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YCTAHOBJIEHHBIM IIPY ETO
| F'OCYJIAPCTBEHHO PETMCTPALIIN
Toproeoe HaumeroBarue Buvmnar® }
MesxmyHaponsoe HemaTeHTOBaRHOE Jlaxocamu g

HaHMEHOBaHUe (IPYNIIHPOBOTHOE HITH
XHMHYECKOE)

JlexapcrBennas dopma

TaGJIeTKH, MOKPBITEIE MIIEHOYHOH 0600YKOMH

Ho3zuporka 150 mr

®opma BeImIyCKa 14 wur. - 6arcTepst (4 1t.) - maukn KapToHHbIe (56 1muT.)
Homep cepuu (naprun): 7674901

O6bem cepuu (maprum): 7676 yn.

Hara npoussojcrsa: 19.11.2020

Tonen j1o: 31.10.2025

Haumenopanue u agpec nponssogurens
(¢ yxasanueMm cTamuii TIPOH3BOJICTBA)

Ipouseonurens (rorosoii JID) -

Oficuxa Gapmackrotnkans I'm6X, Iepymanns
(Galileistrasse 6, 08056 Zwickau, Germany).
Ynakosugui/dacosuuk (B NICPBHYHYIO YIIAKOBKY),
YnaxoBmuk/Gacosmuk (BTOpHYHAS/TpETHYHAS
YIaKoBka) - D¥icuka PapMachIOTHKANS I'M6X,
I'epmanus (Mittelstrasse 15, 40789 Monheim,
Germany). Brmycxaromuit KOHTPOJIb KaYeCTRa-
Oticuka Qapmaceiotukans Im6X, I'epmanus (Alfred-
Nobel-Strasse 10, 40789 Monheim am Rhein,
Germany)

Homep u para
YIOCTOBEPECHHA

PErHCTPalHOHHOTO

JICP-009187/09 ot 16.11.2009

Homep mopmaruemolt noxymentanuy

JICP-009187/09-161109 (Mam.Ne 1-6)

Hanmenopanne M anpec gepxkarens
PETHCTPAllHOHHOIQ YIOCTOBEPEHHS

IOCB ®apwma C.A., Beasrus (Allee de la Recherche 60,
B-1070 Brussels, Belgium)

Paccmo*rpea IpenocTaBICHHEBIE [IPOH3BOOHTENIEM HOKYMEHTE! ¥ CoImepyKamuecas B HHUX CBEIECHHS,
HacTOALUHMM IIOOTBEPK A0, YTO CCpMA JIEKapCTBEHHOIO npemnapara COOTBETCTBYET TpCﬁOBa.HHS{M,

YCTAHOBJICHHBIM [P €r0 TOCY IapCTBEHHON PErHCTpAHH.
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E D KA

0 JIcTa/IbHOM JIOCTYNE KauecTBEHHLIX (hapMalieBTHYECKUX
TPOIYKTOB Ha MeXIYHAPOAHbIMA PHIHOK

HasBanue u nekapcraeHHasn

dopMa * BUMIIAT Tabnerku, nokpeitbie
NJeHOYHOH 060104KON

Ho3upoeka 150 mr

Pasmep u THI ynaxosku: 56 TaGnetok (6nuctep)

Cepusa Ne : 7674901

TponyxT Ne 11006282

l'onex no 1 10/2025

Ycnoeus xpaHenus : [Ipu Temnepatype He sbiwe 30 °C

HasBaHue H KOJIMYECTBO KaXI0T0 aKTHBHOTO BEIICCTRA;
OnHa Tabnerka cogepxkut 150 Mr Jlakocamuaa.

Homep perncTpalHoHHOrO YA0CTOBEPEHNA:
JICP-009187/09

[lpoussoaurens:
Oiicuka Papmacsrotukans [MOX, I'epmanus

HacTroswnm ynocToBepsercs: 4TO JaHHbIH NPOAYKT
NPOXH3IBOAMTCA B COOTBETCTBHH ¢ pekomeHmauuamu BO3a
"Hamnexatuue Npasuia MpoM3BOACTBA U KOHTPOIA
KayecTBa JieKapcTB" (GMP) n B cooTBeTCTBHH ¢
HalHOHaJIbHBIM 3aKOHONaTeNbeTBOM PenepaTHBHOIM
Pecnybnuku MepManu.

¥naKkoBKa H Chipke, HapALy ¢ MPOU3BOACTBEHHEIM
NpOLECCOM, AHIPO W KOHEYHBIM NMPOAYKTOM ABJIAIOTCH
TIpelIMeTaAMM KOHTPOJIA KayecTBa, ONpeleIeHHbIM Kak
HALHOHANBLHOM, TaK ¥ MEXIYHApOAHBIMH
Mapmakoneamu, MM® u MITK crangapramu u
NPOH3BOACTBEHHBIM NpolieccoM iicuka dapMmackioTHKan3
I'M6X u cooTseTcTByer cneundukauun 8 HopmatusHoit
JIOKyMEHTAUHH CTPaHLl — HMMOpPTEpa.

TpebyeMoe cooTseTcTBHE (hapMalleBTHYECKHX,
(hH3INYECKUX U MUKPOBHOMOTHYECKHX XapaKTePHCTHK
OonpeleNseTca LA KaxXaoh ceprH 6e3 oroBopok.
CooTBeTcTBYIOLAS IOKYMEHTALIUA XPAHUTCA B 1OCHE B
TeyeHue 6 JIeT B COCTABE OCHOBHON IOKYMCHTALIMH Ha
MPOM3BOJACTBEHHYIO CEPHIO.

CERTIFICATE OF QUALITY

on the Legal Status and Quality
of Pharmaceutical Products
Moving in International Commerce

Name and dosage

form of product : VIMPAT film-coated tablet

: 150 mg
Package size and type : 56 tablets (blister)

Dosage form

Batch no. 1 7674901
Article no. - 1006282
Expiry date :10/2025

Storage conditions  : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 150 mg Lacosamide.

Registration Certificate Number.:
LSR-009187/09

Manufacturer:
Aesica Pharmaceuticals GmbH, Germany

It is certified that the product is routinely
manufactured in accordance with the WHO
recommendations of "Good practices in the
manufacture and quality control of drugs” (GMP) and
in accordance with the national legal requirements of
the Federal Republic of Germany.

Packaging and raw materials as well as manufacturing
process, the bulk product and finished product are
subject to quality controls set forth in national and
international pharmacopoeias, F. I. P. and P. 1. C.
standards and operating procedures of Aesica
Pharmaceuticals GmbH and comply to the
specifications in the Marketing Authorisation of the
importing country.

With respect to the pharmaceutical, physical,
chemical and microbiological specifications the
required quality of every batch is ascertained without
reservations. The respective documentation will be
kept on file for six years as master batch production
record.



ReciP,'w;rm

E TBA

O JIEralIbHOM JIOCTYME KaYeCTBeHHbIX
(papMaveBTHYECKUX NPOAYKTOB Ha MEXILYHAPOMHEIH
PBIHOK

Ha3spanue u nekapcrsennas

bopma : BUMIIAT rabnetku, nokpuirrie
MIEHOYHOH 060104K0#H

Ho3nposka 150 mr

Pasmep u THn ynakosku: 56 Tabnerox (6nucrep)

Cepua Ne : 7674901

Mpomyxr Ne : 1006282

Hacrogumm Mur Takxke YAOCTOBEDPSIM, YTO YKasaHHbIi
BBILIE MPOAYKT COOTBETCTBYET YCTAHORIEHHBIM
CNEUHDHUKAUMAM, Ha OCHOBAHHMH YEro BhigaeTcs
Pa3speluleHHe Ha ero BBIMYCK ¢ MPOH3BOACTBA
OTBETCTBEHHBIM KBATH(OUUNPOBAHHBIM IKCIIEPTOM.

Siicuxa dapmacsioTikans MM6X
Aesica Pharmaceuticals GmbH

Qe
Dr. Susanne Krefeld

YNCAHOMOYEHHOe JIMLIO
Qualified Person

Monheim 08 MRL 2021

CERTIFIC OF QUALI

on the Legal Status and Quality
of Pharmaceutical Products
Moving in International Commerce

Name and dosage

form of product : VIMPAT film-coated tablet

Dosage form : 150 mg

Package size and type : 56 tablets (blister)
Batch no. 1 7674901

Article no. : 1006282

We hereby also certify that the above mentioned
product conforms to the established specifications and
is released accordingly by the responsible qualified
expert.

Remarks: n/a

Henonnuren, Ko%pons COOTBETCTBHS AOKYMEHTALIMH
Quality Assurance Facilitator
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

product name . VIMPAT 150 MG

Ha3BaHHE NPOAYKTa BHUMIIAT 150 mr

batch no, : 7674901

Homep cepuu

article no. : 1006282

Howmep apTukyns

Specification : spec-100846-4/2.0 dated 13.07.2020
cneundukauns spec-100846-4/2.0 ot 13.07.2020
date of manufacture : 1172020

Aara rpoH3BoaCTBa

Quality Characteristics Quality Requirements Actual
XapakrepucTHKA Ka4YecTBa Tpebosauus no kayecrpy PeayanTar
Properties
CaolicTra
Appearance
Onucanue Salmon opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with ““150" on one complies
Busyansubiii metos side and “SP” on the other side COOTBETCTBYET
OBaliLiible, HBOAKOBbIMYKIIbIE TaGJ‘leTKH, NOKPBITHIC
IUIEHCHHOH 06onovkoit GaenHo-opanKeroro
useta. Ha onHo# cTopoHe TabneTku BblnaBIeHa
MapkupoBxka « 150», a Ha Apyroil «SP»
Identity
DOANHHHOCTH
Lacosamide
Jlaokcammnn
HPLC determination retention time for the main peak in the sample
meToa BOX(X solution corresponds to retention time for the
main peak in the standard solution complies
Bpems ynepuBaHus 0CHOBHOTO NHKA Ha COOTBETCTBYET
XPOMATOTPaMME HCIBITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHH
YAepXHBaHHA OCHOBHOTO NKKA Ha
XpoMarorpaMme CTaHJapTHOrO pacTeopa
Jakocamuna
UV examination the spectrum between 300 and 230 nm of the
Y®-cnexrpodoromerpus sample solution V1 corresponds to the one of complies
standard solution V1 COOTBETCTBYET

YD-cnekTp NoroueH s HenbITyeMoro pacTeopa
V| pH AN HE ROMHBI B uuTeppane ot 300 uM 10
230 uM nonxew cooTreTcTBOBATE Y P-CNEKTPY
MOTIOIEH A CTAHAApTHOrO pacTeopa V),

o [
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product name
Ha3BaHHe NpoxykTa

batch no, 1 7674901
Homep cepuu
article no. : 1006282

Homep aprusyns

Specification
crneunprxauus

Quality Characteristics
Xapakrepucruka Kavecrsa

! VIMPAT 150 MG
BUMIAT 150 mr

+ spec-100846-4/2.0 dated 13.07.2020
spec-100846-4/2.0 ot 13,07.2020

Quality Requirements
TpeGosanus no Kayecrpy

Actual
Pezynnrtar

Content uniformity

Oguonognocrb CONEPKHMOro

Weight variation
OTkaoHeHHS o Macce

Acceptance value
Kpurepnu npuemnemoctu

Purig;

Yucrora

Water content
Conepxanue sonp

Karl-Fischer titration
Metox Kapna Duwepa

Foreign impurities
(Degradation products)
IMocToponuue npumecu
(npomyKkrel pacnana)

HPLC determination
Meron BOXKX

any single degradation product
* CAHHHYHAS HOHACHTHOHUMPOBaHHAA
npumech

total degradation products
- CyMMa NpooyKTOB pacnana

all individual peaks > 0.10 %
Bee orzenbhbie nuku > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBUH ¢ TpeGoBaHuaMHK
Esp.®apm. 2.9.40

L1=150
L2=250

NMT 6.0 %

NMT 0.20 %
He Bonee 0.20 %

NMT 1.0%
He Gonee 1.0 %

report all
¢oobiars 060 Boex

complies
COOTBETCTBYCT

L1

2.7%

not detectable
He oBHapyXeHb

not detectable
He o0BHapyxeHbi

no individual peaks > 0.10 %
He oTaenbHele nku > 0.10 %
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product name . VIMPAT 150 MG
HasBaHHe NPomayKTa BHMIIAT 150 mr

batch no. 1 7674901
Howmep cepun

article no. : 1006282
Homep apTrxyns

Specification i spec-100846-4/2.0 dated 13.07.2020
cneurpuKaLus spec-100846-4/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements
Xapakrepucrnka kavecTBa TpebGosanus no kayecTBy

Actual
PezyawTar

Assay
Koanuecraennoe onpegenenue

Lacosamide

HPLC determination 95.0-105.0%
Jlakocamun

MeTton BAXX

Dissolution

PacrBopenue

Lacosamide
Jlakocamug

HPLC determination NLT 80 % (Q) after 30 min
Metoa BOXX He menee 80 % (Q) yepes 30 muH

Acceptance criteria Evaluation according to Ph.Eur.,, 2.9.3,
Kpurepun npuemnemoctn Stage S1, 82, 83

Ouenka: Esp.®apm., 2.9.3,

Crynens S1, S2, S3

100.7 %

94 %

S1
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product name : VIMPAT 150 MG

Ha3BaAHHE TPOTYKTA BHMIIAT 150 mr

batch no. © 7674901

HoMep cepuu

article no, . 1006282

Homep aprukyns

Specification : spec-100846-4/2.0 dated 13.07.2020

cneurdukauns spec-100846-4/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements Actual
XapaKkTepHCTHKA KavecTra Tpebosanus no kauecrny PeaysabraT
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
Mukpobuonoruyeckas 4HCTOTA B cooTeertcTBUM ¢ Epp. ®apwm. 5.1.4. COOTBETCTBYET
Total acrobic microbial count (TAMOC) NMT 10°CFU /g complies

Cymaa a3po6Hbix baktepuii He 6onee 10°KOE/ r COOTBETCTBYET
Total molds and yeast count (TYMC) NMT 10°CFU /g complies
CymmMa rpubos He 6onee 10° KOE/ r COOTBETCTBYET
Escherichia coli Absent/g complies

E-coli Orcyreraue / 1 COOTBETCTBYET

VIMPAT 150 MG of the above mentioned batch meet the specification.
BHMIIAT 150 Mr ynomsyToi Bbime CEPHU COOTBETCTBYET CNELIH(HKALMH,

Oficnxa Papmaceiotukans Im6X
Aesica Pharmaceuticals GmbH

AR \\ |
Jr Susanne Krefeld o N

S
Qualified Person Quality Assurance Facilitator
Monheim, 0 8. MR. 2021 Hcnonuutens kKoHTpoNs coOTBETCTBIA

VITNTMTHAMAUALUUNA s



I—




