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Batch Certificate for Medicinal Products/
Ceprudukar ua cepuo s JCKAPCTBCHHLIX NPENAPATOR

Name of Product
(Strength, Dosage Form, Package size and
Type)
Topzonoe nausenosanue (Hosupoara,
AEKAPCMELHHAR (hopma, Pacoaxa)

Fycompa® 2 mg film-coated tablets x 7 RU /

Daiiwcomna® 2 mz matnemicu, noxpuimvie mienowwoi o6onowkoli x7 RU

Batch Number/
Homep cepun: 129145

APl Batch Number/
Homep cepuu cybemanyrn: 96 ADGA

Date of Manufacture/ Expiry Date/
Hama npowswodemea: Hama uemevenun cpora
02/0CT12019 il

OCT/2024

Importing Country/
Cmpana geosa;

Russia / Poccus

Marketing Authorisation Number of importing country/
Pw'wmpmguunuae ydocm ORCPEHNE CMPARBE 86030,

JIT1-002200 dated (ot) 23.08.2013

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

Hazsanue npouseodumens dapmayesmusecxal
cybemanyut v adpec npoussodemen:

Name and Address of Bulk Manufacturing
Site/

Haseanue nponzgodumenn Gaaxa u adpee
npoussodcemaa;

Tick which is a correct/ Bmﬁepem“ﬁoppcxnms':ﬁ' éﬂpum;m.'

Kashima Plant, Eisai Cd.. Lid., Japan /
3unon Kaumva womnanun Ditcali Ko, Jivy, Anonnsa

22 Sunayama, Kamisu-shi, Ibaraki-ken, 314-0255 JAPAN

X Fisai Manufacturing Limited/
Diicali Manydakuypuur Jlunmuren
European Knowledge Centre, Mosquito Way
Hatficld, Hertfordshire, AL10 98N, UK
(Licence Number/Homep nuuenanu: UK MIA 32301)

[ Kawashima Plant of Fisai Co., 1.td., Japan/
3apox Kanawuma xomnanrn tcai Ko., S, Snoxus
1, Kawashimatakehaya-machi,
Kakamigahara, Gifu, 501-6195, Japan
(Licence Number/Homep mauensuu: |8MHLW3944)

Name and Address of Packaging Site/
Haseanue n adpee nrawadxu, omaeNIced 1a
ynakeoaky;

Primary & Secondary Packaping site/ [lnowasxa nepauy o 1
BTOPHYHOMH yiaxosku:

Eisai Manufactring Limited/

Ditcait Many paksypunr Jlnmutes

European Knowledge Centre, Mosquito Way
Hatfield, Hertfordshire, AL 10 98N, UK

(Licence Number / Homep minensun: UK MIA 32301
GMP Certificate Number/ Homep GMP CepTHOHKATL
UK MIA 32301 Insp GMP/IMP 32301/726219-0008)

Name and Address of Manufacturing
(Releasing) Site/

Hazvanue 1 adpee npousdoduniens (Buinycxawoujui
KOHMPONL KaYecmea):

Manufacturing (Releasing) Site/ INpowssopnrems (Boinycxaommit
KOHTPOME KAYeCTna): L

Eisai Manufacturing Limited/
Diicalt Mauydokuypunr Jumurex & ..
European Knowledge Centre, Mosquito Way
Hatticld, Hertfordshire, AL10 9SN, UKL .
(Licence Number / Homep smuenann: UK M
GMP Certificate Number/ Homep GMP

Eisai Manufacturing Limited/
Ficadt Manydowuypunr Jinmnres
European Knowledge Centre

Mosquito Way

Hatfield

Hertfordshire ALI0 98N
www.eisai.co.uk

Tel/Tem:  +44 (0)20 86(10 1400
£44 {()843 676 1400
Fax/@awe: 144 (0520 8600 1401
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UK MIA 32301 Insp GMP/IMP 32301/726219-0008)

Comments/
Komsenmapuu:

X No critical or major deviation occurred during batch processing,
packaging and analysis which could adversely affect product quality/
Bo RpeMs upon3BOACTBA, YNAKOBKY | AHATHAA He NPOH30LLIO
KPUTHHECKNX WIH IHAYMTENLHRIX OTKIOHEHHI, KOTOPhIE MOTYT
OTPHUATCILHO NIOBIHATL HA KAYECTBO NPOLYKLMH,

[J Deviation (number and description) Otiionesue (Homep n

onucanue): N/A

Certification Statement/
Janranenue o cepmughuraruu:

[ hereby certify that the above information is authentic and accorate.
The 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/

Hacrosmws nogrsepwnan, yto NPUBEICHHaA BHIWE mudopMaumn
ABILACTCH JoCTOBEPHOH U TouHON. Cepus npomykTa Guia M3roTOBNICHR,
BKTIOT4S YNIAKOBKY # KOHTPO/IL KalecTsa Ha BbIULCYTIOMAHY ThIX caftTax,
B nonHom  coorsercTeMM ¢ Tpelosamuamu  GMP  mecrHoro
PETYJIMPYIOLIEro opraHa W co crneuu(ukaudsMin B paspelieHuH Ha
TPOAAXCY CTPans BBO3A, 3aMHCH TIO NPOM3BONCTRY CEpHM, YIAKoBKe H
aHanusy ObUtM  DACCMOTPEHE! W MpHIHAMLI COOTBETCTBYIOLHMH
TpebonanmaM GMP,

Name and Position/
Hmz u donmcnocme:

RO AL D WAL,
EV0T D\ ol O SYER

Signature/
Modnuce:

R saandA

Date of Signature/
Hama nednucanus:

5 \gs) RoQD

Fisal Manufacturing Limited/
Jhcai Manydakuypunr Mumuren
European Knowledge Centre

Mosquito Way

Hutficld

Hert{ordshire AL10 9SN
www.eisal.co.uk
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Tel/Ten: 44 (020 8600 1400
+44 (0)845 676 1400
Fax/®uxe:  +44 (0)20 8600 1401
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Market Release Confirmation

Form Number;
804

Reference CO;

ERL Local Technical
Release Procedure

flogveepAeHUE BLINYCKa Ha pbiHOK/

Market Release confirmation

MoaTeepxpeHKHe BbINYCKA Ha PLIHOK /

No

Toproooe HazBaKHue

Market Release confirmation
FYr_ l9 745

npoAyKuHy, nekapcreenkan GopMa, AOSMPOBKD, KOTMYECTRBO

EAUMHLE NPOOYKUKH B YNAKOBKS, TUN YNaKoBKK/
Product Name, Dosage form, strengths, packaging and packaging size
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Homep cepun/
Batch number

Crnepyiountan
AOKYMEHTEUMA N

KANECTBY NOKBNLHO

Geina npoeepeana/

Foliowing Product Quality |

Documentation locally

checked

Noproepmgenne/
Confirmation

Kommenrapun/
Remarks
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_EB/ Ceptnukar Ananuaa npOMIBOAWTENSR NEKaPCTBEHHOro
‘cpeacrea/Certificate of Analysis of product manufacturer

2 , 7 ;
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iy Ceptudrikat cooreeTcTByA Ha cepuio/Batch certificate
BLE ~Svpp 7 s - 28 145

o Ysggomnenue o Beinycke/Notification of Release
Qe 2 ~ 709745~ Ster YT

I NMCT  npoBepKW  COOTBETCTBMS  KauecTBa  MPOAYKTa
NokansHeiM Tpebosanuam/Local Product Quality Compliance
Checklist |

FIC . 20745 APr6.0080

I Cepun npogyxkra cooTReTCTBYET TpeGoBaHHsAM,
YCTEBHOBAGHHBLIM NPW €r0 rOCYA3PCTBEHHOH perMerpauuy, u
MOMWET ObiTe BbiNyueda #HWa poccuiickuil PBIHOK pgnw
AUCTPHOLIOUMH W npogancu,

‘The product batch meets the requirements sst at the state
-registration and will be released for distribution and sale in Russian
' Market.
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