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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 xogxn

HamMeHOBaHME npoaykTa

Crpana-uMnoprep
Homep cepum

JaTa npomsBOACTBa
HosupoBka

JlexapcTBeHHasT dopma

Tun ynaxoBKM

Ycnoeusi XpaHeHust

807539 Kom npoxmykxTa

Kopmapou® 200 Mr Ta6nerxm 30X

Poccust
FV025 HoMep cepmm noxynarens
31-ABr-2022 JaTa MCTedYeHMsI CPOKa T'ONHOCTM

CM. B «KonmuecTBeHHOE onpenesieHne»

TabneTku BHIYIWEHHOE KOJIMYECTBO
(ynnaxoBkm)
NBX-anmoMmHMi 6amncrep Homep cepmm A®U

Nlpu TemMneparype He Bhme 30°C, B OpPMI'MHANBHOM YNaKOBKE.

: VER_807539

: FV025
: MIOJI-2025

: 81 020

: Fv02308,

Fv02309, FV02865

HNCIIBITAHUSA

CNEIM®UKALIAN

PE3YJIBTATBI

XAPAKTEPUCTUKN

- OnmucaHue

- CpenHasa Mmacca

- OOHOPOOHOCTE IIO Macce

- TecT Ha JMHMIO pasjoMa

NognuuHoCTE (B3XK)
- AMMOIApOHa I'MIOPOXJIOPNUI

Kpyriele TabjeTku oT ©Oejioro mo ©6eJioro c
KPEMOBATEIM OTTEHKOM LBEeTa C JIMHMEN pasjoMa
C OIHOM CTOPOHEI M C Gackoi C IOBYX CTOPOH.
JiMeeTcsa I'pPaBMpPOBKAa: CMMBOJI B BUIE cepmlLa
Han JmHuen pasjomMa u 200 noxm JmHMEN
pasjioMa ¥ CKOC OT KpaeB K JIMHMM pPaszJjoMa.

Or 332,5 - 367,5 mr (350 mMr £ 5 %)
Cpenussa Macca = 5 %, paspemeHo He OoJee
yeM 2 Tabserku m3 20, cpenHAs Macca
KOTOPHX OyIeT OTKJOHATbCS Ha = 10%
(EBp.®apm., / PO T'®)

CooTBeTCTByET

BpeMsa yIepxrBaHMA OCHOBHOT'O IMKa Ha
XpOMaTOTPaMMe MCHHTYEMOTO pacTBOpa HOJDKHO
COOTBETCTBOBATHL BPEMEHM yIepPXUBaHUSI
OCHOBHOT'O MMKa Ha XpoMaToTrpaMMme
CTaHIapTHOTO pacTBOpa aMMoIapoHa

TUOPOXIIOPUIA .

KonmuecTBeHHOe onpenelieHue Or 190,0 mo 210,0 mr (200 mMr £ 5 %)

(B9XX)
- AMMOIApOHa I'MIOPOXJIOPWI

PacrBOpeHmne (YP)
AMMOIAPOHA TUIPOXIIOPUI

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

Yamka 1
Yamka 2
Yamka 3
Yamka 4
Yamka 5
Yamka 6

He menHee 85 %
He menee 85 %
He mMeHee 85 %
He mMeHee 85 %
He menee 85 %

He meHee 85 %

COOTBETCTBYET

351,0 mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

195,1 Mo
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Ceprudukar cepuu

Opella Healthcare Hungary Ltd.,

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

SANOFI .7

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID xoxn : 807539 Kom npoxmykxTa : VER_807539
HammeHoOBaHMe mpoaykTa : KopmapoH® 200 mMr rabnerxm 30X
CrpaHa-uMnopTep :  Poccus
HomMep cepwmm : Fv025 HoMep cepmm noxynarens : FV025
HJaTa npomsBOmCTBAa :  31-ABr-2022 JaTa mMcTeueHMss cpoka TomHocTM : MIOJI-2025
HosupoBka : Cum. B «KosjmuecTBeHHOE onpeneJieHMe»
JlekapcTBeHHass dopma :  Tabérerkn BHIYIWEHHOE KOJIMYECTBO : 81 020
(ynnaxoBkm)
Tun ymnakoBKM :  [BX-amoMuHMIA 6IaMcTEep HoMep cepum ASU : Fv02308,
FV02309, FV02865

Ycnoeusi XpaHeHust :

Nlpu TemMneparype He Bhme 30°C, B OpPMI'MHANBHOM YNaKOBKE.

- CTAIVA 2:

ObThb He MeHee ueMm 80 %

HM OIHOM TabjeTkmu Co

65 %.

- CTAIMS 3:

CpenHee 3Ha4YeHMre nOJjid

CpenHee 3HadYeHMe OJsA
ObBThE He MeHee deMm 80 %

12 TaBJeToK IOJIKHO
o

yepes 60 MMHYT, U

3HaYEHMEM MEHee YUeM

24 TabJjeTOK IOOJDKHO
% uepes 60 mMmHYT, He

OoJyiee 2 TabJeTok MOT'YT MMETH 3HaAUEHUue

MeHee ueM 65

o

% M HU IOJI9 OOHOM TabJjeTku He

o

MOXeT OBTb 3HAaUeHMs MeHee ueM 55 $.

AONOJIHUTEJIbHAST MHSOPMALIVS

MrKpOOMOJIOTUYeCKaad YUCTOTa

(EBp.®apm. ) * <=100
-Ofmee KONMMUYECTBO a3POOHEIX

MUKPOOPTaHm3MoB, KOE/m <=10

-Ofmee KONMMUYECTBO IOPOXKEBBIX U

[JIECHEBHX Ipncos, KOE/r OTCYyTCTBYOT

-E.Coli ,1 r

* JIONOJIHUTEJIb HEIE TeCTHUPOBAHMA He NPOBOOMIJIMCE B XOoIe pyTMHHOﬁ VMHCIIEKUUN,

(mpoBomuTcsa Ha kaxzmor 10-11 cepum, HO He pexe,

CCEIJIKA Ha YTBEPXIESHHYIO JIIT-N
HopMaTuBHYO [JOKYMEHTALMIO:
CPOK TI'OOHOCTU 3 roma

AdM, MCIOJILBOBAHHBI B

NPOMBBOACTEE

HammeHOBaHme npomsBoguTesia AU

~AMMOLApPOHA TMOPOXJIOPUI

Canodu lmmum,

yeM Ha 1 cepum B TOmn)

(000016) - (PT'-RU) -180222

PyT n’ ABMHBLOH,

HE IPOBOIMIIOCE

HE MTPOBOIMIIOCH

He IPOBOOMIIMCE Ha IaHHOM cepmun
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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 xon :

HamMeHOBaHME npomykTa :

CrpaHa-uMnopTep :
Homep cepum :
JaTa npomsBOACTBa :
HosupoBka :

JlekapcTBeHHast bopmMa :

Tun ynaxoBKM H

Ycnoeusi XpaHeHust :

807539 Kom npoxmykxTa

Kopmapou® 200 Mr Ta6nerxm 30X

Poccust
FV025 HoMep cepmm noxynarens
31-ABr-2022 JaTa MCTedYeHMsI CPOKa T'ONHOCTM

CM. B «KonmuecTBeHHOE onpenesieHne»

TabneTku BHIYIWEHHOE KOJIMYECTBO
(ynnaxoBkm)
NBX-anmoMmHMi 6amncrep Homep cepmm A®U

Nlpu TemMneparype He Bhme 30°C, B OpPMI'MHANBHOM YNaKOBKE.

: VER_807539

: FV025
: MIOJI-2025

: 81 020

: Fv02308,

Fv02309, FV02865

YnakoBka U MapKMPOBKA :

Ha Gumcrepe Ha PyCCKOM

YKa3eBaklT @

Ha KapTOHHOM IayKe Ha PYCCKOM

A3BIKE YKa3BEIBAT

B coorBeTcTBMM C H]I

SI3BIKE ToproBOe HauMMEHOBaHME Ipenapara C CoOOTBETCTBYyET

NpenynpennTesbHOM MapKUPOBKOM ®,
MeXIOyHapoOHOE HEeNaTeHTOBaHHOE HaMMEHOBaHMUE
(nybnupyeTcs JIaTMHCKMM WPpUdTOM) ,
OOBMPOBKY, JIEKAPCTBEHHYI GOpMYy, JIOTOTMII
KOMIMaHUM (JIaTMHCKMM WPpMOTOM), HOMEP Cepum,
CPOK T'OOHOCTM (TOHEH HO) .

npenynpenuTesbHOM MapKMPOBKOM ®,
MeXIyHapOIHOEe HelaTEeHTOBAHHOE HaMMeHOBaHME
(nybnupyeTcs JIaTMHCKMM WpUdTOM) ,
IOO3MPOBKY, JIEKAPCTBEHHYID QOpMYy, KOJIMIECTBO
TabJIeTOK B yHNakOBke, «IJjsa opreMa BHYTPb»,
YCJIOBMS OTIYyCKa, YCJOBUS XPaHeHUs,
«XpPaHUTbL B HENOCTYIIHOM IJisS IeTel MecTe»,
«llepen NpuMeHEHMEM BHMMATEJIBHO NPOYMTaMNTE
MHCTPYKLMIO», COCTaB C yKaszaHMEM
HAYMEHOBAHMUS U COIepXaHMa IeMCTBYWIEIO
BelleCTBa M [epeyHeM BCIOMOT'aTeJIbHBEIX
BEIECTB, HaMMEHOBAHME U CTPaHy IepxXaTess
PErMCTPaUMOHHOTO yIOCTOBEPEHMs,
HaYMEHOBAaHME U CTPaHy OMPMH-NPOM3BOIUTEIIS,
JIOTOTUIl KOMIaHMM (JIaTMHCKMM MPpuOTOM) , HOMED
cepur, naTy NPOMBBOICTBa, CPOK T'OOHOCTU
(romeH m»o), WTpMxX-kon. JoIycKaeTCs HaJMdue
BHYTPEHHETrO (MX) Koza (0B) KOMIaHuM (BKJIOUAS
2D xonm) m Trpadmueckoro (ux) D3JeMeHTa (OB) .

Ha xapTOHHOM MHauKe [OIyCKaeTCs Hajuduye
caMokJIesmerocs (uxcs) CcTukepa (oB) C LEeJbIo
KOHTPOJIS [IE€PBOTO BCKPBITHA .

IOMNOJIHUTEJILHO MOXET OBIThL HaHeCeHa
mHbpopMalUMs OJIS MOHMTOPMHIA IBMXEHMSI
JIEKAPCTBEHHBEIX MPEeNapaToB OT NPOM3BOIUTEJIS
0O KOHEYHOT'O NOoTpebuTresnsd.

TOproBoe HaMMEHOBaHMEe pernapaTa C CooTBeTCTByeT
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Ceprudukar cepuu
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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 xoxn : 807539 Kom npoxmykxTa : VER_807539

HammeHoOBaHMe mpoaykTa : KopmapoH® 200 mMr rabnerxm 30X

CrpaHa-uMnopTep :  Poccus

HomMep cepwmm : Fv025 HoMep cepmm noxynarens : FV025

JllaTra npomsBOICTBa :  31-ABIr-2022 JlaTa mMcTeueHMsT cpoka TOmHOCTM : MIOI-2025

JosupoBka : Cum. B «KosjmuecTBeHHOE onpeneJieHMe»

JlekapcTBeHHass dopma :  Tabérerkn BHIYIWEHHOE KOJIMYECTBO : 81 020
(ynnaxoBkm)

Tun ymnakoBKM :  [BX-amoMuHMIA 6IaMcTEep HoMep cepum ASU : Fv02308,

FV02309, FV02865
YcnoBust XxpaHeHust : Ipm Temneparype He Brme 30°C, B OpPMIMHANELHOM YyNaKOBKE.
Ynakoeka: 15 TabneTok B Oimcrep IIBX/An. 2 GmmcTepa CooTBETCTBYET

no 15 TabyjeTok BMECTE C MHCTPYKLUMUEN II0
NPUMMEHEHUIO B KAPTOHHYI [a4dKy.

HacrosmyMm s HOOTBEpXOanw, 4YTO OaHHAas Cepus NPOTEeCTMPOBaHAa IO BCEM IIOKas3aTessaM KauecTBa, yKa3aHHHM B cleunbmxaumm
HopMmaTuBHOM [IOKyMEHTAaLMM, B HACTOSIlEe BpeMsd 3aperMCTPMPOBAaHHONM B Poccuiickoy denmepaumm.
HacTosmmM [NONTBEPXOAETCH, UYTO Cepus COOTBETCTBYEeT TPeOOBAHMAM Pa3IeJIOB «YINAaKOBKa» M «MapKMpoBKa» CcreuudrKaLmum

HOpMaTMBHOM NOKYMEHTAaLMM, B HACTOSIlEe BpeMs 3aperMCTPMPOBAaHHONM B Poccuiickoy denmepaumm.

IlaHHas cepusa ObUla NPOMB3BEIEeHa B COOTBETCTBUM C HEMCTByOIMMM TpeboBaHMAMM Hamyexamel NPOM3BOICTBEHHOMN NPaKTUKM
(cGMP) m cooTBeTCTByeT crneumdmuxkalumsaM COOTBETCTBYKIEIO PerMcTpaluMOHHOTO yHOCTOBepeHMs. CepTudmukaT aHalmza CHabOXeH
BJIEKTPOHHOM IMOINMCBHI, I[IOJIyYeHHOM C IOMOWBI BalMIMPOBAHHON J1aB®opaTOpHOM MHOOPMALMOHHOM CHCTEME.

Pemenne : OIOBPEHO
IaTa BHIIyCKa : 16-CEH-2022 14:10
YnoJIHOMOYEHHOe JNLIO : dr.Beszteri Bojéana
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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 807539 Item code VER 807539
Product name CORDARONE (R) 200 mg tablets 30X

Import. country Russia

Lot number FVv025 Customer lot FVv025

Date of manufacture: 31-AUG-2022 Expiry date JUL-2025
Strength see at the assay

Dosage form tablet Release gty (packs): 81020

Packaging type
Storage condition

\.

PVC-ALU blister Batch Number of API:

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

Fv02308,FV02309,Fv02865

ASSAY (HPLC)

- Amiodarone hydrochloride

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 %) 351.0 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.

190.0 - 210.0 mg (200 mg +/- 5 %)

rap_coa_resultats v5
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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 : 807539 Item code : VER 807539

Product name : CORDARONE (R) 200 mg tablets 30X

Import. country : Russia

Lot number : FVv025 Customer lot : FVv025

Date of manufacture: 31-AUG-2022 Expiry date : JUL-2025

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81020

Packaging type : PVC-ALU blister Batch Number of API: FV02308,FV02309,FVvV02865
Storage condition : Store below +30°C, store in the original package

F o
Tests Specifications Results

DISSOLUTION (UV)
Amiodarone hydrochloride

(0=80%) (n=6) within 60 minutes
- Bowl 1 >=85 % 99 %
- Bowl 2 >=85 % 103 %
- Bowl 3 >=85 % 99 %
- Bowl 4 >=85 % 98 %
- Bowl 5 >=85 % 99 %
- Bowl 6 >=85 % 96 %
- 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

than 80% within 60 min., not more than 2
units are less than 65%, and no tab

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, not conducted for this batch

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

Reference of approved Normative Document:LP-N (000016)-(RG-RU)-180222

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

- Amiodarone hydrochloride Sanofi Chimie, Route d'Avignon, 30390 Aramon, France
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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 : 807539 Item code : VER 807539
Product name : CORDARONE (R) 200 mg tablets 30X

Import. country : Russia

Lot number : FVv025 Customer lot : FVv025

Date of manufacture: 31-AUG-2022 Expiry date : JUL-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81020
Packaging type : PVC-ALU blister Batch Number of API: FV02308,FV02309,FVvV02865
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 Manufacturing Authorization, name and
country of manufacturing company, logo
of the company (in Latin characters),
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.
The presence of stickers for tamper
evidence are allowed.
Additionally, information can be
provided for monitoring the movement of

medicinal products from the manufacturer

to the end user.
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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 : 807539 Item code : VER 807539

Product name : CORDARONE (R) 200 mg tablets 30X

Import. country : Russia

Lot number : FVv025 Customer lot : FVv025

Date of manufacture: 31-AUG-2022 Expiry date : JUL-2025

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81020

Packaging type : PVC-ALU blister Batch Number of API: FV02308,FV02309,FVvV02865
Storage condition : Store below +30°C, store in the original package

F S
Tests Specifications Results

Packaging: 15 tablets in a blister made of PVC/AL. Complies

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.

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 : 16-SEP-2022 14:10

Qualified person dr.Beszteri Bojéna

. v
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