AEKJTAPAIIHMS O COOTBETCTBUHU

AEKJIAPAHT, MPUHUMAOIINAN JEKJIAPALIMIO O COOTBETCTBUMU:

000 "Sicair"

Ceedenwn o pezucmpanuu opeanusayu: Mexcpaiionnas uncnexyun Gedeparsuoi naiozosai cymncdo Ne
46 no 2. Mockse 01,04.2013, OI'PH 1137746283950, dama npuceoenus OIPH: 01.04.2013

Aopec: 117342, 2. Mockaa, ya. Mpogheorosnas, 0. 65, x. 1, smaoic 21, xomn. 5.02,
Teneghon:8(495)580-70-26.

B ruye: Ieneparoustii dupexmop Kononnesa O.5.

Hosepennoe nuyo: Kpavaps A.O. Hosepennocmes: 1172019 om 29.04.2019z.

3ASABIBIET, 9YTO

Aexapcmecnnoe cpedcmeo: Jonezpan ® kancyae 50 Mz 14 wm., Grucmepit (2), nauku KapmoHneie, pee.yo,
Ne JITT-000739 om 29.09.201/ (dama nepeagpopa. PY 25.02.2019), swidanoe Jicaii Fopon Juviumed,
Coeounennoe Koponesemeo, cepus 126931, napmus 17093 ynarosor, 20den oo 31.03.2022,
npoussodemsa Jucat Manygaxuypune Juwvumed, Coedunennoe Kopoaescmeso,

xod OKITI2 21.20.10.233, koo TH B3/ 3004900002, Hozoeop nocmaexu Ne ERL/15-1/1 om 01.04.2015,
uneotic Ne2019-841 om 09.07.2019

COOTBETCTBYET TPEEOBAHHAM
AlI-000739-230219

AEKJIAPALTMS IPHHATA HA OCHOBAHUH
npomokol ucneimanuit Ne 78621 om 16.08.2019 HJT 000 "Leump RORMPOAR Kavecmsa Suonaigh”,

ammecmam axkpedumayuu RA.RU.21LIKO! om 22.07.2015 »., cepmughuram ananuza Sicai
Manygaxyypunz Jluwnonmed om 07.08.2019 2., Cepmughuxam POCC GB.OMOS.C08947 om 16.08.2019

AATA TIPHHATHA NEKJIAPAIIMM: /6.08.2019 o,
gﬁﬁ%ﬁ?ﬁﬂ BUTEJIBHA JO: 31.03.2022 -.
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CBEJIEHUS O PETUCTPALIAU

OPI'AH 11O CEPTUOUKALIAH, 3APEIMCTPH POBABUIHHA JTEKJIAPAIIHIO

Opezan no cepmupurayu npOOYKHLUY

Obwecmea ¢ ozpanuiennoii omeememesentocmuio «OKpyorcHot yenmp cepmudsurauus,
adpec: 620014, POCCHA, Ceepdrosckan obracms, Examepinéypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam arkpedwmarnt Ne RA.RU, 1 1 <bMOS

AEKJIAPALLHSI O COOTBETCTBHE, N2 POCC RU A-GB.®M05.4.37735/19




Jiicait Manyokuypunr Jmmuren  Ten: +44 (0)20 8600 1400
Esponefckuit enrp 3nanui, +44 (01845 676 1400
Mockuro B, Make: +44 (0)20 8600 1401 &

Xardmnn URL www.eisai.co.uk

Xepropanmp AL 9SN human health care

CEPTH®UKAT AHAJIM3A
JlexapeTeennstit npenapar: 3onerpan 50 mr, KaneyJini X 28 RU
Homep maTepnaua: 5000509
Homep cepun: 126931
Cpox roanocrn: 31 mapra 2022
Homep cepun Ganx: 126726
Homep cepun nocrasmuka: we npumennmo
Jara npoussoacrsa: 14 mapra 2019

CrienuduKanus uenbIranmii;

Iokazarens Crneundukauus npn suinycke Pezyabrarn
Onucanue (Bu3yanbHbIl Kancynpt pasmepom 3 ¢ kpbiuteykoii ceporo  [COOTBETCTBYET
KOHTPOJIb) LBeTa H Koprnycom Benoro weeTa ¢

VIOTOTHIOM, HA3BAHHEM [penapara 1
no3uposkoit “ZONEGRAN 507, nanecenunie
MEPHOH Kpacko#; kancybl conepxkar Genuii
HITH CBETJI0-KENTLIH nopowok 6e3 BrauMbIX
MOCTOPOHHHX BRJIKOUCHHH.

Moumnnocrs: BOXX Bpems yaepriuBanus 0cHOBHOIO nuKa Ha COOTBETCTBYET
XPOMATOrpaMMe HCTILITYEMOro pacTBopa
VLO/DIKHO COOTBETCTBOBATL BPEMEHH
YICPAHBAHKA OCHOBHOIO NHKa Ha
XpOMATOrpaMmMe pacTBOpa CTAHAAPTHOrO
o0pasia sonucamua, -
HK-cnexrpockonus (¢ Dypbe- HK-cnekrp ¢ Dypue-npeobpasosannem COOTBETCTBYET
lnpeodpazosanuem) 1OJIYHEHHOTO CYXOro OCTaTKa, CHATHII B
IHCKE ¢ kanua GpoMuaom e obnactu ot 4500
110 500 cM-1 1o noaoKeHnio MakeMMyMoB
NOTNQLIEHHA 10MKEH coOTBeTCTBORBaTL MK-
criexTpy ¢ Dypue-npeobpasosanuem
AHAIOIHYHO NPHIOTOBICHHONO CTAHIAPTHOIO
o0pazua souucamuaa.

PacTropenue (Y- He menee 75 % (Q) uepes 30 munyT.
CIEKTPOCKOMHA)

5000509 - 126931




Dicai Manyoxuypuur Jumuren  Ten: +44 (0)20 8600 1400
Eaponelicunit Llewrp 3nanuii, +44 (0)843 676 1400
Mockuto Bail, Make: +44 (0)20 8600 1401 el

Xarui URL www.cisai.co.uk

Xeprdopauwnp AL10 9SN humaon health care

CEPTH®HKAT AHAJIN3A

MocToporHue npumecu Eannnunas npumecs - e Gonee 0,1 % Eannnunas npuMecs: HHIKE
BOXX OTIPEACIEMOTO
KOJIMuecTBa

Cymma npumeceii - ne 6onee 0,3 % Cymma npumeceii: HHxKe
OIPEAEIAEMOrO
KOJIHYecTBa
OaHOpOAHOCTh eMHHL Cooteercrayer TpeGosannsm Esp. ®apm. 2.9.40 [COOTBETCTBYET
hosnposanus (BAXX) AVio<15.0

Hnu

AVi0< 25,0

H HW OAHOTO 3HAYSHHA HE BLIXOAHT 3a npeacibl (;t
25.0x0,0HM

KonuuecrseHHoe 95 % - 105 % or sassiienHoro coepkanus 96,4 %
ONpPEUECHHE METOLOM BOHHCaMHAA.
BIOXX

Hacrostumum noATsepiaalo, 4o BhilleyKasaHublil NPOAYKT ObUI IPOK3BE/ICH B COOTBETCTBHH C
TpeboBanuamu GMP (Hamnewxauweii [Tpoussoncreennoii lIpakTHKH), YyCTAHOBIEHHBIMU MECCTHBIMH
PETYJISTOPHBIMH OPraHaMH, & TaKXKe B COOTBETCTBMHM CO CHENH(HKALMIMHM, MPEIYCMOTPECHHBLIMHA
PETHCTPALHOHHBIM YI0CTOBEPEHHEM.

Cocranneno:  Muwens MaxkKecenx Yreepiueno:Maprun Kapau
Homwxuocts:  Cotpyanuk otaena kavectsa  Jlo/knocTh:COTPYAHHK OT/€Na KAYeCTRA
[oxnwce: <HOANHCL> [Tonnuck: <IHOANHCE>

Jara: 07 aBrycra 2019 Jara:07 asrycra 2019

Ipoussoaurens Ganka u NpoBeICHHSA AHATH3OB:
Diicalt Manydoxuypunr Jlumures
Esponefickuii Llenp 3uanuii

Mockuro Baii

Xorhunn

Xeprdopmuump AL10 9SN,

Coenunennoe Koposnercrgo

3000509 - 126931




Eisal Manufacturing Limited /éACf

Eurvpean Knowledge Centre Tel: 44 (0)20 8600 1400
Mosquito Way +44 (0)845 676 1400 human health care
Hatfield Fax: +44 (0320 8600 1401
Hertfordshire ALI0 9§N URL  www.eisai.co.uk

CERTIFICATE OF ANALYSIS
Product: Zonegran 50mg Capsules x 28 RU
Material Number:| 5000509
Batch Number: . 126931
Expiry Date: 31/Mar/2022
Bulk Batch Number: = 126726
Vendor Batch Number: ' N/A
Date of Manufacture: . 14/Mar/2019

Test Specification:

Test Release Specification Results

Description by Visual Size 3 capsules with grey cap and
white body with company logo,
preparation name and strength in PASS
figures “ZONEGRAN 50" printed
in black ink, containing white or
almost white powder free from
visible particles.

Identification by: The retention time of the principal
HPLC peak in the chromatogram of the
sample solution must correspond to PASS
the retention time of the principal
peak in the chromatogram of
Zonisamide reference substance
solution,

Fourier transform IR Maxima of absorption bands in
spectroscopy Fourier transform IR (FTIR) PASS
spectrum of obtained dry residue
recorded in potassium bromide disk
within the range between 4500 cm!
and 500cm'should correspond to
those in FTIR spectrum of a
similarly prepared Zonisamide
reference substance

Dissolution by UV NLT 75% (Q) of the declared
Spectroscopy content of Zonisamide after 30 min,

Related Substances by Individual impurity - not more than
HPLC 0.1%

5000509~ 126931




fhe

human health care

Eisai Manufacturing Limited
European Knowledge Centre Tel:  +44 (020 8600 1400
Mosquito Way +44 (01845 676 1400
Hatfield Fax: +44 (0720 8600 1401
Hertfordshire ALLQ 9SN URL www.cisai.couk

CERTIFICATE OF ANALYSIS

Total impurities - not more than Tolal: Below
0.3% Reportable
Level %
Uniformity of Dosage by Complies with Ph.Eur. 2.9.40 PASS
HPLC
Acceptance Value (AV) (n=10) is
=<15.0
Or;
Acceptance Value (AV) (n=30) is
<250
And none is outside (1 + 25.0 x
0.01)M
Assay by HPLC From 95% to 105% of the declared 9.4 %
Zonisamide content,
Microbial Limit Tests as a
non routine test
Total Aerobic Microbial | 1,000 CFU/g MLy
Coiint or this Batch
Total Combined Yeasts and | 100 CruU/g
Moulds Count
Test for Specific Micro-
Organisms
Escherichia coli Absence in 1g

Lhereby certify that the above product has been produced in compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation.

Generated by : Michelle McKessick Approved by : MakTIS CARSN
Job Title : @AAS&O%LL JobTitle : Q B AIs6 CTREE
Signature : Q0G4 Signature : N‘L—ché’j

Date : (1AUG 201G Date : g7 AULL L]

Bulk Manufacturing and Analytical Site:
Eisai Manufacturing Ltd

European Knowledge Centre

Mosquito Way

Hatfield

Hertfordshire AL10 9SN

United Kingdom

5000509- 126931




MHE II/IC‘TEPCTBO 3QPABOOXP1\HEHH}1
; POCCHIICKOM GEAEPALIMHA

Perucrpauummoe yiocroBepenue
nexapcmennom npenapara st MeJHUHHCKOTO ﬂpHMEHeHHﬂ

J ﬂ-090739
(HOMep PEFHCTPALHOHHOIO YIOCTOBEPEHIA JIEKAPCTBEHHOTO npenapaTa)

* = ]
nuemaauae nepmarena (Bnane.raaua) i

ucrpauuouaom YAOCTOBEpeHHs
b pcrbeunom npenapara

Jiicait ’OPOH Tinmnren, Coennuennoe KoponercTso
Eisai Europe Limited

apec Mec-ronaxoncnennﬁ AepKarens
{(B1azeabua) perneTpaunonnoro ynocmnepeﬂun
ﬂexapcraenuoro npenapara

European Knowledge Centre, Mosqmto Way, Hatfield
- Hertfordshire, AL10 9SN, United Kingdom

: ﬂzwa rocynapcmezmon perucTpanuu

; 29.09.2011
nexapnneuuoro npenapara s

: Cpox NeACTBHR PErHCTPAUHOHHOO

Oeccpoyno
YAOCTOBEPEHHNA JIEKAPCTBEHHOr0 npenapara P

aTa BHecenns wamenenmii B PETHCTPALHONHOE
| YAOCTOBEPENHE 1eKAPCTBEHHOTO NpenapaTa

gt
(nara 33MEeHB! PErHCTPALHONHOTO 25.02.2019

AOCTOBEPEHHS TCKAPCTBEHHOrO npenapara)
; Hrdopmauns o 3apeructpipopantom NICKapPCTBEHHOM Npenapare:

Toprunoe HaHMEHOBAHKe 3oHerpan®

~Mew:nynaponnoe HEeNaTEeHTOBAKHOE, HIH
rpynnxponowuoe, HIH XHMHYEeCKoe 30HHCE‘1MHJI
HAHMEHOBANHHE

JlekapeTsennas gopma  Kancynml

Ao3uposka 25 wr, 50 mr, 100 mr

Kﬂﬂ&t’!‘helﬂlmﬂ COCTAB H KO}]HHECTBCHHH* COCTAB )ICRCTB}'IOI]IHX BEIIECTB H KAYECTBEHHbIH coC] IRB
BCHBMOI"STGJTBHNX BEIECTB :

oHUCaMHN 25/50/ 100 mr, Beriomoratensusie Bewectea (Mac/o pacTHTENBHOE THAPOTEHUIHPOBAHHOE, |

/01032 MUKPOKPHCTANAKYECKAS, HATPHS JIay PHIICY Abdar, o6onouka [menaTuH, THTAHA AMOKCHI, -
pracmem, KE/€3a OKCHIL YepHBIi/~, -/-/KpacuTenh KpacHsiil 0uapoBaTeNbHbIi. -/- /Kpacnrenb COJTHEYHBI
3alca:r KENTRIH], qepﬂuna 1014 Teknpunt SW-9008 (mefmax ﬂpOHHHeHFHHKOJ'Eb KaJlust FTHAPONJIOPH,
xpacmem, ;Keneaa OKCHJ1 YepHBIii))

>¢opma nhmyelca (Jekapcraeunan thopma, lr:ancynsr 25 mr (6aucrep) 14 x 1 (nauka kapTonHas);

RO3HPOBKA, MEPBHYHAA YNIAKOBKA, KOJIHYECTBO | Kancyssl, 50 mr (6ancrep) 14 x 2 (natka kapTouuax),

EKAPCTBEHHON HOPMBI B NEPBHYHON | Kancynel, 100 Mr (Gnnm‘ep) 14 x 4/7 (nauxa KapTOHHH.ﬂ
KOBKe, KO.IMYECTBO MEPBHYHON YNAKOBKH B

ny ‘péﬁu’rensckoﬁ ynaKosKe, xomnnexmocrb) S « aﬁﬁﬁ%%
_P__elcnmnrm-uapuamaaaﬁ NOKYMeHTaHY nﬂ~000739-25..02-1 / %
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Crpannua 2 peructpaunoHHoro ynoctoreperus Ne JIIT ~000739

: .

I]poumoac’rnenna:e NJ10WAAKH, YYaCTBYHILLHE B NIpoUecce NPOU3BOICTBA JIEKAPCTBEHHOTO
npenapara, ¢ ykasaHuem craanii npou3sBoACTBa, HA3BAHMIL 1 PaKTHYECKHX ajpecos
‘|MecToHaxoMIeHNS

Hpoussodemeo 2omosoii TEKAPCMBEHHON HopMbl f’iaaa.u Kasaimmma komnanun Difeait Ko.,
; i‘ﬂm Anonnsa / Kawashima Plant of EiSle
(Co., Ltd., Japan

1, Kawashimatakehaya-machi, Kakamigahara, Gifu, 501-6195, Japan

TIpoussodcmeo 2omosoii nekapemeennoi Qopybi =3:1caﬁ Manydakuypunr JTumuren,
|Coenniennoe Koponesctso / Eisai
!Manutacwrmo Limited, United Kingdom

4' EurOpean Knowledge Centre, Mosquito Way, Hatfield, Hertfordshire, AL10 98N, United Kingdom

Hepsuunas ynaxoska g Jiicait Manydakuypunr JTumurern,
= ' Coeannennoe Koponesctso / Eisai
|Manufacturing Limited, United Kingdom

- |European Knowledge Centre, Mosquito Way, Hatfield, Hertfordshire, AL10 9SN, United Kingdom

Bmopuunas/nompebumenscras ynaxosxa i Diicait Manyaxuypunr Jumuten,
\Coennnennoe Koponesctso / Eisai
Manufacturing Limited, United Kingdom

European Knowledge Centre, Mosquito Way, Hatfield, Hertfordshire, AL10 98N, United Kingdom

[pouseooumens (Bunyexaiowgudi KONmMPONs Kavecmea) Oficait Manydakaypunr Jlumuren,
iCoennnentoe KoponescTso / Eisai
| Manufacturing Limited, United Kingdom

. European Knowledge Centre, Mosquito Way, Hatfield, Herlfordshlre, AL10 98N, United Kingdom

- Crarc-cekperaps - 3aMecTHTEID J.B. Kocrennnxos

Munncrpa




