Ceprudukar cepuu

sanofi

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhaz,Lévai u.5.,Hungary)

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

YcnoBusi XpaHeHMUsT

lpu Temneparype He Brume 30°C, B OpMUMIMHAJNBHOM YIaKOBKE.

GMID xox : 807539 Konm npomyxkra : VER 807539
HamMeHoOBaHMe Kopmapor ® 200 Mr rabmerxm 30X

npoAyKTa

Crpana-muMnoprep : Poccust

Homep cepum : GV006 HoMep cepmm nokynarenss : GV006
HDaTa 06-$EB-2023 JlaTa mMcTedeHMs CpoOKa : SIHB-2026
NpoMBBOACTBA TORHOCTH

JosmupoBka CM. B «KommuecTBeHHOE oIpenejieHMe»

JlexapcTBeHHas BrnyumeHHOE KOJMYECTEO : 81410
bopma (ynaxoekm)

Tun ynaxkoBKM NBX-amoMmuNiz 6amucTep HomMep cepum AU : FV05947, FvV05948, FV05949

NomnuuHOoCTes (B3XK)

(B9XX)

- AMMOIOAPOHAa IMIOPOXJIOPUI

KonmmuecTBeHHOE onpemnesyieHue

- AMMOIOAPOHAa IMIPOXJIOPUI

BpeMH YIOEPXMBAHMA OCHOBHOI'O IIMKa Ha
XpoMaTorpaMMe MCIIBITYyEMOI'O pacTBOpa IHOOJIXHO
COOTBETCTBOBATE BPEMEHUM YIOEPXMBAHUSA
OCHOBHOT'O IIMKa Ha XpoMaToI'pamMMme
CTaHIOapTHOT'O pacTBOpa aMuoIapoOHa

TUOPOXIIOPUIA .

Or 190,0 mo 210,0 mr (200 mMr + 5 %)
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HUCIHBITAHUSA CIEIU®OUKALINN PE3YJIBTATBI
XAPAKTEPUCTUKA
- OnmcaHue Kpyrsele TabjeTku oT ©6eyoro o 6eJoro C COOTBETCTBYET
KPEMOBATEIM OTTEHKOM LiBeTa C JIMHMEM pasjoMa
C OIHOV CTOPOHEI M C (QacCKOM C OBYX CTOPOH.
JiMeeTCcs I'paBMpPOBKa: CMMBOJI B BUIE cepnua
Han JuHyey paszsynoMa u 200 monm JIMHMEN pasjoMa
M CKOC OT KpaeB K JIMHUM pasjioMa.
- CpenHasa macca Oor 332,5 - 367,5 M (350 Mr + 5 %) 350,6 mr
CpenHsasa Macca + 5 %, paspemeHo He Oojiee ueMm
~ OHHOPOHHOCTE IO Macce 2 mabjerky m3 20, CpemHSd MaccCa KOTOPHX COOTBETCTBYET
OymeT oTkJOHATHECA HA + 10% (EBp.®apm., / PO
To)
- TecT Ha JIMHUIO pasjoMa CoOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET
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Ceprudukar cepuu

sanofi

Opella Healthcare Hungary Ltd.,

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

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID xox 807539 Kon nmpomykTa VER_ 807539
HamMeHoOBaHMe Kopmapor ® 200 Mr rabmerxm 30X
npoAyKTa
CTpaHa-uMnopTep Poccust
Homep cepum GV006 HoMep cepmum nokynaTeis GV006
HDaTa 06-$EB-2023 JlaTa mMcTedeHMs CpoOKa SIHB-2026
IPOMBBOLCTBA TORHOCTH
HosupoBka CM. B «KonmuecTBeHHOe omnpefejieHMe»
JlexapcTBeHHas TabneTkn BrnyumeHHOE KOJMYECTEO 81410
bopmMa (ynaxkoBkmn)
Tun ynaxkoBKM NBX-amoMmuNiz 6amucTep HomMep cepum AU FV05947, Fv05948, FV05949

YcnoBusi XpaHeHMUsT

lpu Temneparype He Brume 30°C, B OpMUMIMHAJNBHOM YIaKOBKE.

PacTBOopeHmne (V&)

AMMoOmapoHa I'MIOPOXJIOPUL

(0=80 %) (n=6)
Yawmka
Yamka

Yamka

Yamka

(@] IS w [\ =

Yamka
Yawmka

- CTAIMS 2:

- CTAIVA 3:

OOIOJIHNTEJIEHAA MH®OPMAILIUA

MukpobuoJsiorydeckKas 4YMCTOTa

(Erp.dapm.) *

-Oflmee KOJIMYECTBO a3POOHBIX

MMUKPOOPI'aHM3MOB,

-Oblee KOJMYECTBO OPOXXKEBBIX U

[IJIECHEBEIX I'pubOB,

-E.Coli ,1 r

* JIOTMOJIHUTEJIbL HEIE

cepum

CPOK T'OOHOCTN

Ccruika Ha yTBepxneHHyK HopMmaTuBHyHO JokyMeHTaumwo: JIII-N

(mpoBomuTCca Ha kaxnmou 10-1 cepuu,

yepes 60 MMHYT

He mMenee 85 % 99 %

He menHee 85 % 99 %

He menee 85 % 99 %

He menee 85 % 98 %

He menee 85 % 98 %

He mMenee 85 % 97 %

CpenHee 3HaueHue nJsa 12 TabjIeTOK IOJDKHO HE [TPOBOIMIIOCH
OBITE He MeHee ueM 80 % uepes 60 MMHYT, U HU

OIHOV TabJIeTKM CO BHAUYEHUEM MeHee ueM 65 %.

CpenHee 3HaueHue nJjsa 24 TabJIETOK IOJDKHO HE [TPOBOIMJIOCH

o)

OplTe He MeHee ueM 80 % uepes 60 MmHYT, He
fojiee 2 TabJeTOK MOTYT MMETH S3HAUEHME MeHee
ueM 65 $ ¥ HM IJII OOHOM TabJIeTKM HE MOXeT
OBITH 3HAUYEHMS MeHee ueM 55 $.

B
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KOE/P <:lOO
KOE /T <=10
OTCyTCTBYOT

TECTMPOBAHMA HEe IIPOBOIOMIIMCH B XOI& pyTMHHOﬁ VMHCIIeKIMM, He INPpOoBOIOMIIMCHE Ha OaHHOMU

HO He pexe, ueM Ha 1 cepum B TO0X)
3 roma

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

A%®Y, UCHNONBLBOBAHHHN B

IPOUBBOLCTEE

HamMeHOBaHMe npomsBommuTesia AU

—AMMOIOapoOHa IMUIOPOXJIOPMI

Canodm lmvm, PyT n’ABumHboH, 30390 Apamon, OpaHLMS
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Ceprudukar cepuu q o n o f i

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhaz,Lévai u.5.,Hungary)

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

GMID xox : 807539 Konm npomyxkra : VER 807539
HamMmeHOBaHMe : Kopmapon ® 200 Mr Ta6nerxm 30X

npomyxTa

Crpana-muMnoprep : Poccust

Homep cepum : GV006 HoMep cepmm nokynarenss : GV006

HDaTa : 06-$EB-2023 JlaTa mMcTedeHMs CpoOKa : SIHB-2026
NpoMBBOACTBA TomHOCTHM

HosupoBka : CM. B «KonmuecTBeHHOe omnpefejieHMe»

JlexapcTBeHHas : TabneTkn BrnyumeHHOE KOJMYECTEO : 81410

bopma (ynaxoekm)

Tun ynaxkoBKM : NBX-amoMmuNiz 6amucTep HomMep cepum AU : FV05947, FvV05948, FV05949
Ycnoemusi xpaHeHMst : llp Temneparype He Bhme 30°C, B OpPMIMHaNBLHOM yIaKOBKEe.

YnakoBxa M MapKMpPOBKaA: B coorBercTBMKM C H]I

Ha OnmucTepe Ha PYCCKOM SI3HKE TOproBOE HaMMEHOBaHME IpenapaTra C CooTBEeTCTBYET
VKASLBA0T : npenynpenmurTesibHOM MapKUPOBKOM ®,

MexXIyHapoIHOe HelaTEHTOBAHHOE HaMMEHOBaHME
(nyBbnmpyeTcs JIaTUMHCKMM wWpudTOM) , IO3UPOBKY,
JleKapCTBEHHYID GOopMy, JIOTOTMII KOMIAHUN
(maTuHCKMM wWpPUGTOM), HOMEP CepuM, IaTy
MCTeUYeHUss Ccpoka I'OOHOCTM (ToZmeH Io) .

Ha KapTOHHOM Mauke Ha PYCCKOM
TopTOBOE HAMMEHOBaHME MNpemnapaTra C CooTBETCTBYET

NpenynpenuTesbHOM MapKUPOBKOM ®,
MeXIyHapOOHOE HEIAaTEeHTOBaHHOE HaMMEHOBAaHUE
(Dy®nupyeTcs JaTUMHCKUM HLpud@TOM), IO3UPOBKY,
JIEKAPCTBEHHY GOpMy, KOJIMUECTBO TabJIETOK B
yInakoBKe, «Jng npueMa BHYTPb», YCJIOBUS
OTNyCKa, YCJIOBUS XPaHEHUs, «XPAaHUTL B
HEIOCTYIIHOM IJisd IeTey MecTe», «llepen
IPVMMEHEHMEM BHMMATEJIBHO MNPOUYMTANTE
VMHCTPYKLMXIO», COCTaB C yKasaHMEM
HaVMMEHOBaAHMSA M COIEPXaHMUS IEeMCTBYOIEIO
BEUleCTBa U I[IE€pPEeYHEM BCIIOMOTI'aTEeJIbHEIX
BEUEeCTB, HAaMMEHOBaAHME IepXxaTeis
PEeIMCTPALMOHHOTO YIOCTOBEPEHMS C yKa3aHUEM
CTPaHbBl, HaMMEHOBAaHUE OUMPMBI-NPOU3BOOUTEIS C
yKasz3aHMEM CTPaHbl, JIOTOTUII KOMIIaHUU
(maTuHCKMM WPUOTOM) , HOMED CepuM, IaTy
NPOM3BONCTBA, IAaTy MCTEUEHUS CPpOKa I'OOHOCTH
(romer nmo), wWrpMx—-Kon. JonyckaeTcs HaJuduue
BHYTPEHHETO (MX) KozIa (0B) KOMIaHMM (BKJIOUAS
2D xom) m rpadmueckoro (ux) sJjeMeHTa (OB) .

A3BIKE YKa3bIBAlOT :

Ha KapTOHHOM [auke [ONYyCKAaeTCs Hajmdue
caMokJIefdmerocs (uxcsa) CcTukKepa (0B) C LeJb
KOHTPOJISA NNEPBOTO BCKPBITUSA.

JIOTIOJIHUTEJILHO MOXET OHBTL HaHEeCeHa

rvubopMauMsa o9 MOHUTOPUHIA IOBVKEHUS
JIEKAPCTBEHHHIX MNPENapaToB OT MNPOU3BOIUTE/
0O KOHEUHOTO [OTPpebuTesis. ,f
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Ceprudukar cepuu

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhédz,Lévai u.5.,Hungary)

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

sanofi

GMID xox 807539 Kon nmpomykTa VER_ 807539
HamMmeHOBaHMe Kopmapon ® 200 Mr Ta6nerxm 30X

npoAyKTa

CrpaHa-mMIopTep Poccust

Homep cepum GV006 HoMep cepmum nokynaTeis GV006

OaTa 06-9%EB-2023 JlaTa mcreueHMsT cpoka SIHB-2026
NpoMBBOACTBA TORHOCTH

JosmupoBka CM. B «KonmuecTBeHHOE oIpenejieHMe»

JlexapcTBeHHas TabneTkn BrnyumeHHOE KOJMYECTEO 81410
bopma (ynaxkoBkmn)

Tun ynaxkoBKM NBX-amoMmuNiz 6amucTep HomMep cepum AU FV05947, Fv05948, FV05949

YcnoBus xpaHeHmst llpu TemnepaType He Bime 30°C, B OpMIMHANBHOM YynaKOBKe.

YnakoBka: 15 TabneTok B OimcTep IBX/An. 2 Giaucrepa no COOTBETCTBYET

15 TabjeTOK BMECTE C MHCTPYKIMEN IO
NIPYMEHEHMI0 B KAPTOHHYID [IauKy.

HacrosammMm A nonTBepxnan, YTO HDaHHadA cepusda OPpOTeCTMpOBaHa 10 BCeM IOKas3aTesiAM KadecTBa, YKa3aHHBEM B
crneuupmxaumuy HopMmaTuUBHOM JOKYyMEHTAlLMM, B HACTOsllee BpeMs 3apel'MCTPUPOBAHHOM B Poccurckol demepaumu.
HacTosammuM mnoaTeepxiaeTcd, UYTO Cepua COOTBETCTBYyeT TpeOoBaHUAM pPaslelioB «YIakKOoBKa» U «MapKMPOBKa»

crneurduxanmuy HOpMaTMBHOM LOOKYMEeHTAalMM, B HACTOdIllee BPeMs 3apeTMCTPUPOBAHHONM B Poccuiickon derepalmu.

IaHHasa cepus ObUla NpPOU3BEeIeHa B COOTBETCTBMM C HOEeMCTBYyUMMM TpeOoBaHMAMM Haznjexaumey NPpOU3BOICTBEHHOM
NIPaKTUKN (cGMP) M COOTBETCTByeT chneuupmkaluMsaM COOTBETCTBYUEIO PerMCTPalMOHHOTO YIOCTOBEpPEHUS.
CepTudmkaT aHaumza CHaOXeH B3JIeKTPOHHOM [ONIMCBI, I[IOJIYYEHHOM C IIOMOUIBI BaJlMIUPOBAHHOM JabopaTopHOM
MHOOPMALMOHHOM CUCTEMH.

PemeHnue OIOBEPEHO

IaTa BmIIyCKa 17-MAP-2023 15:01

YnosHOMOYEHHOE JIMIIO dr.Beszteri Bojéna

anofi Russia AQ ”ga
~ /i

©
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BATCH CERTIFICATE SAONo fi

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,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 GVO006 Customer lot GV006

Date of manufacture: 06-FEB-2023 Expiry date JAN-2026
Strength see at the assay

Dosage form tablet Release gty (packs): 81410

Packaging type
Storage condition

\.

PVC-ALU blister Batch Number of API:

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

FV05947,FV05948,FV05949

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 %) 350.6 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 %) 196.7 mg
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BATCH CERTIFICATE SAONo fi

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,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 : GVO006 Customer lot : GV006

Date of manufacture: 06-FEB-2023 Expiry date : JAN-2026

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81410

Packaging type : PVC-ALU blister Batch Number of API: FV05947,FV05948,Fv05949
Storage condition : Store below +30°C, store in the original package

Tests Specifications Results

DISSOLUTION (UV)
Amiodarone hydrochloride

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

- Bowl 1 >=85 % 99 %
- Bowl 2 >=85 % 99 %
- Bowl 3 >=85 % 99 %
- Bowl 4 >=85 % 98 %
- Bowl 5 >=85 % 98 %
- Bowl 6 >=85 % 97 %
- 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 SAONo fi

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,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 : GVO006 Customer lot : GV006

Date of manufacture: 06-FEB-2023 Expiry date : JAN-2026
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81410
Packaging type : PVC-ALU blister Batch Number of API: FV05947,FV05948,Fv05949
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

o f[«CaHodu Pocc
medicinal products from the manufacturer

to the end user.
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BATCH CERTIFICATE SAONo fi

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,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 : GVO006 Customer lot : GV006

Date of manufacture: 06-FEB-2023 Expiry date : JAN-2026
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81410
Packaging type : PVC-ALU blister Batch Number of API: FV05947,FV05948,Fv05949
Storage condition : Store below +30°C, store in the original package

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 : 17-MAR-2023 15:01
Qualified person dr.Beszteri Bojéna
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