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TIPEIIAPATA TPEBOBAHUSIM, agelo
YCTAHOBJIEHHBIM ITIPU ET'O
['OCYJAPCTBEHHOM PETMCTPALIMA
Toprosoe naumeropanue BuMmnar®
MexyHapoHOe HenaTeHTOBAHHOE Jlaxocamun

HaUMEHOBaHHe (IpyIIIHPOBOYHOE
HJTH XHMHYECKOE)

JlexapcTrennas QGopma TabJIETKH, TOKPBITEIE MIEHOUHOMH 0601049K0li
Ho3uposka 100 mr

®opMa BEINycKa 14 . - 6ructeps! - navxu xapronusie (14 wr.)
Howep cepun (napTin): 7501301

O6beM cepun (napTuh): 20906 ym.

Hata npoussoacTsa: 24.02.2020

T'onen no: 31.01.2025

Haumenosanue u agpec Ipoussonmrens (rorosoii JID) -
NPOMU3BOJHTENA (C YKa3aHHEM Oitcnka Gapmacsioruians I'M6X, [epmanng
CTauH MPOU3BOACTBA) (Galileistrasse 6, 08056 Zwickau, Germany).

Ynakosuwui/pacorumk (B nepsuunyio YNAKOBKY),
YnaxoBIuk/dacoBsk (BTOpHYHAN/TpeTHYHas
ynaxoeka) - Jficuxka Gapmacsiornkans [m6X,
lepmanns (Mittelstrasse 15, 40789 Monheim,
Germany). Bemyckaroumuit KOHTponb KagecTsa-
Oiicuxa Papmackiotikans [m6X, [epmanns
(Alfred-Nobel-Strasse 10, 40789 Monheim am

Rhein, Germany)
Homep u nara PErHCTPALHOHHOrO JICP-009187/09 ot 16.11.2009
YIAOCTOBEPEHHS
Homep HOPMAaTHBHOM JICP-009187/09-161109 (Uam.Ne 1-5)
AOKYMEHTALHH
HaumeHoBanue 1 anpec nepxarens IOCB ®apma C.A., Bensrus (Allee de la
PErHCTPALMOHHOTO YAOCTOBEPEHHUS Recherche 60, B-1070 Brussels, Belgium)
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ReciPi‘u;rm

CEPTH®UKAT KAYECTBA

0 MeranbHOoOM 0CTYre KayecTBeHHBIX
(bapmaues'chcxux HpOﬂyKTOB Ha
MEX/YHAPOAHBI ! PHIHOK

HaspaHKe niaekapcTBeHHas

c¢opma : BUMIIAT 100 mr

Cepus Ne : 7501301

[poaykt Ne 1 1006280

Toneu no :01/2025

VYcnosus xpaHeHus : TTpu 1emneparype He Buiure 30 °C

Ha3ssanue ¥ Konu4ecTno KaXI0ro akTUBHOI'O BelliecTna:
Opnna Tabnetka conepxut 100 Mr Jlakocamun,

HacroswmM yaocToBepaeTca: YTO TaHHbIA NMpoayKT
NPOW3BOIUTCS B COOTBETCTBHY C PEKOMEHIALIUAMH
BO3a "Xopoluue npaBuia NPOU3IBOACTBA U KOHTPONA
KayecTBa sekapcTts' (GMP) u B cOoTBETCTBUM C
HalUMOHAILHBIM 3aKoHOaaTenLCTBOM (DenepaTHBHOR
Pecniy6nuku lepmanuu.

YTnakoBKa M cbiphe, HapA4y ¢ IPOH3BOACTBCHHBIM
NPOLIECCOM, @HTPO ¥ KOHEYHbIM MPOJYKTOM ABJIAIOTCS
npeaMeTaMy KOHTPOJIA KauyecTBa, OTIpeIe/IECHHBIM KakK
HallMOHAIBbHOH, TAK U MEXIYHapOIHBIMH
Mapmakoneamyu, MM® u MI1K crannapramu u
NpPOM3BOACTBEHHBIM MPOLIECCOM Diicuka MapmackioTHKaN3
I'm6X u cooTBeTcTBYeT cnewdukauux B Hopmarnenoh
JlOKyMeHTaUHH CTPaHbl — WMNOPTEPA.

TpebyeMoe cooTBeTCTBHE hapMalleBTHHECKHX,
dH3MYeCKUX U MUKPOGHONOTHYECKMUX XaPaKTEPHCTHK
OTpeNe/IAETCH [UIA Kax Aol cepuu 6€3 OroBOpoOK.
CoOOTBeTCTBYIOLIAA JOKYMEHTAUMA XPAaHUTCH B 10CLE B
TeyeHHe 6 IET B cOCTaBe OCHOBHOH JOKYMEHTallMH Ha
IIPOU3BOACTBEHHYIO CEPUIO.

HacTosuyM Mbl TAKXKe YIOCTOBEDAM, YTO YKa3aHHBIH
BEILLE MPOAYKT COOTBETCTBYET YCTAHOBJIEHHBIM
cneundHKaLHsaM, Ha OCHOBAHHH YeTr0 BhLIAETCA
pa3spelleHHe Ha ero BhINYCK C IPOU3BOACTBA
OTBETCTBEHHBIM KBATU(HLIMPOBAHHBIM 3KCIIEPTOM.

Ditcuka QapmachoThrand [MEX
Aesica Pharmaceuticals GmbH

G&d
Di. Susoane \L-a@e.h:t

YNOAHOMOYEHHOE JIHUO
Qualified Person

Monheim, 12 MAI ZﬂZﬂ

CERTIFICATE OF QUALITY

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

Name and dosage form

of product : VIMPAT 100 MG

Batch no. : 7501301

Article no. : 1006280

Expiry date : 0172025

Storage conditions : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 100 mg Lacosamide.

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. [. 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.

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

M.

HenonnuTenb KOHTPOJIS COOTBETCTRBHA n@kyuemaulfm '
Quality Assurance Facilitator = |
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ReciPharm

product name
Ha3BaHHE NPOYKTa
batch no.

Howmep cepun

article no.
Homep aptuxysns

Specification
cnewidurauua

date of manufacture
jaTa MpOH3BOACTBA

Quality Characteristics

ATE OF

CEPTHOHKAT AHAJIH3A

: VIMPAT 100 MG

BUMIIAT 100 mr

1 7501301

. 1006280

. spec-100845-5/1.0 dated 11.10.2019

spec-100845-5/1.0 o 11.10.2019

1 02/2020

Quality Requirements Actual

XapakTepHCTHKA Ka4decTra TpedoBaHHS N0 KaYeCTBY Pesynetar

Properties
Croiicrea

Appearance
Onucanne
Visual examination
Bu3yaneHelii MeToa

Identity
NOATHHHOCTE

Lacosamide
Jlaokcamua

HPLC determination
Meton BIXX

UV examination

Y®-criexrpodoromeTpus

Dark yellow opaque, oval, film-coated tablet,
biconvex, debossed with **100” on one complies
side and “SP" on the other side COOTBETCTBYET

OBaﬂbele, ﬂBOHKOBHﬂyKJ‘lblc TaﬁJ’ICTKH, NOKPBITHIC
IeHO4YHOI 06on0yKoi TeMHO-KenToro usera. Ha
O/1HOH CTOpPOHE TabIeTKH BBINABIEHA MAPKHPOBKA
«100», a Ha apyroi «SP»

retention time for the main peak in the sample

solution corresponds to retention time for the

main peak in the standard solution complies
Bpems ynep:uBaHua OCHORHOTO MHKa Ha COOTBETCTBYET
XPOMAaTOrpaMMe HCIBITYEMOrO PacTBopa

JIOMKHO COOTBETCTBOBATE BPEMEHH

YAEPKHBaHHA OCHOBHOIO MHKa Ha

XpOMaTOrpaMe CTaHAapTHOTO pacTsopa

JnakocaMuaa

the spectrum between 300 and 230 nm of the
sample solution V1 corresponds to the one of
standard solution V1 COOTBET:
Y®-CrekTp NOrNOMeHHA HCIbITYEMOro pacTBopl .=
V| NpH AnHHE BoAHB B HHTEpBane ot 300 HMAIO
230 HM ROKEH COOTBETCTBOBATL YO-CHeK Py /
MOT/IOUICHKA CTaHAaPTHOTO pacTeopa V,

4
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BHUMIIAT 100 mr

product name : VIMPAT 100 MG
Ha3lBaHHe MPOAYKTa

batch no. : 7501301

Howmep cepuu

article no. . 1006280

Homep aptuxyns

Specification
crieuHpHKanua

Quality Characteristics
XapakTepHCcTHKA Ka4ecTBa

: spec-100845-5/1.0 dated 11.10.2019
spec-100845-5/1.0 ot 11.10.2019

Quality Requirements
TpeGoBanus no kauecrry

Actual
Peaynbrart

Content uniformity
OaHOPOAHOCTH COAEPKMMOro

Weight variation
OTKNOHCHHA N0 Macce

Acceptance value
KPHTEPHH NPHEMICMOCTH

Purity
Yucrora

Water content
Coaepixanue BOIbI

Karl-Fischer titration
Merton Kapna ®uepa

Foreign impurities
(Degradation products)
[TocTopoHHIe npuaecH
(nponyKThl pacnana)

HPLC determination
Metoa BOXX

any single degradation product
= CAHHH4YHaA HEH.ﬂCHTM(pHu}IpOBaH}Iaa
NpHMECh

total degradation products
- CyMMa TIPOAYKTOB pacnaga

all individual peaks > 0.10 %
Bee otnensHble nuxu > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBHH C TPeDOBAHHUAMIL
Esp.@apxt. 2.9.40

L1=:]5.0
L2=250

NMT 6.0 %

NMT 0.20 %
He Goace 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobwats 060 Beex

complies
COOTBETCTBYET

L1

3.0%

not detectable
He oBHapyxeHbl

not detectable
He obHapyxeHbl

no individual peaks = T}O'.]:O'.%f;z,;
He oTAenbHble nikk > 6 R



Recipharm

product name : VIMPAT 100 MG
Ha3BaHHE NPOJYKTA BUMITAT 100 mr
batch no. : 7501301

Howmep cepun

article no. : 1006280

Honmep apThkyns

Specification : spec-100845-5/1.0 dated 11.10.2019
cneundrKals spec-100845-5/1.0 o1 11.10.2019

Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA Ka4ecTBA TpeGoBanun no kKa4ecTBy Pesyabrar

Assay
KoauuecTBennoe onpeaenenne

Lacosamide
HPLC determination 95.0-105.0% 98.9 %
Jlakocamun

Metoa BOXKX

Dissolution
PacrBopenne

Lacosamide
Jlakocamua
HPLC determination NLT 80 % (Q) after 30 min 95 %
Metoa B3XX He menee 80 % (Q) uepes 30 mun
Acceptance criteria Evaluation according to Ph.Eur., 2.9.3,
Kputepun npuesmnesoctd Stage S1, §2, S3

Ouenxka: Epp.dapy., 2.9.3, Sl
Crynens S1, S2, S3
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product name
HA3BAHHE MPOAYKTA

¢ VIMPAT 100 MG
BUMIIAT 100 mr

batch no. 1 7501301
Howmep cepuu
article no. : 1006280

Homep aptuxyns

Specification
cneundukanms

: spec-100845-5/1.0 dated 11.10.2019
spec-100845-5/1.0 ot 11.10.2019

Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA KAYECTBA Tpebopanns mo kavecTny Pesyabrar
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
MHKpoﬁuuﬂor“qecx‘ar“ YHCTOTA B cootBeTtcTBMH © Eﬂp d)ap.u. 514, COOTBETCTBYET
Total aerobic microbial count (TAMC) NMT 10°CFU /g complies
Cymaa aspoGHbix GaxTepuii He Gonee 10°’KOE/ r COOTBETCTBYET
Total molds and yeast count (TYMC) NMT 10°CFU /g complies
Cynya rpibos He Gonee 10° KOE/ r COOTBETCTBYET
Escherichia coli Absent/g complies

E-coli OTcytetBue / r COOTBETCTBYET

VIMPAT 100 MG of the above mentioned batch meet the specification.
BHUMIIAT 100 Mr ynoMsnyToi#l BLIlUE CCPHM COOTBCTCTBYCT CrcigHKALILL

Diicuka QapmacsroTukans ['moX
Aesica Pharmaceuticals GmbH

(ORst

D Susonne e feld
Qualified Person .

Monheim, 17, MAI 2020
YNONHOMOYEHHOE JIHLO

Monxaiim

. Gﬁ@@«@*«_

Quality Assurance Facilitator
Hcnonunrens KOHTpons coots
NOKYMEHTAUHH
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