JAEKJIAPAIINSA O COOTBETCTBUHA

JEKJAPAHT, MPHHHMAIONIHN JEKJAPAIIAIO O COOTBETCTBHH:
AO "Canogpu Poccun"

Ceedeniig 0 pecucnpayuu opzanuzaytin: Mexcpationnas uncnexyua Pedepatonolt nato2oeoit cIyxicov Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mocxea, 1. Teepckas, 9. 22. Teaeghor/thaxc: 8 (495) 721-14-00/721-14-11

B muje: Ienepanvwotii orpexnmop Mowxc O.A.

Hocepennoe mnjo: Kysneyosa H.FO Jlosepennocme: 6/n om 20.08.2019

3AABJAET, YTO

Aexapcimeenroe cpedcmeo; Kopoapou® mabnemxu 200 vz 10 utm., aucmepur (3), navxn Kapnionnsie,
pec.yo. Ne IT NO14833/02 om 27.01.2009 (dama 3amenwnt PY 02.02.2018), ewriéano CAHOPH-ABEHTHC
PPAHC, cepun CVO34, napmus 16200 ynaxosox, 20der do 31.07.2022, npoussodcmea Xurnoun 3a600
Qapsayesmuveckux u Xumneckux npodyxmoe 340/ Chinoin Pharmaceutical and Chemical Works
Private Co Ltd., 2112 Veresegyhaz, Levai u. 5, Hungary, Benepua, xod OKII[J2 21.20.10.141, ko0 TH
B3] 3004900002, xounipaxm Ne250/40056192/F-2 om 20.10.2010, uxeoitc Me9085347185 om 17.09.2019
2.

COOTBETCTBYET TPEBOBAHHAM
17 N014833/02-270109 uzm. Ne 1-4

JEKJAPATTHA NPHHATA HA OCHOBAHHH

npomoxon ucrvinianiii Ne 91837 om 23.09.2019 HIT 000 "Llenmp xonnpons kavecmesa buoaaigdh”,
anumecmam axxpedumauu RA.RU.21I[K0I om 22.07.2015 2., cepmugpuxam ananiza Xunoun 3acoo
Qapyarjesmueckux u Xustuvecxkux npodyxmos 340 om 04.09.2019 2., Cepmugnivam POCC
HU.QMO5.C09692 om 24.09.2019

JATA IPHHATHAS JEKJAPAITAH: 25.09.2019 2.
TEKJAPATIAA ,I[EH_CTBHTEJIBHA JI0: 31.07.2022 2.

&
ﬁ MIT. Kysnenosa .10
Y sexagpasim ‘ %iénhuce ®H.O

CBEJAEHMUS O PETUMCTPALIMHA

OPrAH I10 CEPTH®HKAIIHH, 3APETHCTPHPOBABIIHHA JEK/IAPATIHIO

Opzan no cepmugbuxayuti npodvkyuu

Obgecmea ¢ ozpaniyenroil 0meemcnieeHHocmvio « OKPYICHON yermp cepmuguxaiiiny,
adpec: 620014, POCCHA, Ceepdrosckan obaacnm, Examepunbype, Xoxpakoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmanm axxpedumaijui Ne RA.RU.11PMOS5

Ungepnra A.A.

PyxoBoauTens oprana Ino
cepTHOHKAIHE OPOAYKIHH




Ceprudukar anaiuza /
AHANHTHYECKHH MACNOPT CEPHH

SANOFI| .2

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company

Veresegyhéz site - 2112

Veresegyhdz, Lévai
u.5., Hungary

TenedoH :
/ ®akc: +36 28 585 939

+36 28 585 600

Kom npoayxTa H

Cmcarme TPOAYKT L

Homep cepun

AaTa npov3soOcTEa H

NlexapcTeeHHaA bopMa &
Tun ynakopks ]

Ho3sMpoBKa

Koo ceprudmkaTa aHanula :

VER_17893

Kopaapou 200 mr rabneTkm 30X Kon GMID i 2EL4ES

CVD34 Homep cepuu ;. CV034

21-ABT-2019 [aTa MCTEUeHMA Cpexa : MQI-2022
roOHOCTH

TabneTkn

NBX -anoMmuuit GnMcTep

CM, pPe3YNeTAT OMpeneneHus CTpaHa nponaxu :  PoocuA

KONKYEeCTEeHHOTD COOSDKaHHUA

TabneTKy

HCHBITAHUA

CIHEIHPHKAINHU

PE3YJBbTATbBI

XAPAKTE PUCTHKMN

- Cpexnuss Macca
OOHOPOOHOCTL MO Macce

- Tect Ha nuHur pasnouda (fenumocrs)

NopgnunuocTs {BIXKK)
- AMMORAPOHA FMOPOXNOpKMO

KonuuaecTeenHoa onpagenatmae (B3XX)
- AMMOZapoHa PHMIOPOXNopHO
Pacreopania {(¥Yd)

AMWMOJ3POHA PMAPOXIODUMA

(Q=80 %)
MUHY'T

[n=6) uepes 60

Yawxa
Yawka
Yawxa
Yatka

Yawa

L T T S R X

Yawxa

Kpyraee Tatbnerky or Genoroc no Genocro ©  COOTBETCTBYET
KDeMOBATEM OTTEHKOM UBETa C JIMHMel

pa3noMa M TPaBMPOBKOM1 CMMBON B BUOe

cepnua ¥ 200 C OOHO#t CTOPOHMH.

Or 332,5 - 367,5 Mr (350 MP t 5 %) 349.3 mp
CpenHAR Macca + 5 %, paspemieHO He

Sonee ueMm 2 TaOMETKH M3 20, CpekHAR SO v
MacCa KOTOPHX OyIeT OTKAOHATLCA HA +

10% (EBp.d0apux)

i LR COOTBETCTBYET
CoOTBETCTEYET COQTBETCTBYET
Or 190,0 mo 210,0 mp (200 Mr + 5 %) 197.1 wr

He menee 85 % 97 ¥

He meHee 85 % 93 %

He mexee 85 % 90 ¥

He meHee 85 % 95 %

He meHee 85 % 94 %

He MeHee B85 % 93 %
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Ceprudukar anannsa /

AHaauTHYeCKHH MacnopT cepHu S A N O F | J

CHINOIN Pharmaceutical
and Chemical Works
Private Co.Ltd.

- a Sanofi company
Veresegyhdz site - 2112
Veresegyhdz, Lévai
u.5., Hungary

TenedoH: +36 2B 58S 600
/ ®akc: +36 28 585 9539

Koa mpoayxra + VER_17893
Omicanne NPOAYKTH ; Kopaapox 200 mr vaGneTku 30X Kon GMID 1 261465
Homep cepnu b CV034 Homep cepuu : CV034
Jlarta nMpov=eonCTBa H 21-ABr-2019 HaTa MoTedeHHA cpokxa ¢ HiN-2022
DOOHOETH
JlekapcTBenHaA dopma r Tadnerkn
Tun ymakoBKKW T MBX-amospibnit GmucTep
IO3HMPOBKE 1 CM. PeaynsTAT ONpeOeneHus CrpaHa npooaxu :  Poccour
KONMUUECTBEHHOTO COOepXaHvua
Ken cepruguxarTa aHanuza ] Tadnerkn
- CTAIMA 2: CpenHee anadenue anAa 12 radnerox 93 90 97 95 94 96 %
IOEXHO OHTE He MeHee ueM BOD % Hepes 60
MUHYT, M HH ONHON TaOneTKH o
3HayeHnem seHee Jyem 65 ¥,
- CTAOMA 3: Cpenree 3HayeHHe ONA 24 TaGAeTOK HE TNPOBOIWIOCE

HAOIXHO OblTh He MeHee ueM 80 ¥ udeped &0
MUHYT, He Goee 2 TabneTok MODYT MMEeTh
3HayeHue MeHee dyeM 65 ¥ M HU Ons
ORHOM TaOJeTKM He MOXKeT ONTh SHAUSHUS
MeHee ueM 55 ¥.

HCOETaHMA HA MMKPOOMONOPMUECKYR UMCTOTY COOTBETCTBYOT HopMam EBp. dapm. (xaxgas 100 cepua, HO He MeHee 1
MCNEITaHWA B TeUeHMe Toma). 3Ta cepuA Obla NPOMBBENeHAa B NOJHOM COOTBETCTBMM C TPeOOBAHMAMH CGMP M
TpeOOBaHMHMM COOTBETCTBYLNEr: PErMCTPAUMOHHOTY YVAOCTOBRERPEHMA.

3ror cepTudmkarT aHanuMsa OwUl NMONMMCAH PIEKTPOHHEM CRNoco8oM C HMCNONB3OBaHUeM LIMS.

l%ﬂﬂeHHelH)KaquTBy

Craryc BMOyCKa OOOBPEHD
Jara eumnycxa (UTC +1) 04-CEH-2019 11:01
Moanucano YNONMHOMONGHHMM JIMUOM dr.Solti Monika Maria — YnonHoMoueHHOE JMLO

rap_coa_resultats vS Crpanupa 2 m3 2




BATCH CERTIFICATE

SANOFI «p

CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd.
= a Sanofi company

veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

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

Itam coda : VER 17883
Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : CVO34q Customer lot no. : Cv034
Date of manufacture: Z1-AUG-2019 Expiry date : JUL-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 28l465
CHARACTERS ; £
- Appearance «Rﬂund white t.o rrqmy*whi.te r_ahlata, i Complies
Hit.h a :cou 1ine on one side and bevel
1:5!15 both - ;g.q;lp_'.-o_._ _$nqrqwiug: heart symbol
‘abgve the score line and 200 umer'the
mnre li.run nrld mwlld adges tgwa,r:la I:I:Le
- Average mass 332,5 =~ 367.5 mg (350 mg4/e 5 8 49,3 mg
- Uniformity of mass Rverage mass +/- 5 %; !rcn 21) t.ablct: = - Complies
a discrepancy of ﬂve:'ag'e mass +.-"- T
:Ls pe.;'pd.“l:t!d at not more than _
two. Luj:ueta {Eh Eu+m.1‘h+: ;

- Break line test cn@plj.fs i R i1 Complies

IDENTIFICATION (HFLC)

= Amicdarone hydrochloride r oo Complies
chrmtngra! bf test soluti.-:n sbﬂh
comply with retﬂntim tim df mjorv peak
An chrpnnqqrau of t&ftram:e éalutian at
&nladn‘rﬁm h?droehlaridm

= Amicdarone hydrochloride A90.0 = 2100 n@rznﬂmg -H":E k} Gi 197.1 mg
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BATCH CERTIFICATE

SANOFI v s

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

Veresegyhdz site - 2112 Veresegyhéz, Lévai u.%., Hungary

Phone: +36 28 5B5 600 / Fax: +36 28 585 939

Item code : VER 17893

Product name : CORDARONE 200 mg tablets 30X

Import. country : Russia

Lot number : Ccv034 Customer lot no. : Cvo34
Date of manufacture: 21-AUG-2019 Expiry date : JUL-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 261465

DISSOLUTION (UV)
Amicdarone hydrochloride

(Q=80%) (n=6) within 60 minutes : e i ol S
>=85 & ' iges a7

- Bowl 1 ¥

- Bowl 2 ST N st LS BT 93 %

- Bowl 3 S R LS Sl g g

- Bowl 4 >e85% e 95 @

- Bowl 5 >#B5 B e g

- Bowl 6 sagsipi e e 93 e

- Stage 2 Aveugv& of 12 ‘tabs iz not J.Iss than ﬂﬂ §-93 90 97 95 94 96 %
_uithm 60 min., ‘and no tab 1: lgss Ehan
.&5%.

- Stage 3 mmrlge n°f 24 tahs iz not Lua sl NR

than BO% 1wi.tl:til'll 60 niu., not mare than 2
units axe lesa tlum 55%, aﬁd. m -r,aa;
is less than 558, :

vt ik = e s
e - s -

Hicrebislegical purity tests comply to the Ph.Bur. requirements (test is performed for every 100th lot but at
least for 1 lot/fyear).

This batch has been manufactured in compliance with the cGMP reguirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

: . QP decision i b
Decision : FELSZABADITVE / ACCEPTED
Date : 04-SEP-2019 11:01
Qualified person: dr. Solti Ménika Miria
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