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| :j 0 COOTBETCTBUH JIEKAPCTBEHHOI'O Ilf:fc“;“; -
TIPEITAPATA TPEBOBAHUSAM, &
YCTAHOBJIEHHBIM ITPH ETO
['OCYJIAPCTBEHHOM PETMCTPALIUHA
ToproBoe HaumenoBanue Bummat®
MexayHapoaHOe HellaTeHTOBAHHOE Jlakocamun

HauMeHOBAHHE (IPYIITHPOBOYHOE HITH
XUMHYECKOE)

JlexapcTBenHas gopma

TabJIETKH, NOKPBITHIE MIEHOUHOH 060I04KO

Jo3uposka 200 mr

®opma BoIycka 14 wit. - 61ucTepet (4 WT.) - 1AYKH KapTOHABIE (56 LT )
Homep cepun (napruu): 7692602

O6wem cepuu (mapTun): 7508 y.

JHara npoussoacrtea: 11.12.2020

I'open po: 30.11.2025

Haumenosanue 1 agpec npou3BouTens
(c ykasaHueM cTauuii 1pou3BoCTRa)

IIpoussonurens (rotoeoii JID) -

Oficuka Gapmackiotnians I'M6X, I'epmanns
(Galileistrasse 6, 08056 Zwickau, Germany).
Y nakosuimk/hacoBuiKK (B NEpBUYHYIO YMakoBKy),
Ynakosmu/pacoBILKMK (BIOPHYHAA/TPETHYHAS
ynakosxka) - Diicuka PapmacsioTukans [M6X,
['epmanus (Mittelstrasse 15, 40789 Monheim,
Germany). Briryckaroutuit KOHTposs kauecTpa-
Olicuka Papmacsrotikans ['m6X, Fepmanus (Alfred-
Nobel-Strasse 10, 40789 Monheim am Rhein,
Germany)

Homep u Jnara
YOOCTOBEPEHUSA

PErucTpalHOHHOI'0

JICP-009187/09 ot 16.11.2009

Homep HOpMaTHBHOM JIOKYMEHTALHE

JICP-009187/09-161109 (M3m.Ne 1-6)

HaumeHnosanne u aipec nepiKartens
PETrHCTPALlHOHHOIO Y IOCTOBEPEHH I

YOCE ®apma C.A., Bensrus (Allee de la Recherche 60,
B-1070 Brussels, Belgium)

PaccMoTpes npenocTaBiennble NPOM3BOATENEM JIOKYMEHTHl H COAEPIKAIMEC B HHUX CBEJICHHS,
HACTOALIMM TIOATBEPIKIA0, YTO CEpHsl JIEKAPCTBEHHOIO NpENapaTa COOTBETCTBYET TpeGOBAHHAM,

YCTaHOBIIEHHBIM IIPH €r0 FOCYIapCTBEHHOM perncTpanuH.

Yl

ITopnuce OTEETCTBEHHOTO JI uua:

Hiateoss E, A,
Nno JI0BEPEHHOCTH B/H

" 1109 /9

(monmnuce)

Hara 09.06.2021 r.

. (GUO)




ReciPharm

CEPTH®HKAT KAYECTBA

O JIETAIBHOM JIOCTYTIE KaYyecTBeHHBIX (papMalieBTHYECKHX
TIPOAYKTOB Ha MEXIYHAPOIHBINA PHIHOK

Has3sanue u lekapcTBeHHast

dopma : BUMITAT TabneTkH, HOKphIThIE
neHoYHoH o6onoykon

Joaupoeka : 200 mr

Pasmep n Tin ynakosku: 56 tabaerok (Gnucrep)

Cepus Ne : 7692602

[Ipoayxt Ne : 1006283

Topeu no 1 11/2025

VYcnosua xpanenus : [Ipu Temnepatype He Bbiue 30 °C

Ha3BaHue M KOJIHYECTBO KaXnoro akTHBHOIO BelllecTBa:
OpHa Tabnetka conepxut 200 mr Jlakocamuna.

HoMep perncrpaliOHHOIO YIOCTOBEPEHHS:
JNcP-009187/09

[TpoussoauTes:
Diicuka @apmacbloTHkans I'MOX, NepmaHHA

HacTosuiiM yIocToBepAeTCA: YTO AaHHBIH TPOAYKT
TIPOM3BOAMTCA B COOTBETCTBUM ¢ pekoMeHaauuaMu BO3a
"Haanexauide NpaBuja NpOUM3IBOACTBA K KOHTPONA
Kayectsa JekapcTB” (GMP) M B COOTBETCTBHHU ¢
HallHOHAJIBHBIM 3aK0OHOJATEe/IbCTBOM (DcncpaTHBHoﬂ
Pecnybnuxu l'epManun.

¥YnaxkoBka U chipbe, Hapsay ¢ NPOU3BOACTBEHHAIM
MPOLIECCOM, AaHIPO M KOHEYHbIM NPOAYKTOM ABIAIOTCH
MpeaIMeTaMM KOHTPOJISA KauyecTBa, ONpeAeNeHHbIM Kak
HaUMOHAILHOH, TAK U MEXIYHaPOAHbIMH
dapmakoneamu, MM® u MIIK craHpapraMu U
TIpOM3BOACTBEHHLIM NpoleccoM JiicHka PapMachloTHKAN3
I'M6X u cootperctayer cneundukauun 8 Hopmatusoil
JoKyMeHTauHH eTpaHbl — HMNOpTEpa.

Tpebyemoe coorBercTBHEe hapMalleBTHYECKHX,
DUINYECKMX U MUKPOOMOIOTHYECKMX XapaKTEPHCTHK
onpeaensercs As KaXnoi cepuu 6e3 oroBopok.
CooTBeTCTBYIOLLANA JOKYMEHTALMA XPAHUTCS B 10CHE B
TeyeHHe 6 JIET B COCTaBe OCHOBHOM IOKYMEHTaIlMM Ha
TPOH3BOACTBEHHYIO 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

Dosage form : 200 mg

Package size and type : 56 tablets (blister)
Batch no. : 7692602

Article no. : 1006283

Expiry date : 1172025

Storage conditions  : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 200 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. . 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.




ReciPharm

CEPTHOHUKAT KAYECTBA

O JIETAJIBHOM JNOCTYTIC Ka4yeCcTBEHHEIX
¢hapMaLEeBTHYECKHX IPOLYKTOB Ha MEXIYHAPOIHKIA
PLIHOK

Ha3panue u nekapersennasn

dopma : BUMITAT tabnerkw, TTOKPBITHIE
TIEHOYHOH 000n0uKo#H

Jo3nposka 200 mr

Pasmep 1 THN ynakosku: 56 TaGnerok (Bmcrep)

Cepusa Ne : 7692602

poxyxr Ne : 1006283

HacTosium Mel TakXe ynoctosepamM, 470 yKasaHHBIH
BBILIE NPOMYKT COOTBETCTBYET YCTAHOBIEHH bIM
crneundUKauHsIM, HA OCHOBAHHHM Yero BhiAaeTcs
paspeleHHe Ha ero BhIUIYCK ¢ [IPOH3BOICTBA
OTBETCTBEHHLIM KBATHHLUHPOBAHHEIM YKCIEPTOM.

Ditcuxa dapmacsiotikan 'MGX
Aesica Pharmaceuticals GmbH

% Ko, axy Y

Dr. Ulrich Baumeister

YNONHOMOYEHHOE JIHLO
Qualified Person
Monheim,

18, APR. 2021

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
Dosage form 1200 mg

Package size and type : 56 tablets (blister)

Batch no. : 7692602

Article no. 11006283

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

/

N

Hcnonuurens KOHTPO/A COOTBETCTBHA AOKYMEHTALHUH
Quality Assurance Facilitator
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product name
Ha3BaHHE NPOMYKTA

batch no.

Homep cepuu
article no.
Howmep aptuxyna
Specification
crnenupukanus

date of manufacture
naTa MpOM3BOACTBA

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATM3A

. VIMPAT 200 MG
BHUMIIAT 200 mr

. spec-100847-4/2.0 dated 13.07.2020
spec-100847-4/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA KaYecTBA TpeGopanus no kauecTBy PezyabTar
Properties
CroiicTBa
Appearance
Onucanue blue opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “200” on one
BusyanbHbii MeToL side and “SP” on the other side complies
OBaibHbiC, ABOAKOBEINY K/Ible TAONETKH, COOTBETCTBYET
NOKPbITBIE TUIEHOUHOH 060M04YKOHA CHHErD UBeTa.
Ha oanoii cTopoHe TabneTkn BhlaBneHa
Mapkupobka «200»,
a Ha Jipyroit «SP»»
Identity
NOAJIHHHOCTE
Lacosamide
Jlaoxcamun
HPLC determination retention time for the main peak in the sample
meToa BIXKX solution corresponds to retention time for the
main peak in the standard solution complies
Bpems ynepxkuBaHHA OCHOBHOIO NHKA HA COOTBETCTBYET
XpOMATOrpaMMme MCMBITYEMOTO pacTBOpa
AOMKHO COOTBETCTBOBAThH BPEMEHH
YACpPXHBAHHA OCHOBHOIO MHKA Ha
XpoMaTorpamMme CTaHIapTHOro pacTBopa
nakocamuja
UV examination the spectrum between 300 and 230 nm of the
YO-cnexTpodoTOMETPHA sample solution V1 corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y @-crniekTp Norome s HCMLITYEMOro pacTeopa
V' npu anuHe BonHsl B uHTepBane ot 300 HM 1o
230 HM OMKEH COOTBETCTROBATL Y -CrieKTpy
TIOTJIOILEHHA CTAHOAPTHOro pacTeopa V)




ReciPH;rm

product name ¢ VIMPAT 200 MG

Ha3BaHHE NMPOLYKTa BHMIIAT 200 mr

batch no. : 7692602

Homep cepun

article no. : 1006283

Homep apruxyna

Specification : 5pec-100847-4/2.0 dated 13.07.2020
cnenHdukanus spec-100847-4/2.0 ot 13.07.2020

Quality Characteristics
XapaKkTepHCTHKA KayecTBa

Quality Requirements
TpeGosauusn no kauecTBy

Actual
Pesyabrart

Content uniformity
OnnopoanoecTh COAEPHKHMOro

Weight variation
OTKJI0HeHHA MO Macce

Acceptance value
Kpurepun npuemnemoctn

Purity

Yncrora

Water content
Conepxanune Bompl

Karl-Fischer titration
Meton Kapna ®uuepa

Foreign impurities
(Degradation products)
Hocroponnue npumecu
(npomyxThl pacnapa)

HPLC determination
Meron B3XKX

any single degradation product
- EHHUYHAA HEHIEHTHDHLMPOBAHHAS
NpHMECH

total degradation products
- CyMMa NIpOYKTOB pacnaja

all individual peaks > 0.10 %
Bce otnensHble maku > 0.10 %

complies with Ph.Eur, 2.9.40
B COOTBETCTBMH ¢ TpeboBaHMAMHU

Esp.®apwm. 2.9.40

L1=15.0
L2=250

NMT 6.0 %

NMT 0.20 %
e bonee 0.20 %

NMT 1.0%
He bonee 1.0 %

report all
coobuiate 060 Bcex

complies
COOTBETCTBYET

L1

28%

<0.20 %

0.1%

no individual peaks > 0.10 %
He oTAenbHbIe Nnkn = 0.10 %
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product name
Ha3paHHe NPOAYKTA

batch no.

Homep cepuun
article no.
Howmep aprukyna

Specification
cnenudrKauus

Quality Characteristics

: VIMPAT 200 MG

BHUMIIAT 200 mr

1 7692602
: 1006283

: spec-100847-4/2.0 dated 13.07.2020

spec-100847-4/2.0 ot 13.07.2020

Quality Requirements

XapakTrepucTaka Ka4ecTBa TpeGosanns N0 KaYecTRy

Actual
Peayaprar

Assay

KonnyecTBenHoe onpeeienne

Lacosamide

HPLC determination
Jlakocamun

Meton B2XX

Dissolution
PacrBopenue

Lacosamide
Jlakocamun

HPLC determination
Meron BOKX

Acceptance criteria

95.0-105.0%

NLT 80 % (Q) after 30 min
He menee 80 % (Q) uepes 30 mun

Evaluation according to Ph.Eur., 2.9.3,

KpuTepuu npHeMaeMocTH Stage S1, 82, 83

Ouenxa: Esp.@apm., 2.9.3,
Crynensb S1, §2, S3

99.7 %

90 %

S2
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product name ¢ VIMPAT 200 MG

Ha3B2HHE NMpogyKTa BHMIIAT 200 mr

batch no, ¢ 7692602

Homep cepun

article no, . 1006283

Howmep apruiyns

Specification - spec-100847-4/2.0 dated 13.07.2020

creundrkanmusn spec-100847-4/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements Actual
XapakTeprcTHKa KauecTsa TpeGosanun no Ka4ecTBY Pesyabrar

Microbiological Purity complies with Ph.Eur. 5.1.4. complies
Muxkpobuosornyeckan Uncrora B cootsetctnun ¢ Esp. ®apm. 5.1.4, COOTBETCTBYET

Total aerobic microbial count (TAMC) NMT 10°CFU /g NMT 10°CFU /g
Cymaa a3pobubix Gaxrepuii He Gonee 10°KOE/ r He Gonee 10°KOE/ r
Total molds and yeast count (TYMC) NMT 102CFU /g NMT 10°CFU /g
Cymma rpu6os He 6onee 102 KOE/ r He Gonee 102 KOE/ r
Escherichia coli Absent/g Absent/g

E-coli Orcytersue / ¢ Orcyrtereure / r

VIMPAT 200 MG of the above mentioned batch mect the specification.
BUMIIAT 200 mMr ynomanyToii Beime CEPHH COOTRETCTBYET CrIEUH(UKALIMK.

Oficuka QapmacsioTikans ITMEX
Aesica Pharmaceuticals GmbH

Dr. Ulrich Baumeister

)
Qualified Person Quaiity\Assumnce Facilitator
Monheim, Hcnonnurens xoutpons cootseTcTBHA
YIOTHOMOYEHHOE IO JOKYMEHTALMH
Morixaiim
28 APR. 2011
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