NEKJIAPAIIASI O COOTBETCTBUH

NTEKJAPAHT, IPHHIMAIOIIHA JEKJTAPAIIAIO O COOTBETCTBHU

AO "Canogu Poccun”

3apezucmpuposano | Meacpationnan urcnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocksa, ya. Teepckas, 0. 22. Tenegpon.8 (495) 721-14-00

| B auye: lenepanvuvii dupexmop Aoaman H.B.

| Hoeepennoe nuyo: Knoxosa FO.C., dosepennocme 6/ om 01.12.2017

3ASIBJDIET, UTO
| rexapcmeenroe cpedcmeo: Kopoapon, mabnemxu 200 m2 10 wm., ynaxoexu ayeiixogvie KonmypHue (3), nawxku
xapmonnvie, PY Ne IT NO14833/02 om 27.01.2009 (dama samenwr 02.02.2018) gsvioano CAHO®H-ABEHTHC
DPAHC, cepus AV040, napmun 81814 ynaxoeox, 200en oo 01.08.2021, npouseodocmea Xunoun 3aso0
Qapmayesmuyecxkux u Xumuueckux npodyxmos 340, Benzpun, Chinoin Pharmaceutical and Chemical Works
Private Co Ltd., 2112 Veresegyhaz, Levai u. 5, Hungary, xod OKIT[I2 21.20.10.141, koo TH B3J 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085305564 om 11.09.2018

COOTBETCTBYET TPEEOBAHUAM

1T N014833/02-270109 (HI 42-6629-07 usm. Ne 1-3)

JEKJTAPAITHSA IIPHHATA HA OCHOBAHHM :

npomoron ucnvimanuii Ne 2680 0 om 17.09.2018 HJI OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 BJI40, Cepmughuxam POCC HU.®M08.C22950 om 17.09.2018

Knoxoza 10.C.
OUO0

CBEJEHUS O PETHCTPATININ

{O AH IIQO CEPTHO®HKAIUU, 3APETUCTPRPOBABINIH JEKJIAPAITHIO

RAIRU. 11 OMO08 OPI4H IO CEPTHOHKAIIHH ITPOIVKI[HH OBI{ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LEHTP KOHTPOJII KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yr. Macmepxoaa, 0, 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepprugpurayuu: 115280, POCCHA, 2oped Mockea, yn. Macmepxosa, 9. 4, am. 5., men.:(495)788-02-88, geb-
cailm: oyrx.pg.

2 «OxpArov: ﬁ .
B S| L jauth KoRTRONR s P R -
Lo KAECTERY %‘/ JHupenxo H.B.

noankcy - PyxoBogurens OC




SANOFI

XuHouH 3aBoy PapManeBTHYECKHX H
Xumuueckux [Ipoaykros 3A0, Beurpus
2112, Veresegyhaz, Levai u. 5, Hungary

Cepusn:

CEPTHO®HKAT AHAJIN3A

Kopaapon®, Tabaerkn 200 mr 6ncrepsr 10 N 3

AV040

[Mpomseenen: 21/08/2018

Tozen no:

08/2021

HJI ITNO14833/02-270109

HOKA3ATEJH HOPMbI PE3VJIBTATHI
Onucanne Kpyrabie Tabaetkn ot 6exoro a0 6eN0ro ¢ KpeMoBaTLIM CooTtseTcTBYET
OTTEHKOM 1[BeTa C JIMHHeH pazioMa ¢ OHOH CTOPOHB M ¢

dbackoii ¢ 1ByX cTopoH. UMeeTcs rpaBUpOBKa: CUMBOJ B BUIE
cepaua Hajl IHHUEH pasioma u 200 noa nuHMedi paznoma i ckoc
OT Kpa€s K JMHUH paznoMa.*
HoanuHHoCT Rt (o6pazua) = Rt (ctaHpapra). COOTBETCTBYET
CpenHsas Macca Ot 332,5 no 367,5 mr. 351,6 mr
OTKIIOHEHNE OT 18/20 rabnerok — He Gonee % 5%, CooTBeTCTRYET
cpeaHeil Maccul 2/20 Tabnerok — He Gonee = 10%. CoorsercTByeT
JenumocTr Bee TabneTKu 105DKHB Pa3AeNTUTHCS BAOIb JHHUH Pa3ioMa. Cootserctayer
Pacnianaemocts He Gonee 15 mun. 8 MuH.
Pacrsopenye Yepes 60 My B pacTROp n0KHO nepeiith He mMeree 80% (Q) CooTteTCTBYET
aMMOZIapoHa ’HAPOXAOPUAA.
HNocTopoHHue B.D.I.- ne Gonee 0,8%; CoorsercTBYeET
npumecu** LB 33020 - He 6onee 0,2%; Coorsercreyer
L6355- ne Gonee 0,2%; CooteercTeyeT
BMI- ne 6onee 0,2%; Cooreercreyer
mobol HenaeHTHHULIEPOBAHHOH NpuMecH - He Gonee 0,2%; CooTpeTcTRYET
CyMMa BceX npumecedi - te Oonee 1,2%. CooreercrByeT
Muxkpobuonornueckas | Mamenenne Ne 3, kareropus 3A. CooTtBeTcTBYET
urcrora**
Konuuecteennoe Or 190,0 mo 210,0 mr amuomapoHa ruaApOXJIOpPHAA B OJIHOM 199,0 mr
ornpefeneHye tabnerke.

* — B onucaBuu B coorserctBud ¢ TpeboeanusmMu HCKJIC npuseneno Hanuuwie ¢ackv W ckoca,
OTCYTCTBYIOLIEE B cepTH(iKaTe aHanM3a.

** - noxasatesb BBEAEH B coOTBeTCTBHM ¢ Tpebomanusmu HCKJIC, ¢upma rapaHTupyeT KauecTBO
Iperapara 1no 3ToOMy Nokazateno.

YkazanHas CeprA NPOM3BEEHa B COOTBETCTBHH C AEHCTRYIOIMMH TPeGOBAHHAMH PETHCTPALMOHHOTO J0ChE
H NpaBHIaMH HaJleskawen PaKTHKY NPOU3BO/ICTRA JIeKapeTBeHHBIX cpeacTe (GMP).

Kakue-iMb0 3HAUMMBIC MJIH  KPHTMYECKHE OTKIOHEHMS OT DeIVIAMEHTHPOBAHHBLIX IIAPAMETPOB HE
3aperuCTPHPOBAHBI.

Pewenne: Brinymen 05/08/2018 Vnonnomouennoe nuio: dr. Solti Monika Maria

AQ «Canocu Poccray
Adpec: 125000 Mocksa, yn Teepcwan, 22, Ten: (485) 721-1400. dGake: (495) 7211411, www sanofi ru



BATCH CERTIFICATE

CHINQIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

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

Phone: +36 28 585 600 / Fax: +36 28 585 0935

F

Item code : VER 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : AV(O40 Customer lot no. : AV040
Date of manufacture: 21-ADG-2018 Expiry date : AUG-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code 261465

CHARACTERS

- Appearance Complies

- Average mass 351.6 mg

- Unifermity of mass Complies

- Break line test Ceomplies

- Disintegration time 8 min

IDENTIFICATION {HPLC)

- Amicdarocone hydrochloride Complies

ASSAY (HPLC)

- mmicdarcne hydrochloride 195.0 mg
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhéz site - 2112 Veresegyhée, Lévai u.5., Hungary

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

Item code : VER 17883

Product name : CORDARONE 200 mg tablets 30X

Impert. country ! Russia

Lot number : AV040 Customer lot no. i AV040
Date of manufacture: 21-AUG-2018 Expiry date : AUG-2021
Strength : see at the assay

Desage form tablet

Packaging type : PVC - ALU blister

GMID code : 261465

DISSOLUTION (UV)
Amiodarone hydrochloride

{Q=80%) (n=6} within 60 minutes
- Bowl
- Bowl
~ Bowl
- Bowl

- Bowl

[o2 ML % Y U UL B N T Y

- Bowl

- Stage 2

- Stage 3

#

Microbioclogical purity tests comply to the Ph.Eur. requirements (every 100th lot, but at least 1 per year).

This batch has been manufactured in compliance with the ¢GMP 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 : o 05~8EP-2018 15:28
Qualified person: dr. Solti Mdénika Maria
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