Ceprudukar cepun

SANOFI \7

CHINOIN Pharmaceutical and Chemical Works Private

Co.Ltd.

Hungary
TenedoH:

+36 28 585 600 / dakc:

a Sanofi company
Veresegyhdz site - 2112 Veresegyhaz,

Lévai u.5.,

+36 28 585 939

Kon mpogyxTa

Onmcanme nNpoRyKTEH

CrpaHa-uMMIoOpTep
Homep cepumn

JaTa nNpomM3BOOCTBA

JosupoBKa
JlexapcTBeHHasa GopMma
Tun ynakoBKU

GMID

VER_740179
KopaapoH 200 mr Tabnetku 30X

Poccusa
DVO030 HoMep cepum mNnokynaTesns DVO030
22-CEHT-2020 IlaTa mMcTedeHHUs CpoKa ABT'-2023

TOOHOCTHU
CMm. B «KojmdecTBeHHOE ONpenejieHMre»
TabjeTKNn
IIBX-aJlloMMHUM OJIncTep

740179

HNCIIBITAHUA

CNELN®UKALIAN

PE3YJIbTATBI

XAPAKTEPUCTUKN

Onmucanme

- CpenHasa Mmacca

- OHHOpOﬂHOCTb 1o Macce

- TecT Ha JMHMIO pasjioMa

HNopgnmuHOCTE (B3XK)
- AMMOIapoHa I'MIPOXJIOPUI

KosmmuecTBeHHOe ompegeneHme (B3IXX)
- AMmomapoHa I'MAPOXJIOPUI

PacTBOopeHme (V@)
AMyomapoHa I'MIPOXJIOPUI

(0=80 %)

MMUHYT

(n=6) uepes 60

Yamka 1
Yamka 2
Yamka 3
Yamka 4
Yamka 5

Yamka 6

Kpyrsele TabneTrku oT Besioro mo 6eyoro C
KpeMOBAaTEIM OTTEHKOM LiBeTa C JIVHUEN
pasjioMa C OIHOM CTOPOHH M C Qackou c
OBYX CTOPOH. lJMeeTcsa T'PaBUPOBKA:
CMMBOJI B BUIE cCepOua Han JIMHUEN
pazsoma 1 200 mom JmMHMEM pasjioMa U
CKOC OT KpaeB K JIMHMU PasjioMa.

Or 332,5 - 367,5 Mr (350 mMr = 5 %)
CpenHsis Macca + 5 %, paspelleHO He
6ojsiee uem 2 Tabmerku u3 20, cpedHasa
Macca KOTOPHIX OyIeT OTKJIOHSATbCS Ha *
10% (EBp.®apm., / PO TI'®)

CooTBEeTCTBYET

BpeM,q YOEPXMBAHMA OCHOBHOTI'O IIMKa Ha
XpoMaToIrpaMMe MCIBITYeEMOI'O pacTBOpa
AOOJIXHO COOTBETCTBOBATE BPEMEHU
YOEPXVMBaAaHMA OCHOBHOI'O IIMKa Ha
XpoMaTorpaMMe CTaHOAPTHOTO pacTBOpa

aMMromapoHa I'mMipoxJjiopuna .

Or 190,0 mo 210,0 Mr (200 Mmr £ 5 %)

He menee 85 %
He menee 85 %
He meHee 85 %
He menee 85 %
He meHee 85 %

He meHee 85 %

COOTBETCTBYET

354.3 Mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

201.9 mr
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Ceprudukar cepun

SANOFI .2

CHINOIN Pharmaceutical and Chemical Works Private

Co.Ltd. - a Sanofi company
Veresegyhédz site - 2112 Veresegyhaz, Lévai u.5.,
Hungary

Tenedpon: +36 28 585 600 / daxc: +36 28 585 939

Koxm npogmyxTa : VER_740179
Onmcanme NPORYKTH : KoppapoH 200 mr Tabnetku 30X
CrpaHa-uMnopTep : Poccusa
Homep cepum : DVO030 HoMep cepum mNnokynaTesns : DV030
HaTta npomsBOACTBa : 22-CEHT-2020 IaTa mcredeHus Cpoka :  ABI'-2023
TOOHOCTHM
HosupoBka : Cm. B «KojmmuecTBeHHOE ONpenejieHre»
JlexapcTBeHHasa GopMma H TabjeTKNn
Tun ynaxkoBKMU : IIBX-aJlloMMHUM OJIncTep
GMID : 740179
- CTAIVA 2: CpenHee 3HaueHMe mis 12 TabiaeTox HE MIPOBOIMIIOCH
IOOJIXKHO OHITH He MeHee udeM 80 % uepes 60
MMHYT, M HM OIHOM TabJIeTKM CO
3HadYeHMEM MeHee ueM 65 %.
- CTAIVS 3: CpenHee 3HaueHue nys 24 TabiaeTokx HE TIPOBOOMJIOCH

o

IOOJIXKHO OHITBH He MeHee ueM 80 $ uepes 60
MMHYT, He Oojiee 2 TabJIeTOK MOT'YT MMETH
o

3HaUEeHVe MeHee uYeM 65 $ M HM NS OIHOM
TaBJIeTKM HE MOXEeT OHThH 3HAUEHMS MeHee

ueMm 55 %.
OOINOJIHUTEJIbHASL MHSOPMALINA
Mukpobuosornueckas umcrora (EBp.dapwm)*
-Obmee KOJIMYECTBO a’3POOHEIX MMKPOOPTAaHUS3MOB, <=100
KOE/r
-Ofmee KOJMUECTBO OPOXKEBEIX M IJIECHEBHX <=10
rpucos, KOE/T
-E.Coli ,1 r OTCyTCTBYIOT

* JonoJIHUTeJIb HEle TECTMPOBAHMA HEe INPOBOOMJIMCE B XOoIOe pyTVIHHO!\/‘I MHCIeKuMM, He NPpOBOIOMIIMCH Ha IIaHHOM cepun (HPOBOJJT/ITCH Ha

raxnoi 10-31 cepwm, HO He pexe, UYeM Ha 1 cepuu B Iox)

Cceulka Ha HoMep PY EA3C, 3apermMcTPMPOBAHHOTO JITI-N (000016) - (PT-RU)
B PO:

A%M, MCHNONBLBOBAHHHI B NPOMBBOLCTEE

Hammenosanue npomseoamuTesia AOU

—-AMMOIapoHa TUIPOXIIOPWE Canodm llmvu, Pyt n’ABmHbBOH, 30390 ApMoH, ®paHLMSA

YrnakoBKa U MapKMPOBKA: B coorBercTBMM Cc HI

JaHHasa cepuda oTBedaeT Tpe@OBaHMHM HOpMaTVIBHOﬁ OOKYyMeHTaumm, BapeFVICTpMPOBaHHOM B Poccuiickon @enepaum:{%q
O

nokasaTeJsIdM KadecTBa. @

// “\‘V
[ /S

IaHHas cepusa ObUla NPOMB3BEIEeHa B COOTBETCTBUM C HEeMCTByoOIMMM TpeboBaHMaMM Hanmyexamed -
npakTuky (cGMP) m cooTBeTCTByeT crHeuudrralMsaM COOTBETCTBYKIEI'O PernMcTpauMoOHHOTO yHOCTO‘

aHaymsBa CHabXeH SJIEKTPOHHOM IMOANMCHIO, I[OJIYYEeHHOM C I[IOMOUbI BaJIMOMPOBAHHOM naéopaTopP@
CUCTEME . ¢
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Ceprudukar cepun

SANOFI 7

CHINOIN Pharmaceutical and Chemical Works Private
Co.Ltd. - a Sanofi company
Veresegyhédz site - 2112 Veresegyhaz, Lévai u.5.,

Hungary

Tenedpon: +36 28 585 600 / daxc: +36 28 585 939

Kon mpogyxTa

Onmcanme nNpoRyKTEH

CrpaHa-uMMIoOpTep
Homep cepumn

JaTa nNpomM3BOOCTBA

JosupoBKa
JlexapcTBeHHasa GopMma
Tun ynakoBKU

GMID

VER_740179
KopaapoH 200 mr Tabnetku 30X

Poccusa
DVO030 HoMep cepum mNnokynaTesns : DV030
22-CEHT-2020 IlaTa mMcTedeHHUs CpoKa : ABI'-2023

TOOHOCTHM
CMm. B «KojmdecTBeHHOE ONpenejieHMre»
TabeTKN
IIBX-aJlloMMHUM OJIncTep

740179

PeﬂﬂﬂﬂﬂbyHOHHODﬂPHﬂHHOFO.HHHa

PemeHnne
HOaTa Brnycka (UTC +1)

YIOJIHOMOYEHHOEe JIMIIO

OIOOBPEHO
13-0OKT-2020 13:43

Dr. Solti Monika Maria
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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 740179

Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : DV030 Customer lot no. : DV0O30
Date of manufacture: 22-SEP-2020 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 740179

CHARACTERS

- Appearance Complies

- Average mass 354.3 mg

- Uniformity of mass Complies

- Break line test Complies

IDENTIFICATION (HPLC)

- Bmiodarone hydrochloride Complies

ASSAY (HPLC)

- Amiodarone hydrochloride 201.9 mg
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary

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

Item code VER 740179

Product name : CORDARONE 200 mg tablets 30x

Import. country Russia

Lot number DV030 Customer lot no. DV0O30

Date of manufacture: 22-SEP-2020 Expiry date AUG-2023

Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

GMID code 740179

DISSOLUTION (UV)

Amiodarone hydrochloride

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

- Bowl 1 100 %

- Bowl 2 101 %

- Bowl 3 98 %

- Bowl 4 98 %

- Bowl 5 102 %

- Bowl 6 98 %

- 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 = batch

(for every 10th lot but at least for 1 1d

The reference number of Market

Authorization registered in Russia:

API used for production

Manufacturer's name of API

- Amiodarone hydrochloride imon, France

rap_coa_resultats v5




BATCH CERTIFICATE
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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 740179

Product name : CORDARONE 200 mg tablets 30x

Import. country : Russia

Lot number : DV030 Customer lot no. : DV030
Date of manufacture: 22-SEP-2020 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 740179

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 : 13-0CT-2020 13:43
Qualified person: dr. Solti Ménika Maria
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