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Luu O COOTBETCTBHH JIEKAPCTBEHHOI'O

[TPEHAPATA TPEBOBAHWAM.
YCTAHOBJIEHHBIM T1PH ET'O
FOCYJIAPCTBEHHOW PETMCTPALIAN

[ Oprapoc HAMMEHOBUHHE B HMNa 1" |<)

MeKAY HAPOAHOC HELATENTOBAI HOE Jlakocamun
HAMMCHOBAHKE (FPYNIHPOBOUHOLC HIIH
XHMHYECKOC)
J[;mpuaeunm cbupr\m rabieTKiL, unhpbl'rbl(, MUICHOMHOT 0BOI0UKOIT
Jloznposka 100 w1 |
DopMa BHINYCKa 14 wt. - Onue rcpu - HQ4YKH KAPTOHHBIE (14 LT. } [
Hozep cepun (naprun): 7719301
| O0bem ccpnu (maprun): 38016 yu.
Jlara npcm mwlum 26.01.2021
F'oack jo: - 31.12.2025
Han\lummum H (Llpu. upm: SBOILITEN [powssoarens (rotosodt JId) -
(¢ YKazauueM cTaanii mpon3eoCTRa) Diicnka Papmackrotikwi [voX, [epmanns

(Galileistrasse 6. 08056 Zwickau. Germany).
\ YNakosums/Hhacoruing (B eparnyIo ynakosgy ).
Ynaxoswmk/(hacoruink (BropauHas/Tperuvias
ynakoska) - icuka PapmackioTikans 'MoX,
Cepmanist (Mittelstrasse 15. 40789 Monhein.
Germany). Brimyckaioumii KOHTposih KauecTha-
Diickka Gapmackorikan I'm6X. Depmanns (Alfred-
Nobel-Strasse 10, 40789 Monheim am Rhein.
Germany)
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CEPTUPHKAT KAYECTBA

0 JIETAILHOM [OCTYIE Ka4eCTBEHHbIX hapMalLleBTHYECKHX
NMPOAYKTOB Ha MCXAYHAaPOAHBIH PhIHOK

HasBaHue u nekapcTeeHHas

¢opma : BUMIIAT Tabnetku, nokpuiTsie
TEHOYHOHA o6onoykoi

Josuposka : 100 mr

Pasmep # Tin ynakosku: 14 Tabnaetok (6nucrep)

Cepus Ne 17719301

Mpoaykr Ne : 1006280

lNonex ao 1 12/2025

Ycnosusa xpaHenus : [Ipu Temnepatype He Boiue 30 °C

Ha3zsaHHe ¥ KONUYECTBO KAXAOr0 aKTHBHOIO BELIECTBa:
OnHa ta6netka conepXxuT 100 Mr Jlakocamuna.

Homep perucTpauoHHOro ya0CTOREpPEHHS:
JICP-009187/09

[Iponssonutens:
Oficnka PapmaceoTHrans [MEX, Mepmanna

HacrosunM ynocToBepAeTCS: YTO AaHHbIA NPOAYKT
NPOM3BOANTCH B COOTBETCTBUM C pekoMeHaauusamu BO3a
"Hagnexalue npaBuna MpoM3IBOACTEA M KOHTpONA
kayecrsa nekapcTs” (GMP) u B cooTBETCTBMM C
HaUMOHANLHLIM 3aKOHOAaTesibcTBOM PenepaTUBHOM
Pecnybnuku lepmannm.

YnakoBKa H CLIpbe, HAPAAY C TPOW3BOACTBEHHLIM
NPOLECCOM, AHIPO H KOHEYHbLIM NPOLYKTOM ABAAIOTCH
npeaMeTaMH KOHTPONA KayecTBa, ONpPeAeNeHHbIM KaK
HAUHOHANbHON, TAK K MEXAYHAPOAHbIMH
MapmakonesmMu, MM® u MITK crannaptaMu n
NPOM3BOACTBEHHBIM NpoueccoM Diicuka PapMackOTHKAN3
I'm6X n cooTBeTcTRYeT cneundukauns 8 HopmarneHoh
JlokymeHTauun CTpaHsl — UMNopTepa.

Tpebyemoe cooTBeTCTBHE apMaLEBTHYECKHX,
PH3HYECKHX ¥ MUKPOBHONOTHYECKHX XapaKTePHCTHK
onpeaenserca AN Kaxaod cepum 6e3 orosopox.
COOTBETCTBYIOLIAA NOKYMEHTALHA XPAHHUTCA B 1OCLE B
TeyeHHe 6 fieT B cocTaBe OCHOBHOM AOKYMEHTALMHM Ha
MPOHIBONCTBEHHYIO 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 tabiet.

Dosage form : 100 mg

Package size and type : 14 tablets (blister)

Batch no. 1 7719301
Article no. : 1006280
Expiry date 1 12/2025

Storage conditions  : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 100 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. 1. P.and P. [. 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.
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CEPTHPHKAT KAYECTBA

0 JIeraibHOM JOCTYNE KAYECTBEHHEIX
(hapMaLeBTHYECKHX MPOAYKTOB Ha MEXAYHAPOLHBIHA
PBIHOK

Ha3spaHue u ekapcrBeHHas

¢opma : BUMITAT rabnerkH, nokpbiThie
nIeHO4YHOH 0b0no4KoM
Jo3supoexa : 100 mr

Pa3mep v THn ynaxosku: 14 Tabnetox (6nuctep)
Cepua Ne 17719301
MpoaykT Ne : 1006280

HacTroAwmM Ml TAKKe YIOCTOBEPHAM, YTO YKaIaHHBINA
BbILLIE MPOAYKT COOTBETCTBYET YCTAHORJIEHHBIM
cneunpUKaUUAM, Ha OCHOBAHUM YETO BLIAAETCA
pa3pelueHHe Ha ero BLINYCK C NPOU3BOACTBA
OTBETCTBEHHLIM KBANH(PHLUKPOBAHHEIM 3KCNEPTOM.

Oiicuka QapmaceroTurani I'M6X
Aesica Pharmaceuticals GmbH

U
N{e

Dr. Sebastian C. Kbhier
YIOMHOMOYECHHOE NHUO

Qualified Person

Monheim, 16, JUNI 0

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 : 100 mg

Package size and type : 14 tablets (blister)

Batch no. 17719301

Article no. : 1006280

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. B dsbe

HcnonikTens KOHTPONA COOTBETCTBMR JOKYMEHTAL(HH
Quality Assurance Facilitator
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product name
HalBaHHe NpoAyKTa
batch no.

Homep cepun

article no.
Howmep apTukynn

Specification
cneundHKanma

date of manufacture
NlaTa NpoOH3BOACTBA

: VIMPAT 100 MG

1 7719301
: 1006280
. spec-100845-5/3.0 dated 27.04.202

: 0172021

CEPTHRHKAT AHAJIM3A

BHUMITAT 100 mr

e

spec-100845-5/3.0 ot 27.04.2021

Quality Characteristics Quality Requirements Actual
XapakrepHCTHKA KayecTBa TpeGobanun no kauecrny Pesynbrar
Properties
CeoiicTna
Appearance
Onucanue Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with *100” on one complies
Busyansnpiii Meton side and “SP" on the other side COOTBETCTBYET
OsanbHbie, ABOAKOBBINYKNbIE TABNETKH, NOKPLITHIE
AIeHouHOR 060Nn0YKo# TeMHO-XenToro upera. Ha
O/1HOH CTOPOHC T36/IETKH BhIAABNEHA MAPKHPOBKA
«100», a Ha Apyron «SP»
Identity
HOANHHHOCTE
Lacosamide
Jlaokcamun
HPLC determination retention time for the main peak in the sample
meton BOXKX solution corresponds to retention time for the
main peak in the standard solution complies
Bpems ynep:-xuna}mi OCHOBHOFO NHKA Ha COOTBETCTBYET
XpoMarTorpamme ChbITYEMOIO pacTBOpa
AOJKHO COOTBETCTBOBATH BPEMEHH
YAEPXKHBAHHA OCHOBHOTO MHKA Ha
XPOMATOTPAMME CTaHAapTHOTO pacTBopa
naxocamuga
UV examination the spectrum betwgen 300 and 230 nm of the
Y®-cnextpodoTomerpua sample solution V|| corresponds to the one of complies
standard sclution V1 COOTBETCTBYET

Y®-cnextp norno

ILEHHA HCMBITYEMOr0 pacTBOpa

Vi npu annue Bonib B nuTepsane ot 300 M xo

230 uM momxkeH ca
NOrNOWIEHHS CTaH

2] s

otseTcTBOBath Y O-CcriekTpy

apTHOTO pacTsopa V)
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product name : VIMPAT 100 MG
Hal3BaHue nponyxra BUMIIAT 100 mr

batch no, 1 7719301

Homep cepun

article no, 1 1006280

Homep apTHKY A

Specification : spec-100845-5/3.0 dated 27.04.2021

cneundukayus spec-100845-5/3.0 or 27.04.2021

Quality Characteristics Quality Requirements Actual
Xapakrepucruka KaYyecTBa TpeGosanus no KayecTpy Peaynprar
Content uniformity

Onmopoguocts CoflepkHMOro

Weight variation complies with Ph.Eur. 2.9.40 complies
OTioHenus no macce B COOTBETCTBHH ¢ TpeGoBanuaMy COOTBETCTBYET

Esp.®apu. 2.9 40

Ll=150 L1
Acceptance value L2=250
Kpurepuu npHeMaeMacTy

Purity

Uucrora

Water content
Conepxanue sogmn

Karl-Fischer titration
Meron Kapina Duwepa NMT 6.0 % 31 %

Foreign impuritjes
(Degradation products)
Moctopounue npHMecH
(npoayxTs pacnana)

HPLC determination
Meroa BIXKX

any single degradation product NMT 0.20 % not detectable
- €AHHHYHaR HeMAeHTUOHUMpOoBaHHag He Gonee 0.20 % He 0BHapyxeHsb!
npuMecs

total degradation products NMT 1.0 % not detectable
- CyMMa npoayxros pacnapa He Gonee 1.0 %, He O6HapyxeHs)

all individual peaks > 0.10 v report all no individual peaks » 0.10 %
Bee otnensssie nuky 2 010% coobmats 060 eex HE OTAenbHbIe Nukn = 0.10 %
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product name
HA3RAHHE MPOAYKTA

batch no.
Homep cepun

article no.
Honep apTHKyns

Specification
cneunpHKaums

Quality Characteristics

: VIMPAT 100 MG

BUMIIAT 100 mr

: 7719301

. 1006280

XapaKTepHCTHKA Ka4ecTBa

. spec-100845-5/3.0 dated 27.04.2021
spec-100845-5/3.0 ot 27.04.202

—

Quality Requirements
TpeOGopaHnsa N0 KAHECTBY

Actual
PeayabTat

Assay

KonuuecTBeHHOE OnpejejieHHe

Lacosamide

HPLC determination
JNakocaMun

Metoa BDXX

Dissolution
PacrBopeHHe

Lacosamide
Jaxocamun

HPLC determination
Meton BOXKX

Acceptance criteria

Kputepnu NpHEMICMOCTH

95.0- 105.0 %

NLT 80 % (Q) after 30 min

He menee 80 % (Q) uepea 30 mun

Evaluation according to Ph.Eur,, 2.9.3,

Stage S1, $2, 83
Ouenxka: Esp.@apn., 2.9.3,
Crynens S1, 52, S3

99.1 %

94 %

S1
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product name * VIMPAT 100 MG

Ha3Bakue npopyxra BHMITAT 100 s

batch no, : 7719301

Hoxep cepuy

article no, : 1006280

Howmep 8pPTHKyJIxn

Specification * Spec-100845-5/3.0 dateq 27.04.202]

cneundukayuy spec-100845-5/3.0 or 27.04.2021

Quality Characteristics Quality Requirements Actual
Xapamepucrmca Kavecrtpg TpeGobanug 0 KavecTay Pesyaprar
Microbiological Purity complies with Ph.Eur, 5.1 4. complies
Mukpobuo NOTHYeCKan YncToTa B cootsercrauy ¢ Esp. dapy, 5. 1.4, CooTBeTCTBYET
Total aerobic microbial count (TAMC) NMT 10°CFu /g <10°CFU /g
Cymaa a3po6upx 6akrepuii He Gonee 10°KOE/ - < 10°KOE/ r
Total molds ang Yeast count (TYMC) NMT 102 CFu /g <10°CFU /g
Cymya rpubos He Gonee 102 KOFE/ ¢ <10 KOE/r
Escherichia colj Absent/g Absent/g
E-coli Otcyrerpue /1 Oreyrerauerr

VIMPAT 100 MG of the above mentioned batch meet the specification.
BHUMIIAT 100 mr YNoMARYTOM BRILIE CEPHH cooTBeTcTRYeT cneundukaumy.

Jiicuxa Dapaackiotnians MEX
Acsica Pharmaceuticals GmbH

Z i

Dr. Setfastian C. Kdhler

Qualified Person Quality Assurance Facilitator
Monheim, 1§, JUNI 2021 Hcnonnureny KOHTpORA cooTsercTapg
YNONHOMOYeHKOE THIE NOKyMEHTaLHK

Monxajiy

Alfred-Noly

b







