHOCTM (TOmeH mo) .

TopToBOE HaMMEHOBAaHME IpenapaTa C

npenynpenuTesibHOM MapKMpPOBKOM ®,

MeXIyHapOoIHOe HeIaTEeHTOBAHHOE HaMMEeHOBaHMe

A3BIKE YKas3HBAaT : (oybnmpyeTcs JIaTMHCKMM WpudTOM), IO3MPOBKY,
JIeKaPCTBEHHYID QOpMy, KOJMYECTBO TabJEeTOK B
yhnakoBke, «IJjs npueMa BHYTPb», YCJIOBUSI
OTIyCKa, YCJIOBMSA XPaHeHMsa, «XPaHUTb B
HEIOCTYIIHOM IJIsS IOeTeMr MecTe», «llepen
IPMMEHEHMEM BHMMATEJIbHO MNPOUMTaNTE
MHCTPYKLMIO», COCTaB C yKa3aHMEM HaVMEeHOBAaHUS
1 COOEepXaHMs OEMCTBYOINEIrO BelleCTBa M IIepPedHeM
BCIIOMOT'@TEJIbHEIX BElEeCTB, HaMMeHOBaHME U
CTpaHy IepXaTejs PeruMCTPaLMOHHOTO
YIOOCTOBEPEHMS, HaMMEHOBaHME M CTPaHy OUPMBI-
IPOM3BOONTEJSA, JIOTOTMUII KOMIaHMM (JIaTMHCKUM
mprdTOM) , JOTOTHUN OMPMEI-NPOM3BOIUTENA (TOJBKO
IpM NPOM3BOICTBE Ha «XMHOMH 3aBOn
dapMalleBTUYECKMX M XUMMUECKUX [IpomykToB 3A0»,
BeHIpMA), HOMEP cepuy, naTy MNPOM3BOICTBA,
CPOK TI'OOHOCTM (TOHEH HO), WTPUX-KOI.
JlonyckaeTCcs HaJlMdMe BHYTPEHHETO (MX) koza (OB)
KOMIIaHMM (BkJmouas 2D kom) ¥ rpadmueckoro (1x)
sJy1eMeHTa (0B) . HOMNOJIHUTEJILHO MOXEeT OBTH
HaHeceHa MHQOPMaUMA IJI MOHMTOPMHIA IOBIDKEHMS
JIEKAPCTBEHHEIX IPENapaToB OT IIPOM3BOIOMTEJS IO
KOHEUYHOT'O MNOTpebuTens.

CooTBeTCTByET

Ha KapTOHHOM IayYKe Ha PYCCKOM

\,
¢ ‘/ - / P
Ynakoexka: 15 rabneroxk B Gamucrep [IBX/An. 2 6amucTepa 0o CodﬁgdeE“ya¢%;¢§?
W
15 TabreTok BMECTE C MHCTPYKLMEN 10 : i

IIPVMMEHEHMI B KAPTOHHY I[Ia4YKy.

HacTosmmM s [ONTBEPXIAaKn, YTO IaHHAas CepMsa [NPOTEeCTMPOBaHAa 10 BCEM IOKaszaTessAM KadyeCTBa, yKasaHHHM B CHelubmxalmmu
HopMmaTmBHOM [IOKyMEHTAaLMM, B HACTOSIlEe BpeMsd 3aperMCTPMPOBaHHONM B Poccuiickoy denmepaumm.

Hacroammum InogoTBepxrnaeTrcda, dYTO cepudad COOTBETCTBYET TpeéOBaHMHM rasneiorB «YTIaKoOBKa» u «MapKMpOBKa» cneum@mxaumm
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HopMaTMBHOM INOKYMEHTalumuu, B HacTOsfAllee BpeMsd 3apeIlMCTPUPOBaHHOM B Poccuiickoit demepaumu.

IlaHHas cepusa ObUla NPOMB3BEIEeHa B COOTBETCTBUM C HEMCTBYyOIMMM TpeboBaHMAMM Hamyexamel NPOM3BOICTBEHHOM NPAaKTUKN
(cGMP) m cooTBeTcTByeT crneuudmuxalumsaM COOTBETCTBYWIETO PerMCTPAalUMOHHOTO yHOoCTOBepeHus. CepTudmuxaT aHanmsza cHabXeH
BJIEKTPOHHOM IMONNMCHIO, IIOJIYYEHHOM C IIOMOIBI BaJIMOMPOBAHHOM J1abopaTOpHOM MHOOPMALMOHHOM CUCTEME.

PemeHnne : OJIOBPEHO
HdaTa BHIOyCKa : 13-M0J1-2022 11:20
YOJHOMOYEHHOe JIMIIO : dr.Beszteri Bojéana

BOLT]
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

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

GMID code : 740179 Item code : VER 740179
Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : Fvo018 Customer lot : FvO018

Date of manufacture: 21-JUN-2022 Expiry date : MAY-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81380
Packaging type : PVC - ALU blister Batch Number of API: FV01181,FvV01182
Storage condition : Store below +30°C, store in the original package

Tests Specifications Results
CHARACTERS

- Appearance Round white to creamy-white tablets, Complies

with a score line on one side and bevel
on both sides. Engraving: heart symbol
above 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 %) 348.9 mg
- 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 Complies Complies

IDENTIFICATION (HPLC)
- Amiodarone hydrochloride Retention time of major peak in Complies

chromatogram of test solution shall
comply with retention time of major peak
in chromatogram of reference solution of

amiodarone hydrochloride.

ASSAY (HPLC)
- Amiodarone hydrochloride 190.0 - 210.0 mg (200 mg +/- 5 %)
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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

SANOFI .2

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

GMID code 740179 Item code VER 740179
Product name CORDARONE 200 mg tablets 30x

Import. country Russia

Lot number Fv018 Customer lot FvO018

Date of manufacture: 21-JUN-2022 Expiry date MAY-2025
Strength see at the assay

Dosage form tablet Release gty (packs): 81380

Packaging type PVC - ALU blister

Batch Number of API:

Storage condition

Store below +30°C, store in the original package

\.

Fv01181,Fv01182

than 80% within 60 min.,
units are less than 65%,

is less than 55%.

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

- TAMC, CFU/g <=100
- TYMC, CFU/g <=10)

- Escherichia Coli, 1 g absent

*Additional tests are not performed for routine inspection,

(for every 10th lot but at least for 1 lot/year)

Reference of approved Normative Document:LP-N

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

- Amiodarone hydrochloride Sanofi Chimie,

not conducted

(000016) - (RG-RU)-121119

Route d'Avignon,

not more than 2

and no tab

30390 Aramon,

Tests Specifications Results
DISSOLUTION (UV)
Amiodarone hydrochloride
(0=80%) (n=6) within 60 minutes
- Bowl 1 >=85 % 96 %
- Bowl 2 >=85 % 101 %
- Bowl 3 >=85 % 97 %
- Bowl 4 >=85 % 96 %
- Bowl 5 >=85 % 98 %
- Bowl 6 >=85 % 100 %
- Stage 2 Average of 12 tabs is not less than 80 % NA
within 60 min., and no tab is less than
65%.
- Stage 3 Average of 24 tabs is not less NA

France
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

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

GMID code : 740179 Item code : VER 740179
Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : Fvo018 Customer lot : FvO018

Date of manufacture: 21-JUN-2022 Expiry date : MAY-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81380
Packaging type : PVC - ALU blister Batch Number of API: FV01181,FvV01182
Storage condition : Store below +30°C, store in the original package

Tests Specifications Results
Packaging and labelling: In accordance with ND

The blister label states in Russian The trade name with warning marking ®, Complies
language: international nonproprietary name

(duplicates in Latin characters),
strength, dosage form, logo of the
company (in Latin characters), batch
number, shelf-life (expiry date).
The carton label states in Russian The trade name with warning marking ®, Complies
language: international nonproprietary name
(duplicates in Latin characters),
strength, dosage form, number of tablets
in a carton pack, “For oral use”,
dispensing rules, storage conditions,
“Keep away from children”, “Carefully
read the instructions before use”,
composition with indication of name and
content of active substance and list of
excipients, name and country of holder
of Manufacturing Authorization, name and
country of manufacturing company, logo
of the company (in Latin characters),
logo of manufacturing company (only if
manufactured by Chinoin Pharmaceutical
and Chemical Works Private Co. Ltd.,
Hungary), batch number, manufacturing
date, shelf-life (expiry date),
bar-code. Internal code(s) of the
company (including 2D code) and
graphical element(s) may be present.
Additionally, information can be
provided for monitoring the movement of
medicinal products from the manufacturer

to the end user.
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

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

2 blisters with 15 tablets with leaflet

in a carton box.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.
It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative

Document specification currently registered in Russian Federation.

GMID code : 740179 Item code : VER 740179
Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : Fvo018 Customer lot : FvO018

Date of manufacture: 21-JUN-2022 Expiry date : MAY-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81380

Packaging type : PVC - ALU blister Batch Number of API: FV01181,FvV01182
Storage condition : Store below +30°C, store in the original package

: S
Tests Specifications Results
Packaging: 15 tablets in a blister made of PVC/AL. Complies

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 : ACCEPTED
Date : 13-JUL-2022 11:20
Qualified person dr.Beszteri Bojéna
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