JEKJAPALIUA O COOTBETCTBUH

JEKJIAPAHT, IPHBMMAIONIHA JEKJIAPAIMIO O COOTBETCTBHH:

000 "Dicai”

Ceedenun o pezucmpayuu opeanusayuu: Mexcpaiionnan unchexyus dedepanvioi #anozoeoi cayxcbo Ne
46 no 2. Mockee 01.04.2013, OT'PH 1137746283950, dama npucsoenus OI'PH: 01.04.2013

Adpec: 117342, 2. Mocxea, yn. llpachcorosnas, d. 65, x. 1, smadic 21, komn, 5.02.
Tenegpon:8(495)580-70-26.

B auye: enepanenuiii Oupexmop Kononaesa Q5.

Hosepernoe nuyo: Typaee B.P. Josepennocme: Ne 52019 om 01.01.2019 2.

SAABJSIET, YTO

nexapcmaennoe cpedcmeo: 3onezpan ® xancyner 100 me 14 wm., 6rucmepu (4), nauku kapmonnute,
pez.yo. Ne JII-000739 om 29.09.2011 (dama nepeogpopmn. PY 02.08.2018), ewdano iicaii FOpon
JTumumed, Coedunennoe Koponescmeo, cepus 124862, napmus 8532 ynaxosox, 200en do 30.09.2021,
npouseoocmea Jiicai Manygaruypunz JTumumed, Coedunennoe Koponescmeo,

k00 OKIIZ2 21.20.10.233, koo TH B3] 3004900002, Jlozosop nocmasiku Ne ERL/15-1/1 om 01.04.2015,
unsovic Ne2018-575 om 14.02.2019

COOTBETCTBYET TPEBOBAHUAM
JIIT 000739-29091 1 usm. Ne ]-4

AEKJIAPATIMS IIPUHSITA HA OCHOBAHUH

npomoxon ucneimanui Ne 1830 om 05.03.2019 HIT OO0 "Lenmp xoumpons kavecmea Buonaiigh”,
ammecmam axkpedumayuu RA.RU.21L[K0! om 22.07.2015 2., cepmughuxam ananusa Siicail
Marygaxuypune JTumumed om 11.02.2019 2., Cepmugpuxam POCC GB.®@MO5.C05569 om 05.03.2019

JATA IIPUHATHS QEKJIAPAIIAR: 06.03.2019 2.
Wﬂ&ﬂEHCTBﬂTE.}ILHA A0: 30.09.2021 e.

\\\'!
+ o
o
gﬁf *,
“

= B st
o) " :
- : 3 E '! / o
2\ G WRisai N e 4 Typaes B.P.
Wy e fo 5 noaucs OHO
ﬁw{"a TR e
r-h ;, Tt ..q-gﬁ?-
mgri\rﬁ’}g(‘

CBEJIEHUS O PETHCTPALIIHA

OFT'AH I10 CEPTHO®HKAIIUH, 3APETHCTPHPOBABIINN JIEKJIAPALIAIO
Opzan no cepmugbuxayuu npodyxyun
Obwecmesa ¢ 0zpanuierHol omeemcmseHHocmbio «OKPYsCHOT yenmp cepmughuxayuus,

adpec: 620014, POCCHA, Ceepdnoscras obnacmy, Examepunbypez, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaruu Ne RA.RU.11®OMOS

AEKJAPAITHSI O COOTBETCTBUM M BQCC RU J-GB.®dM05.A.18907/19
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Difcait Manydokuyprur Jinmuren
Esponeiickuii Liewrp 3nanmid, +44 (0)845 676 1400

Ten: +44 (0)20 8600 1400

Mockuro Bai, dake: +44 (0)20 8600 1401 A/Lb

Xordunz URL www.cisal.co.uk

Xepropawnp AL10 9SN

CEPTUOHKAT AHAJIM3A

Jlexapersennsiii npenapat: 3onerpan 100 mr, kancyasl x 56 RU

Homep matepuana: 5000511

Homep cepun: 124862

Cpoxk ropunocrn: 30 cenrabpa 2021

Homep cepun Ganx: 124007

Homcp CCPHH NOCTABINHKA: HE IPHMCHHMO

Hdata nponssopcrsa: 17 cenrsiOps 2018

Crnenupukanus McnbIraHuii:

human health care

Hoxazarens

CrennduKana NpH BeIMyCKe

PesyabTaThl

Onmcanue (BU3YajbHbIH
KOHTPOJIE)

Karncysibl pazmepom Ne | ¢ kpbitneyxoit
KPacHoTo 1BETa U KopiycoM Genoro 1usera, ¢
HaHCeCeHHbIMH HEPHbLIMKM HYEPpHHWJ1AMH
NMOFOTHNOM KOMITAHKH H HA3BAHHEM
npenapara ¢ UHGPOBLIM YKa3aHHEM
nosuposki “ZONEGRAN 100", conepialyme
Genblii unu Gernblii C© JKENTOBATEIM OTTEHKOM
[OPOLUOK, CBOGOAHBIA OT BUHAMMBIX
BKJTOYEHHIA.

COOTBETCTBYET

l'iOJmHHHoé"rb: BOXX

Bpemst yepiKHBAHHS OCHOBHOIO [1HKA Ha
XpOMATOrpaMMe HCMBITYEMOrD PacTBOpa
V1OJI5KHO COOTBETCTBOBATE BPEMEHH
lyepsKHBAHHS OCHOBHOTO NMKA HA
XPOMATOrpaMMe PacTBOpa CTaHAAPTHOIO
o6pa3ia 30HHCaMKIA.,

COOTBETCTBYET

HK-cnexTpockonms (¢ ("bypbe-
npeofpazosanuem)

HK-cnexrp ¢ Oypbe-npeobpasosanuem
MNOJIVHEHHOrO CYXOTO OCTATKA, CHATEIN B
nucke ¢ kaius Opomugom B obnactu ot 4500
no 500 em’! no nonosxernio MaKCHMYMOR
MOMJIOLIEHHs NOMKEeH cooTReTcTROBaTE MK-
cnexktpy ¢ @ypoe-ripeobpasosannem
AHATTOTHYHO NPUIOTORAEHHOIO CTAHAAPTHOTO
o0pasua 3oHHCaMHIA.

COOTBETCTBYET

Pacreopenue (Y®-
CMEKTPOCKOTHA)

He menee 75 % (Q) uepes 30 MunyT.

COOTBETCTBYET

124862-5000511




Shical Manydocuyprur Jlumuren Ten: +44 (020 8600 1400

Eaponefickui [lentp 3nanui, +44 (0)845 676 1400
Mocxuro Bail, axc: +44 (0)20 8600 1401 &
Xarrin URL www.eisai.co.uk :
Xeprpopammup AL10 9SN human health care
CEPTUOHKAT AHAJIM3A
Ilocroponnue npumecH [ unnvHas npumecs - He Gouee 0,1 % EanHuuHas npuMecs: HE
B2XKX oTIpeeneHo
Cymma npumeceii - ve 6onee 0,3 % Cymma npumeceii: He
OTIpEIeNIEHO
OAHOPOAHOCTE EAHHHLL CootretcTByeT Tpebopanusm Esp. ®apm. 2.9.40
nosuposanus (BIXKX) [puemouroe 3HaveHne AV o < 15,0 COOTBETCTBYET
Hnn

[Tpuemounoe 3Hauenue AVsy< 25,0
Hu onHo W3 3HA4EHHIT He BBIXOIWT 32 Npe/ens
(1+£25.0x0.00)M

KonnuecteHHoe 05 % - 105 % oT 3asABIEHHOTO KOJIHYECTBa 98,4 %
OlpeeieHue METOIOM BOHMCAMU/IA.
BOAKX

HacTosimyM HOATBCPIKAAIO, YTO BhINEYKa3aHHbIH NPOJYKT ObUI NMPOM3BEAEH B COOTBETCTBHH C
tpebopanusmuy GMP (Hayutexamelt TTpon3BoicTBEHHOH IlpakTuxn), ycTaHOBICHHEIMH MECTHBIMH
PEryIATOPHEIMU OPraHaMH, & TAKKe B COOTBETCTBHH CO CHELH(QHUKAIMIMH, MpPe1yCMOTPCHHLIMH
PErHCTPALIMOHHBIM YJIO0CTOBEPEHHEM.

Cocrasneno: Kapeun Xe#r Vreepxaeno: Muemns MakKeccukk
omxrocts:  CoTpyanuk otiena kadecTsa  Jlo/okHOCTB:COTPY/IHHK OT/I€NA Ka4ecTsa
[oanuce: <HOJIIHCKE= Tloamuce: <[IOAIHCE™

Hara: 11 despans 2019 Hara:11 despans 2019

[IponssoauTens Oallka ¥ POBEJCHHS AHATH30B!
Diicait Manydakaypusr JIumuren
Enponeiickuii [lenTp 3nanuii

Mockuro Bai

Xoardunn

Xeprdopamup AL10 9SN,

Coenunennoe KopolieseTso

124862 - 5000511 Crpanuua 2 u3 2
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Eisal Manufacturiog Limited

y 72>

Eutopean Knowledge Centre Tel: +44 (0)20 8600 1400
Mosquito Way +44 (0)B45 676 1400 human health care
Hatfield Fax: +44 (0)20 8600 1401
Hertfordshire AL10 98N URL  www.cisai.co.uk
CERTIFICATE OF ANALYSIS

Product: Zonegran 100mg Capsules x56 RU

Material Number:
Batch Number:
Expiry Date:

Bulk Batch Number:

124862

5000511

30 SEP 2021

124007

Vendor Batch Number: N/A

Date of Manufacture:

Test Specification:

17 SEP 2018

Test

Release Specification

Results

Description by Visual

Size 1 capsules with red cap and
white body with company logo,
preparation name and strength in
figures “ZONEGRAN 100" printed
in black ink, containing white or
yellowish white powder free from
visible particles.

PASS

Identification by:
HPLC

The retention time of the principal
peak in the chromatogram of the
sample solution must correspond to
the retention time of the principal
peak in the chromatogram of the
Zonisamide reference substance
solution.

PASS

Fourier transform IR
Spectroscopy

Maxima of absorption bands in
Fourier transform IR (FTIR)
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

PASS

Dissolution by UV
Spectroscopy

NLT 75% (Q) in 30 min.
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Eisal Manufacturing Limited ,é,éc,
European Knowledge Centre Tel:  +44 (0)20 §600 1400
Mosquito Way +44 (0)845 676 1400 human health care
Hatfield Fax; +44 (0)20 8600 1401
Hentfordshire ALIQ 95N URL www.cisai.co.uk

CERTIFICATE OF ANALYSIS

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

Total impurities - not more than

0.3% Total: None

o Detected %
Uniformity of Dosage by Complies with Ph.Eur. 2.9.40 PASS
HPLC

Acceptance Value (AV) (n=10) is
<150

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 98.4 %
quantity of zonisamide.

I 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.

Generated by : KAREW HME Approved by : Michalle Melagmell
JobTile : @A ASSOC/ATE JobTile : (DA Adenialta
Signature : (¢ {{/z¢fY Signature :  \eAQeSRNLAL

Date : /] FEEC0I9 Date : \\ tebZo

Bulk Manufacturing and Analytical Site:
Eisai Manufacturing Ltd

European Knowledge Centre

Mosquito Way

Hatfield

Hertfordshire AL10 9SN

United Kingdom

124862 - 5000511




