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Batch Certificate for Medicinal Products/
CepTHHKAT HA CEPHIO /I JEKAPCTBEHHLIX NTPEIIAPATOR

Name of Product

(Strength, Dosage Form, Package size
and Type)/

Topzoaoe naumenoaanue (flozuposka,
Aexapemaexnan gopma, gacosxa)

Inovelon® 200 mg Film-coated tablets x 60 RU
Huoaenon® 200 mz mabnemxu, noxpsimsie menounoli obonouxoi x 60 RU

Batch Number/
Homep cepuu: 133719

API Batch Number/
Hosep cepun cybemanyun: 602310323

Date of Manufacture/ Expiry Date/
Hama npouseodcmea: Alama ucmevenns cpoxa
02/0ct/2020 2oonocmu;

31/0ct/2024

Importing Country/
Cmpana egosa:

Russia / Poccus

Marketing Authorisation Number of importing country/
Pezucmpaiuonnoe ydocmoaepeHue crapannt 8603d:

JIT1-002841 dated (oT) 26.01.2015

Name and Address of Active
Pharmaceutical Ingredient (API)
Manufacturing Site/

Hazseanue npoussodumens
apmayeamuyecxon cyGemanyuw v adpec
npou3zsndcmaa:

Tick which is a correct/ Bubepeme xoppexmuwiii gapuanm:
d Ajinomoto-Omnichem, Belgium/
Amxunomoto OMuuxeM, benbrus
Japanse Kersclarenlaan 1, 2490, Balen, Belgium
(GMP Certificate Number: BE/2017/081)

Name and Address of Bulk
Manufacturing Site/

Hazsanue npouzeodumenn 6anka u adpec
npouzsodcmaa:

Tick which is a correct/ Boibepeme koppexmusiii apuanm:

(X] Bushu Pharmaceuticals Ltd., Japan/
Bywy ®apmacsiotukaic Jita., Anouna

950, Hiroki, Ohaza, Misato-machi, Kodama-gun

Saitama-ken, 367-0198, Japan

(Licence Number/Homep nnuenzny: 11AZ200101, Certificate Number:
29MHLW0999)

Name and Address of Packaging Site/
Iazaanue u adpec nrowjadxi, omaeyaow i
10 ynaxosxy:

Primary & Secondary Packaging site/ [1nowanxa neppHuHo#i H BTOpHUHOM
YNaKOBKH:

Eisai Manufacturing Limited/

Oitcait Manydakuypunr Jlumuren

European Knowledge Centre, Mosquito Way
Hatfield, Hertfordshire, AL10 9SN, UK

(Licence Number / Homep nuuensun: UK MIA 32301

GMP Certificate Number/ Homep GMP ceprudukara:
UK MIA 32301 I[nsp GMP/IMP 32301/726219-0008)

Name and Address of Manufacturing
(Releasing) Site/

Hazeanue u adpec npousgodumean
(Bunycrxalowui konmpons kavecmaa).

Manufacturing (Relcasing) Site/ [Tponssoautens (Bointyckarowni KoHTPOIL
KauecTna):

Eisai Manufacturing Limited/
Ditcait Manydakuypunr JInmuren

Furopean Knowledge Centre, Mosquito Way: i N
Hatfield, Hertfordshire, AL10 9SN, R 1y " %
(Licence Number / Homep nnuensufi: UKMIA 323

GMP Certificate Number/ Homep Mi' ceprygpukara:
UK MIA 32301 Insp GMP/IMP 30_“{/776}2 [9/0008)
d (L

(s
&

Eisai Manufacturing Limited/
Dfcair Manydaxaypunr JTumnren
Europcan Knowledge Centre

Mosquito Way

Hatfield

Hertfordshire AL10 9SN
www.cisai.co.uk
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Comments/ X No critical or major deviation occurred during batch processing,
Kosstenmapuu: packaging and analysis which could adversely affect product quality/

BOo BpeMA MPOUIBO/CTAA, Y AKOBKH M BHAJIM3A HE MPOUIOLINO KPHTHUECKHX
TN SHAYHTENBHBLX OTKIOHEHIH, KOTOPbIC MOTYT OTPHUATENLHO NOBIUATH
Ha KauCcCTRO NPOJYKIHH.

[0 Deviation (number and description)/ Otkiionenue (Homep i olMcaime):

N/A
Certification Statement/ I hereby centify that the above information is authentic and accurate. The
Jassaenue 0 cepmuduxayuu; batch of product has been manufactured, including packaging and quality

control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with specifications in the
Marketing Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance
with GMP/

HacToAluMM NOATBCPHKAAIO, YTO NPHBEICHHAS Bhille HHpOPMALMHA ABIACTCR
moctoBepHoi M TouHoA. Cepna npoaykTa 6hila HIrOTOBEHA, BRJIOYARN
YNAKORKY H KONTPONh KAuecTna Ha BLIMCYTOMAHYTRIX caiitax, B [OIHOM
cootsetcTBuy ¢ TpeGosauiamu GMP MecTHOTO pery/iupyrouiero oprata "
O CNCUHMKALIMAMH B PAIPELLEHUH HA TIPOJIRXKY CTPAHDI BROIA. 3anucu no
fIPOM3IBOACTBY CEPHH, YNAKOBKE W 2HATHIY ObL11 PACCMOTPEHB! W NPHIHAHLI
coorsetcTaylouumy TpeGosanuam GMP.

Name and Position/ AR AN THA C LAQK
Mzt u Qoaxcnocms: C\ ‘()
By e e =3
" (r.' /I 7 /’7/;:\
Signature/ 1= e f sl
TModnuce: ; ol * i

Date of Signature/

] e
Hama nodnucarun: Tl .;‘2 {\\_1)-\[ \)IJLE Q {

Eisai Manufacturing Limited/
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Sircait Manydakuypunr Jlumuren

Furopean Knowledge Centre

Mosquito Way

Hatfield Tel./Ten: +44 (0)20 8600 1400
Hertfordshire AL10 95N +44 (0)R45 676 1400

www.cisai.co.uk Fax/daxc:  +44 (0)20 8600 140!



Eisai Manufacturing Limited, Tel./Ten ; +44 (0)20 8600 l40(())
United Kingdom / +44 (0)845 676 140 ,{, A &
Eisai Dlicati Manydowaypunr Jumirred, Faxaxe: +44 (0)20 8600 1401
Coeaunennoe Kopoacacrao URL www.cisai.co.uk

European Knowledge Centre, Mosquito
Way, Hatfield, Hertfordshire, AL10 9SN

CERTIFICATE OF ANALYSIS/
CEPTUOUKAT AHAJIM3A

Product: Inovelon® 200 mg Film-coated tablets x 60 RU
Ilpenapar: HMuonenor® 200 Mmr, Tabnerky, nokpeiTHie uienowHoH obonouko# x 60 RU

Material Number: | 5000514

Howmep maTepHana:

Batch Number: | 133719

Homep cepuu:

Expiry Date: | 31/0CT/2024
Tloaen no:

Bulk Batch Number: ' 132935
Homep cepuu Ganka:

Vendor Batch Number:| 0YA10P
Homep cepri NOCTABLLKKA!

Date of Manufacture: 02/0CT/2020
Jara npou3sojctsa;

Test Specification:

Cneuuduxanma uenuTaHui

Test/ Releasc Specification / Results /
IMoxkasatens Creunpuxauns NpH BulIYCKE Peayabrarel
Description / Pale pink oval biconvex film-coated tablcts COMPLIES /
Onueanue scored on both sides and engraved with “€ 262" | COOTBETCTBYET
on one side/
Visual / BAEAHO-PO30BbIC  OBAILHLIC  ABOAKOBBIMYKILIE
Buzyansuo TabneTkd, NOKpHITHE MAeHouHOM oBonouKol ¢

puckami Ha o6CHX CTOpOHax K TpaBMpOBKOH «€
262» Ha oo CTOPOKE.

Identification / Retention time of the principal peak in the COMPLIES /

TloAAHHHOCTD chromatogram obtained with the test solution COOTBETCTBYET
should be similar to retention time of the
principal peak in the chromatogram obtained

HPLC/ with rufinamide reference solution /

BIXKX BpemMs  yaepWRaHWA  OCHOBHOro  IHka  Ha
XpOMATOIPAMME HCTILITYEMOTO PacTEOPA I0NKHO
COOTBETCTBOBATH BpEMeHH yACPKHBAHMSA

OCHORHOTO M¥KA HA XPOMATOrPAMME pACTBOPA
crannapTHoro oGpajua pyduuamuia.

human health care

The principal spot in the chromatogram of the
test solution should be similar to that of obtained COMPLIES /
TLC/ in the chromatogram of Rufinamide rcfcgemeu COOTBETCT BYET
CK solution in terms of Rf value, swqaﬁﬁﬁ Uﬂ_{r
absorption / e
OCHOBHOE NATHO HA XPOMATOIPaMM eMoro

pactRopa no 3uauenmo  Rf, iamuw .v]g .

nornouexnnto 8 YO-ceeTe T0MKHO ©

natHy  py¢umamama Ha o X Ma\‘orpumué 2l s
CTAHAPTHOrO PACTBOPA. W %%,

L N T

pndra’? 7 ;

5000514 — 133719 TREKaA
Homep maTepuana — Homep cepnu Page / (.Tpalmua lof/mad




Eisai Manufacturing Limited,
United Kingdom /

Tel./Ten : +44 (0)20 8600 1400
+44 (0)845 676 1400

Ahe

EiSﬂi itcait Manydaxuypunr Jinmurea, Fax/®axc: "‘_‘4 '(0)20 8600 1401 sealih
Coeannennoe Koponenerno URL www.cisai.co.uk human: aeaita care
European Knowledge Centre, Mosquito
Way, Hatficld, Hertfordshire, AL10 9SN
CERTIFICATE OF ANALYSIS/
CEPTUOHIKAT AHAJIU3A
Dissolution / Not less than 60 % of rufinamide label claim / ]
Pacraopenue He wsemee 60 % or sasanensioro konuuectsa | 83% (85%, 82%)
300 min / smun pydunamuna.
Not less than 80 % of rufinamide label claim / 97% (98%, 95%)
He wcuee 80 % oT 3aABAEHHOrO KONHYECTBA
720 min / mun pybHHAMHIA.
Related impurities / Any individual impurity NMT 0,1 %/ <LOQ (<0.05%)
PoacTBCHHLIC NPUMECH Jho6as ennmmnas npimeck He Gonee 0,1 %
HPLC / BIXX Total impuritics (cxcluding related impurities
CGP 33037 and CGP 51057) NMT 0,5 %/ <L.OQ (<0.05%)
Cymma npumecefl (Ges ywera pOACTHCHHBIX
coenunednii CGP 33037 u CGP 51057) ne Gonee
0,5 %
Assay / 95,0% — 105,0% of rufinamide label claim / 98.9%
Konuuectsennoe onpeaenense | Or 95,0 no 1050 % ot 3a98/1eHHOTO COAEPKAHHKA
HPLC /BYKX 25 m—
Content uniformity / Complies with the requirements of Ph.Eur. | COMPLIES
OanopoaHOCTL 103HPOBAHHNA 2.9.40/ JCOOTBETCTBYET

Cootsercayer TpeGosanusm Esp. ®apm. 2.9.40
AVip <150 %.

Microbial Limit Tests as a

non-routine test /
MukpobHoIOrHYecKas YHCTOTA
~ HEPYTHHHOE HCITHITAHHE

Total Aerobic Microbial
Count/ OGwee yrcno a3pobHEIX
MHKPOOPraHHIMOB

Total Combined Yeasts and
Moulds Count / O6inee uueno
JIPONOKEBLIX H MIECHeRbIX rpubon

Test for Specific Micro-
Organisms / McnibiTanue Ha

10° CFU/g / 10° KOE/r

102 CFU/g / 10* KOE/r

Absence in 1g/

Not Tested On This
Batch

Not Tested On This
Batch

Not Tested On This

cneunduueckue

Muxpo?)prauumu Ongpicisienln Batch

Escherichia coli

Labeling / In compliance with the Normative ngCOMﬁL]FS/

MapkrpoBKa Documentation/ e oo TBETGIBYET
B coorserctanu ¢ HJL f IT1-0028412190120

Packaging / Primary packaging / llepeusnas ynaxosxa: é COMPLIESY

Yuaxonka 10 tablets in an aluminum polymer lam «QOOTBETCTBYET
foil blister (PA/AL/PVC)/ J]C Joisai» /: ks

(6nmcTep) u3 donbru ATOMHHK

ITo 10 Tabnerok B xoHTYPHYIO AueiiKoBYIO yn:r%zc
namuruposanHoi nonuvepom (TTA/AN/TIBX).

o &
0

5000514 = 133719
Homep matepuaia - Homep cepun
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Eisai Manufacturing Limited,
United Kingdom /
Elsnl Diicail Manydrxuyprnr Jinmurea,

Coennnennoce Koponencrao

European Knowledge Centrc, Mosquito
Way, Hatficld, Hertfordshirc, AL10 95N

CERTIFICATE OF ANALYSIS /

CEPTUOUKAT AHAJIM3A

URL www.cisai.co.uk

Tel./Ten: +44 (0)20 8600 1400
+44 (0)84S 676 1400 ,{,A,b
Fax/@axc: +44 (0)20 8600 1401
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Secondary packaging / Bmopusnas ynaxoexa:

6 blisters along with the package insert to be put
into a cardboard box. Opening sites of a
cardboard box are sealed with two protective
transparent stickers /

Mo 6 GnucTepoR BMecTe C MHCTpyKuwed no
NPUMEHEHHIO TOMELIAIOT B KAPTOHRYK [AYKY.
MeeTa BCKPBITHH KAPTOHHOI NAYKH  JAKNCCHBI
ABYMA 3AUIMTHHIMM NIPO3PAYHbIMH CTHKEPAMH.

Storage conditions/ At temperature not exceeding 30 °C/ COMPLIES /
Xpaneune Ipu Temneparype He shiiue 30 °C COOTBETCTBYET
Shelf-life/ 4 years/ COMPLIES /
Cpok roaHocTs 4 rona COOTBETCTBVET

ND = Nonc Detected/ He onpencaeqo

NR = None Reportable/ He onpenenscres
BRL = Below Recordable Limit/ 1 luske yposus onpeaciicHus
AV = Acceptable Value/ 1lokasatens npHeMAemMocTH

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 stipulated by the Marketing Authorisation and the
Normative Documentation JITI-002841-170120/
HacToAwMM NMOATBEPHARIO, HTO BblileYKa3aHHbIH npenapat Gbi1 NPOMIBEACH B COOTBETCTBHH C TpeGonauuamu GMP
(Haanexaueit nponIsoacTBEHHON NPaKTUKK), YCTAHOBIECHHBIMH MECTHBIMU PEIYJIATOPHLIMA OpraHami, a TaKxe B
COOTBETCTBHM CO CMCLIM(UKAUMAMH, TIPEYCMOTPEHHBIMH PErHCTPAUMOHHBIM YAOCTORCPCHHUCM U HOPMATHBHOH

noxymentauwehn JII1-002841-170120

Generated by /  : Aleksandra Marut Approved by / CPan Gt
Cocrasun Yraepaun
Job title / : Senior QA Associate Job title / | G PSSOCAATE
JloamHoCT JlonxHOCTS .
Signature / y Signature / (L t?__\
[Nonnucs W Moanucs MC
Date / : Date / DO\ JUL- e

C Qv
Hara v 3 LTl Jlata

Bulk Manufacturing and Analytical Testing Site/
Maowaaka nponIBoACTEA 6AAKA H ANANNTHHECKHX

HCNBITRHMI:

Bushu Pharmaceuticals Ltd., Japan /
Bywy ®apmacsiotrkanc JITa., inonua

Misato Factory 950 Hiroki, Misato-Machi

CocnuncHHoe KoponescTso

European Kn

Kodama-gun, Saitama-Ken, 367-0198, Japan Hatfield, Hegtfords

5000514 - 133719
Homep matepuana - HoMep cepui

Packaging and Releasing Site/
MaomaKky yNAKOBKH H ALINYCKARILEI0 KOHTPOIR:

Eisai Manufacturing Limited, United Kingdom /
Diicait Mauydakaypunr Jlumuren,




