TEKJAPAIIMA O COOTBETCTBUH

JEKJIAPAHT, PHHAMAIOLIMHA JEKJIAPALIMIO 0 COOTBETCTBHH:
Q00 "Siicait"
Ceedenun o pe2ucmpayuy opanusayu: MexcpatiorHas WHCHEKYUR @edepanbrol Ha02060U cayoncGor Ne

46 no 2. Mockee 01.04.2013, OTPH 1137746283950, dama npuceoenus OI'PH: 01.04.2013
Adpec: 117342, 2. Mocksa, ya. IIpogpcorosnas, 9. 65, x. 1, amaxc 21, xomn. 5.02.
Teneghon:8(495)580-70-26.

B nuye: I'enepanvhuill Oupexmop Koronaeea O.b.

Jlosepennoe auyo: Typaes B.P. [losepennocmb. Me 5/2019 om 01.01.2019 2.

3ASIBJBIET, YTO
nexapemeennoe cpedemeo: 3onezpan ® kancyawl 25 me 14 wm., 6aucmepl ( ]), nauxu KaproKKyie, pez.yo.

Ne JITT-000739 om 29.09.2011 (0ama nepeogpopma. PY 02.08.2018), swdano icau FOpon Jlunumeo,
Coedunennoe Koponescmeo, cepus 124867, napmus 9504 ynaxosox, 2oden oo 30.09.2021, npouseodcmea
Diicaii Manygaxuypunz Jluvumed, Coedunennoe Koponeecmgo, xod OKIIA2 21.20.10.233, x0d TH B3/
3004900002, Jozosop nocmasxu Ne ERL/15-1/1 om 01 04.2015, uneotic Ne2018-575 om 14.02.2019

COOTBETCTBYET TPEBOBAHWUSIM
JIIT 000739-290911 usm. Ne 1-4

JNEKJIAPALIMS IIPHHATA HA OCHOBAHHH
npomoxon ucnoimanu Ne 1828 om 05.03.2019 HJT O0OQ "Lenmp koHMpPORA Kaecmea Buonaig",

ammecmam axxpedumayuu RA.RU.211[KO0I om 22.07.2015 2., cepmugpuxam anansa Jucai
Manygpaxuypunz Junwumed om 13.02.2019 2., Cepmugpuxam POCC GB. ®M05.C05567 om 05.03.2019

JIATA MIPHHATUA NEKTAPALLAH: 06.03.2019 2.
JEKJIAPAIMS JEHCTBUTEJBHA J0: 30. 09.2021 .
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Opean no cepmughuxayuu npooyKyun

Obwecmea ¢ 0ZpaHUEHHOU OMEEMCMEERHOCTIbI0 «OKPYHCHOTI Yermp cepmuguxayuu»,
adpee: 620014, POCCHA, Csepdnosckan obracme, ExamepunGype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam akkpeoumayuu Ne RA.RU.11DM0O5
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Sitcaii Manydaxaypunr Jlavuren  Ten: +44 (0)20 8600 1400

Esponefickuit Liowrp 3uani, +44 (0)845 676 1400
Mockuto B3l dake; +44 (0)20 8600 1401 ‘l
Xordmna URL www.cisai.co.uk
Xeprdopaump AL10 98N human health care
CEPTUOUKAT AHAJIM3A

JlexapeTpennniii npenapar: 3oHerpan 25 Mr, KancyJibt X 14 RU
Homep matepuaiaa: 5000508

Homep cepun: 124867

Cpok rojuoctn: 30 cenrabps 2021

Homep cepun Gamk: 123787

Homep cepHu NOCTABIMIHKA: HE TPHMEHHMO

JlaTa npoussoacTea: 17 ceurbpa 2018

CnenuduKranus HCIbITAHHI:

Mokazareib Crenugukanus NpH BhIMYCKE Pe3yabTaThi
Onwucanne (BU3yalbHbIH Karicy/ibi pasmepoM 4 ¢ Kpblleukoh 1 COOTBETCTBYET
KOHTPOJIb) KopmycoM 6enoro, ¢ HaHECECHHBIMHU YCPHEIMA

yepHIIAMY JIOTOTHIIOM KOMITaHHH H
Ha3BAHWEM NPEnapara ¢ HppPOBEIM
VKA3aHHEM J03HPOBKH “ZONEGRAN 257,
copeprauae Genpiii wim Gesbi ¢
bKeTTOBATBIM OTTEHKOM Nopotok 6e3
BHAWMBIX TTOCTOPOHHUX BKJIIOYEHHHA.

MoanunrHOCTE: BOXKX Bpems YACPKHBAHAS OCHOBHOIO MHKa Ha COOTBETCTBYET
xpoma'rorpamme HCTBITYEMOro pacrsopa
MOMKHO COOTBETCTBOBATE BPEMCHH
YACPKUBAHHA OCHOBHOTO NMUKA HA
XPOMATOrPaMME PacTBOPa CTAHAAPTHOrO
obpazuia 30HHCAMHA.

HK-cnextpockonus ¢ @ypee-  [AK-criektp ¢ Dypoe - npeobpasoBaHHeM COOTBETCTBYET
npeolpazoBanuem NoJIy4eHHOro CyX0ro ocTaTka, CHATBIA B
eke ¢ kajna Gpomngom B obaacti or 4500
1o 500 eM™' M0 NONOKESHHIO MAKCHMYMOB
[1OIJICLEeHHS JOJDKEH COOTBETCTBOBATDH HK-
cnextpy ¢ Dypse-npeodpasoraHieM
AHAITOTHYHO I’IPHFOTOBJIEHHOI"O c:'mu.uapruoro
o6pasiia 30HHCaM LA,

Pacrropenue (YP- He menee 75 % (Q) uepes 30 munyT. COOTBETCTBYET
CMEKTPOCKOMHNA)

124867-5000508




Siicait Manydowaypunr Jlumuren  Ten: +44 (0)20 8600 1400

Esponefickuit Lenp Suarni, +d44 (01345 676 1400
Mockwro Bat, axc: +44 (0)20 8600 1401 &
Xardunn URL www.eisai.co.uk
Xeprgopump AL10 98N human health care
CEPTHOUKAT AHAJIM3A
[locTOpOHHAE NPHMECH Eunnuunas npumecs - ve Gonee 0,1 % EauHAYHas NPHMECh: HE
BOAKX onpenenseTcs
Cymma npumeceii - ve 6onee 0,3 % Cymma npumeceit: HE
oTpene/AcTC
OAHOPOJHOCTD CAMHHLL Cootsercreyer TpeGosanuam Esp. ®apm. 2.9.40 COOTBETCTBYET
i AV < 15,0 wn AV< 25,0
BIXX 1 HH OJHOTO 3HAUCHHS HE BHIXOAMT 33 MPEACILI OT
0,75M no 1,25 M
KonuuecTeeHHO® 05 % - 105 % OT 3a4BJICHHOrO CONEPXaHNA 97.8 %
olpe/ie/ieHHe METO/IOM 3OHHCAMMA.
BOWX

HacTosIMM MOJTEEPHkK/IAI0, YTO BRINEYKa3aHHBIH HPOXYKT OBUI TIPOM3BEJIEH B COOTBETCTBHH C
rpeGosanuamu GMP (Haznexameh [IpoussojicTeennol TIpakTHKH), YCTAHOBICHHBIMA MECTHBIMH
PEryJIATOPHBIMH OPTaHaMH, & TAKKE B COOTBETCTBHH CO crenupUKAIUsIMY, TPEIYCMOTPCHHEIMA
PErHCTPALHOHHLIM YAOCTOBEPEHHEM.

Cocrasneno:  Mumens MakKeccrkx Vreepxeno:Kemm Jlorrert
Nomxuocts:  COTPYAHKH OT/€Na Ka4eCTRA JomkHocTh:COTPYIHUK OTAE/A Ka4eCTBa
[Toanuce: <MOJTHCH> [loamuce: <HOJANHCHE>

Jata: 13 derpans 2019 Hara:13 despans 2019

[Ipoussojuresb Ganka u NPOBEICHHSA AHATH30B:

Ditcait Manydoxaypunr JlumuTe)
Esponeiickuii Llentp 3nanuii
MockuTo Boii

Xoardunn

Xeprdopmmup AL10 9SN,
Coenmuernoe KoponescTBo

124867-5000508




Eisai Manufacturing Limited AA&

European Knowledge Centre Tel:  +44 (0)20 BG0O 1400
Mosquito Way +44 (0)R45 676 1400 human health care

Hatfield Fax: +44 (0)20 8600 1401
Hertfordshire AL10 9SN URL www.cisai.couk
CERTIFICATE OF ANALYSIS

Product: Zonegran 25mg Capsules x14 RU
Material Number: 5000508

Batch Number: 124867

Expiry Date: 30/SEP/2021

Bulk Batch Number: 123787

Vendor Batch Number: N/A

Date of Manufacture: 17/SEP/2018

Test Specification:

Test Release Specification Results

Description by Visual Size 4 capsules with white cap and
body with company logo,
preparation name and strength in PASS
figures “2ZONEGRAN 25" printed in
black ink, containing white or
yellowish 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 JE——
reference substance I

Dissolution by UV NLT 75% (Q) in 30 min.
Spectroscopy

124867 - 5000508




Eisal Manufacturing Limited A}(’&
European Knowledge Centre Tel: +44 (0)20 8600 1400

Mosquito Way +44 (0)845 676 1400 human health care
Hatfield Fax: -+44 (0)20 8600 1401
Hertfordshire AL10 98N URL www.eisai.couk

CERTIFICATE OF ANALYSIS

Related Substances by Individual impurity - not more than | Individual: None
HPLC 0.1% Detected %

Total impurities - not more than
0.3% Total: None
Detected %

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
<25.0

And none is outside (1 £ 25,0 x
0.0 M

Assay by HPLC From 95% to 105% of the labelled 978 %
quantity of zonisamide.

1 hereby 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. ‘
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Bulk Manufacturing and Analytical Site:
Eisai Manufacturing Lid

European Knowledge Centre

Mosquito Way

Hatfield

Hertfordshire AL10 9SN

United Kingdom
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