Ceprudukar cepun

SANOFI 7

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,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 xogm : 740179 Kom npomyxTa - VER_740179
HamMeHOBaHME NDPOAYKTa : Kopmapon 200 mMr Ta6merxm 30X
CrpaHa-muMnopTep M Poccust
HoMep cepumn : Fv016 HoMep cepum nokynarens - FVO16
JaTa npomsBOACTBa z 10-MAsI-2022 JaTa mcTeueHmss cpoka :  Anp-2025
TOJHOCTH
Hosuposka z CM. B «KommuecTBeHHOe
onpeneneHne»
JlexapcTBeHHass popma H TabneTkn BunymeHHoe kosmuectso - 27 060
(ynaxkoBxm)
Tun ymnaxkoBKM H NBX-amoMuHMit 6amcTep HoMep cepum ASU - FV01075, FV01151,
Fv01180
Ycnoeust xpaHeHUst : Npu Temneparype He Bhme 30°C, B OpPUIMHANBHON YyNaKoOBKe.

HNCIIBITAHUA CIIEHUPUKALIUN PE3YJIbBTATBI

XAPAKTEPUCTUKN

- OnmucaHme Kpyrsele TabjeTky oT Gejloro o 6eJioro C COOTBETCTBYET
KPEMOBATHIM OTTEHKOM LIBETa C JIMHMEN pasjioMa C
OIHOM CTOPOHEl M C QackKoil C OBYX CTOPOH.
JiMeeTCcsa I'paBMPOBKA: CMMBOJI B BMUIE Cepila Harm
JauHyer passioma ¥ 200 mon JMHMEM pasjoMa U
CKOC OT KpaeB K JIMHMU PasjioMa .
- Cpeamas macca or 332,5 — 367,5 mMr (350 mMr + 5 %) 851.2 wr
- OmHOPOZHOCTE NO Macce Cpenusas mMacca = 5 %, paspemeHo He Gojee uem 2 COOTBETCTBYET
Tabnerku u3 20, cpenHss Macca KOTOPEIX OyIeT
OTKJIOHATbCS Ha = 10% (EBp.®apm., / PO T'd)

- TecT Ha JMHMIO pas3JjoMa COOTBETCTBYET
CooTBeTCTByET

NognuuHOCTE (B3XK) Bpemsa yIepxmpBaHMSA OCHOBHOI'O IIMKa Ha COOTBETCTBYET
~ AMMOZIApOHa TMAPOXIIOPUL XpOMaToTPaMMe MCIEITYEMOTO PacCTBOPa IOJIKHO
COOTBETCTBOBATL BPEMEHM YINEPXUBAHUSA OCHOBHOTO

OyKa Ha XpOoMaTorpaMMe CTaHOAPTHOTO PaCTBOPa

aMyonapoHa IMIOPOXJIOPUIA .

KonmuecTBeHHOe oOmpegeseHue Or 190,0 mo 210,0 mr (200 mMr + 5 %) 197,8 mr
(BIX%X)

- AMMmoOmapoHa I'MIPOXJIOPUI

PacTBOopenmne (YP)

AMyomapoHa I'MIOPOXJIOPUI

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

Yamka 1 He mMeHee 85 % 100 %
Yamka 2 He mMeHee 85 % 101 %
Yamka 3 He meHee 85 % 98 %
Yamka 4 He meHee 85 % 99 %
Yamka 5 He mMeHee 85 % 98 %
Yamka 6 He mMeHee 85 % 98 %
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Ceprudukar cepun

SANOFI 7

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,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 xoxm :

HamMeHOBaHME npoaykTa -

Crpana-uMnoprep :
Homep cepum H

JaTa npomsSBOICTBA M

Hosuposka z

JlexapcTBeHHast popma H

Tun ynaxoBKM :

Ycnoeust xpaHeHust z

740179 Kon npomykTa :  VER_740179

Kopmapon 200 mMr Ta6merxm 30X

Poccust

Fv016 HoMep cepum nokynarens - FVO16

10-MAsI-2022 JaTa mMcTeueHMsT CpoOKa :  ANP-2025
TOJHOCTH

CMm. B «KonmmuecTBeHHOE

onpexnenenue»

TabneTkn BunymeHHoe kosmuectso - 27 060
(ynaxkoBxm)

NBX-amoMuHMit 6amcTep HoMep cepum ASU : Fv01075, FVO1151,

Fv01180

Npu Temneparype He Bhme 30°C, B OpPUIMHANBHON YyNaKoOBKe.

- CTAIIMA 2:

- CTAIVA 3:

OOIOJIHUTEJNIEHAAA MH®OPMALIVA

MrKpOOMOJIOTUYeCKaa YUCTOTa
(Ep.®apM. ) *

-0Oflmee KOJMUYECTBO aspPOOHBIX
MUKpPOOpPTaHu3MoB, KOE/T

-OBmee KOJMUYECTBO IPOXKEBBIX U
njiecHeBHx T'pubos, KOE/T
-E.Coli ,1 r

CpenHee 3HadeHMme 1y 12 TabjleTOK HOJDKHO OHBITH HE MITPOBOIMIIOCH

[

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

o

TabJeTKM CO 3HAUEHMEeM MeHee ueM 65 $.

Cpenuee 3HaueHye 1ysa 24 TabJleTOK OOJDXKHO OHTBH HE MPOBOIMJIOCH
He MeHee ueM 80 % uepes 60 MuHYT, He Oojiee 2

TabJIeTOK MOTYT MMETh 3HAUeHMe MeHee ueM 65

% u HUM myia OmHOM TabJIETKM HEe MOXEeT OHThb

o

3HaueHuss MeHee uyeM 55 %.

<=100

<=10

OTCcyTCTBYROT

* IONOJIHUTEJIbHEIE TECTUPOBaHMA HE IIPOBOIOMIIMCH B XOoIe pyTMHHOﬁ VHCIIEKLIMM, He IIPOBOIOMIIMCH Ha IaHHOM cepun

(mpoBomuTcsa Ha kaxmoy 10-i1 cepwunu,

CcrJIKa Ha YTBEPXIEHHYIO
HopMaTuBHY®O JOKYMEHTALMIO:
CPOK T'OOHOCTN

A%Y, MCHOJLBOBAHHH B
NPOMBBOLCTEE

HamMeHOBaHue npomssomuTesa AdU

—AMMOOapOHa I'MIOPOXJIOPUI

YnakoBka U MapKMPOBKA :

HO He pexe, ueM Ha 1 cepum B Ion)

7I-N (000016)- (PT-RU)-121119

3 roma

Canodpm Imvu, PyT n’ABmuHboH, 30390 ApmoH, dpaHUUS

B coorBeTcTBMM C H]I
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Ceprudukar cepun

SANOFI 7

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,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 xogm

HamMeHOBaHME npoaykTa

740179 Kon npomykTa :  VER_740179

Kopmapon 200 mMr Ta6merxm 30X

CrpaHa-muMnopTep Poccust
HoMep cepumn Fv016 HoMep cepum nokynarens - FVO16
IaTa npomsBoacTBa 10-MAs-2022 JaTa mMcTeueHMsT cpoka :  Amp-2025
TOQHOCTH

HosupoBka CM. B «KommuecTBeHHOE

onpeneneHne»
JlexapcTBeHHass popma TabneTkn BunymeHHoe kosmuectso - 27 060

(ynaxkoBxm)
Tun ymnaxkoBKM NBX-amoMuHMit 6amcTep HoMep cepum ASU - FV01075, FV01151,
Fv01180

YcnoBust xpaHeHust Npu TemMneparype He Bhme 30°C, B OpPMIMHAIBLHOM YHNaKOBKE.
Ha OmmcTepe Ha PYyCCKOM sA3BIKE Toprosoe HaMMEHOBaHME IpernapaTa C CooTBeTCTBYET
YKABHBALT NpenynpenuTesbHOM MapKUPOBKOM ®,

MEXIyHapOOHOE HEeNaTEeHTOBAHHOE HAaMMEHOBaHME

(nybnupyeTcsa JIaTMHCKMM WPUOTOM), IOOBMPOBKY,

JIEKAPCTBEHHY (GOPMYy, JIOTOTMUI KOMIIaHUM

(raTuHCKMM wWpudTOM), HOMEP CepuM, CPOK

TOOHOCTM (TOOEeH IO) .

TOprOoBOE HaMMEHOBaHMEe Ipenapara C

NpenynpenuTesbHOM MapKUPOBKOM ®,

CoorBeTCTBYET

Ha KapTOHHOM Madyke Ha PYCCKOM

A3BIKE YKa3BBAIT :

MeXIyHapOoIHOEe HelaTEeHTOBAHHOE HalMMEeHOBAaHMEe
(oybnmpyeTcs JIaTMHCKMM WpudTOM), IO3MPOBKY,
JIeKaPCTBEHHYID QOpMy, KOJMYECTBO TabJEeTOK B
yhnakoBke, «IJjs npueMa BHYTPb», YCJIOBUS
OTIyCKa, YCJIOBMSA XPaHeHMsa, «XPaHUTb B
HEIOCTYIIHOM IJIsS IOeTeMr MecTe», «llepen
IPMMEHEHMEM BHMMATEJIbHO MNPOUMTaNTE
MHCTPYKLMIO», COCTaB C yKa3aHMEM HaMMEeHOBAaHUS
1 COOEepXaHMs HOEMCTBYOINEIrO BelleCTBa M IepPedHeM
BCIIOMOT'@TEJIbHEIX BElEeCTB, HaMMeHOBaHME U
CTpaHy IepXaTejyid PeTrMCTPalLMOHHOTO
YIOOCTOBEPEHMS, HaMMEHOBaHME M CTPaHy OUPMBI-
IPOMU3BOOUTENISA, JIOTOTMII KOMIAHMMU (JIATMHCKMUM
mprdTOM) , JOTOTUN OMPMEI-NPOM3BOIUTENA (TOJBKO
IpY NPOMBBOICTBE Ha «XMHOMH 3aBOI
dapMalleBTUUYECKMX UM XUMMUECKUX [IpomykToB 3A0»,
BeHrpmusa), HOMep cepuy, IOaTy IPOU3BOLCTBA,
CPOK T'OOHOCTM (TOHEH HO), WTPUX-KOI.
JlonyckaeTCcs HaJlMdMe BHYTPEHHETO (MX) koza (OB)
KOMIIaHMM (BkJmouas 2D kom) ¥ rpadmueckoro (1x)
sJyieMeHTa (0B) . HOMNOJIHUTEJILHO MOXEeT OBTH
HaHeceHa MHQOpPMaUMA IJI MOHMTOPMHI'A IBIDKEHMS
JIEKAPCTBEHHEIX IPEeNapaToB OT IIPOM3BOIOMTEJA IO
KOHEYHOT'O MNOTpebuTens.
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Ceprudukar cepun

SANOFI .

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,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 xoxm : 740179 Kon npomykTa :  VER_740179
HamMeHOBaHME NDPOAYKTa : Kopmapon 200 mMr Ta6merxm 30X
CrpaHa-muMnopTep M Poccust
HoMep cepumn : Fv016 HoMep cepum nokynarens - FVO16
JaTa npomsBOACTBa M 10-MAs-2022 JlaTa MCTeueHMs CpoKa :  Amp-2025
TOZHOCTH
JosupoBka M CMm. B «KonmmuecTBeHHOE
onpexneneHue»
JlexapcTBeHHass popma H TabneTkn BunymeHHoe kosmuectso - 27 060
(ynaxkoBxm)
Tun ymnaxkoBKM H NBX-amoMuHMit 6amcTep HoMep cepum ASU - FV01075, FV01151,
Fv01180
Ycnoeust xpaHeHUst : Npu Temneparype He Bhme 30°C, B OpPUIMHANBHON YyNaKoOBKe.
Ynakoeka: 15 TabmeTok B Oymcrep IIBX/An. 2 OGamcTepa IO CooTBETCTBYET

15 TabyneTok BMECTE C MHCTPYKLMEN IO
NPUMMEHEHUIO B KAPTOHHYI [audKy.

HacTosmmM s [ONTBEPXIaKn, YTO NaHHAas Cepusa [NPOTEeCTMpOBaHAa 10 BCEM IOKaszaTessM KadyeCTBa, yKasaHHHM B CHelubmkalmmu
HopMmaTmBHOM JIOKYMEHTAaLMM, B HACTOSIlEee BpeMsa 3aperuCTPUMPOBAHHONM B Poccuiickoit demepalmm.
HacTosmmM [ONTBEPXOAETCH, UYTO Cepus COOTBETCTBYET TPeOOBAHMAM Pa3IeJIOB «YIAKOBKa» M «MapKMpoBKa» creuudrralmum

HopMaTMBHOM NOKYMEHTAaLMM, B HACTOSdIlEe BpeMsa 3aperuCTPUMPOBAHHONM B Poccuiickoit demepalmm.

IlaHHas cepusa ObUla NPOM3BEIeHa B COOTBETCTBUM C HEMCTByOIMMM TpeboBaHMAMM Hamyexamell NPOM3BOICTBEHHOM NPaKTUKM
(cGMP) m cooTBeTCTByeT crneumdmuxkalumsaM COOTBETCTBYKIEIO PerMcTpaluMOHHOTO yHOCTOBepeHMs. CepTudmxaT aHalmza CHabOXeH
BJIEKTPOHHOM IMOINMCBHI, I[IOJIyYeHHOM C IOMOWBI BallMIMPOBAHHON J1aB®opaTOpHOM MHOOPMALMOHHOM CHCTEME.

Pemenne z OIOBPEHO
DllaTa BHIyCKa N 15-moH-2022 08:37
YIIOJIHOMOYEHHOE JIMIIO M dr.Beszteri Bojana
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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 : FV0l6 Customer lot : FV01l6

Date of manufacture: 10-MAY-2022 Expiry date : APR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 27060
Packaging type : PVC - ALU blister Batch Number of API: FV01075,FvV01151,Fv1180
Storage condition : Store below +30°C, store in the original package

Tests Specifications Results
CHARACTERS

- Appearance Round white to creamy- Complies

whitQC.Russia@sanofi.come tablets, 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 %) 351.2 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)
- Bmiodarone 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)
- RAmiodarone hydrochloride 190.0 - 210.0 mg (200 mg +/- 5 %) 197.8 mg
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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 : FVO01l6 Customer lot : FV01l6

Date of manufacture: 10-MAY-2022 Expiry date : APR-2025

Strength : see at the assay

Dosage form : tablet Release gty (packs): 27060

Packaging type : PVC - ALU blister Batch Number of API: FV01075,FvV01151,Fv1180
Storage condition : Store below +30°C, store in the original package

Tests Specifications Results

DISSOLUTION (UV)
Amiodarone hydrochloride

(0=80%) (n=6) within 60 minutes

- Bowl 1 >=85 % 100 %
- Bowl 2 >=85 % 101 %
- Bowl 3 >=85 % 98 %
- Bowl 4 >=85 % 99 %
- Bowl 5 >=85 % 98 %
- Bowl 6 >=85 % 98 %
- 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)-121119

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

- Amiodarone hydrochloride Sanofi Chimie, Route d'Avignon, 30390 Aramon,
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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 : FVO01l6 Customer lot : FV01l6

Date of manufacture: 10-MAY-2022 Expiry date : APR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 27060
Packaging type : PVC - ALU blister Batch Number of API: FV01075,FvV01151,Fv1180
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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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai

u.5.,Hungary

(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhéaz,Lévai

Phone: +36 28 585 600 / Fax:

u.5.,Hungary)

+36 28 585 939

SANOFI .2

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

Import. country Russia

Lot number FVO01l6 Customer lot FV01l6

Date of manufacture: 10-MAY-2022 Expiry date APR-2025
Strength see at the assay

Dosage form tablet Release gty (packs): 27060

PVC - ALU blister Batch Number of API: FV01075,FvV01151,Fv1180

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

Packaging type
Storage condition

.

J

Results

Tests Specifications

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 : 15-JUN-2022 08:37

Qualified person dr.Beszteri Bojéna

.
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