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Meskay HapOAHOE HETIaT el tonioe Jlakocamui
HauMeHOBaHHE (TPYTIHPano e LI
XHMHYeCKoe) \
JlekapeTsentas popma l TA0C 1K1, IOKPLITHIC ITEHOMHON oB0M0YKOH
i e 1 4 e
Hosuposka ‘| 100 mr -
QopMa BLITYCKR 1410, - Ganictepht - nadxkn KapTonnbie (14 WT.)
Howmep cepiit (iapTii): \ 7634901
O6beM cepuit (HApTHH): | 39214 ym.
1
Jlata 1poH3BOACTRA: | 23.09.2020
| Foaen o: ‘ 31.08.2025
HanwMeilosanne 1 aapece [poiipo.wrens (rotosoi JId) - \
NPOH3BOAHTE DSt (C YKARHIEM € it | iicna (hapyacbloTHKA I'MOX. Tepmanus |
MpoH3BOACTBA) ! (Galileistrasse 0, 08056 Zwickau. Germany). |
Y naxonuy ik hacorHK (B NEPBUHIYIHO YIaKOBKY ). l
YV iagor g pacoBLIHK (BTOpHUHas/TPETHYHAS
viiaronka) - icnKa dapmacsroTHELI TMOX. \
Iepatania (Mittelstrasse 13, 40789 Monheim,
Germany). [Hunyesaiommi KOHTpok KavuecTna-
Iirerea Gopuaciionikans FMX, [epmanis (Alfred-
1 Nobel St -o 10, 40789 Monheim am Rhein.
Germany) |

HCT-009187/09 ot 16.11.2009
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H83BEIHHE H nexapc’rncnuan

dbopma :BHUMIIAT TabneTku, nokpuirwe
NNCHOYHOM 06onoukoij

Hosuposka 1100 mr

Paamep u tun Ynakoeku: 14 rabierox (6nucrep)

Cepua No 7634901

Nponmykr Ne : 1006280

lonen o : 0872025

Yenosus xpanenus - [pu Temneparype e Bhime 30 °C

Ha3sgauue y KOlHYecTBo Kaxnoro AKTHBHOTO BellecTpa:
Onna Tabnetka COnEpPXUT 100 Mmr Jlakocamupa,

Homep PerHCTpauMonHtorg YHOCTOBEpEHUN:!
JICP-009187/09

llpoussogurens:
Jiicuka d)apmacmomkam 'mMeX, I epPMaHus

Ynakopka un ChIpbe, Hapsiny ¢ NPOH3BOACTBEHHBIM
NPOLIECCOM, AHIPO M KOHEeUHbIM NpolyKTom snnsioTes
NIPEAMETaMM KOHTpOns Ka4eCTBa, onpeaeseHymm KaK
HallHOHaNbHOI, Tak u MEXAYHapOIHBIMHK
<Dapmaxonesmu, MM® u MNIK CTaHapTaMy y

Tpebyemoe COOTBETCTRHE (bapuauenmqecmx,
busnyeckux u MHKpo6HONOrHYecKkux XapaKTepHCcTHK

CERTIFICATE OF QUALITY

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

Name and dosage

form of product :VIMPAT film-coated tablet

Dosage form 1100 mg

Package size and type : 14 tablets (blister)
Batch no. 1 7634901

Article no., 1 1006280

Expiry date 1 08/2025

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-009] 87/09

Manufacturer:
Aesica Pharmaceuticals GmbH, Germany

Itis certified that the product is routinely
manufactured in accordance with the WHO
réecommendations 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 we]] 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.[. 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 pharmaccutical, physical,
chemical and microbiological specifications the
required quality of cvery batch is ascertained without
reservations. The respective documentation will be
kept on file for six Years as master batch production
record.



ReciPkarm

CEPTU®UEKAT KAYECTEA

0 NeranLHOM JOCTYTIE Ka4eCTBEHHBIX
hapMaleBTHIECKHX MpOAYKTOB Ha MeKIyHapoAHbLH
PLIHOK

HassaHue ¥ neKapcTBEHHAS

¢opma - BUMIIAT TabneTk, NOKPLITBHIC
nneHouHoH obonouKo#
Jlo3upoBKa : 100 mr

Pa3Mmep H THI YTaKOBKHU: 14 Tabnetok (BrucTep)
: 7634901
11006280

Cepus Ne

[Mpomyxt Ne

HacTosIIMM MBI TAKIKE YLOCTOBEPAM, HTO yKa3aHHBI#
BhllIE MTPOAYKT COOTBETCTBYET yCTaHOBJ]cHHblM
creuuduKaunsM, Ha OCHOBAHUA yero BbifaeTcs
paspeleHue Ha ero BHIYCK € NpOU3BOACTBA
OTBETCTBEHHBIM KBaJ'lH(bHquOBBHHblM IKCIIEPTOM.

Iiicuka PapMachlOTHKAN3 M6X
Aesica Pharmaceuticals GmbH

Do 3@.:_»3:.\1#*’

Dr. Ulrich Baumeister

YTNONHOMOUYERHOE JIALO
Qualified Person
Monheim,

22 AN 20N

IFICA F

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. : 7634901

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

\\ ‘

A
McronHUTENb-KOHTPOA COOTBETCTEHA AOKyMEHTaLKHK
Quality Assurance Facilitator




Reciph.arm

product name :
Ha3BaHHe npomykra

Eroonos

VIMPAT 100 MG
BHMIIAT 100 Mr

batch no. : 7634901

Howmep cepun

article no. : 1006280

Homep aprukyns

Specification * spec-100845-5/2.0 dated 13.07.2020
CreUHdpuKanms spec-100845-5/2.0 or 13.07.2020
date of manufacture 1 09/2020

haTa NpOH3BOACTRA

Quality Characteristics Quality Requirements Actual
Xapakrepucruka Ka4yecTBa TpeGoBanns no KavecTBy Pesyabrar
Properties
CroiicTpa
Appearance
Onucanue Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one complies
Busyansuuii metog side and “SP” on the other side COOTBETCTBYET
Osankhple, ABOAKOBBIMYK/IbIE TabneTiw, NOKPHIThIE
NAeHoYHOM’ 06onoukoi TEMHO-XenToro usera, Ha
OIHOH cTOpOHe Tabneriy BbllaB/IeHa MapKHpOBKa
«100», a wa apyrofi «SPy
Identity
NONTHHHOCTE
Lacosamide
Jlaokcamy
HPLC determination retention time for the main peak in the sample
meTon BIXKX solution corresponds to retention time for the
main peak in the standard solution complies
Bpems yaepxusanus ocrosnoro TIHKA Ha COOTBETCTByeT
XpoMaTorpamMme HCrbITyeMoro pacTteopa
A0IDKHO COOTBETCTBOBATH BPEMEHH
YACPXKHUBaHHA OCHOBHOIO NMHKa Ha
XpOMaTorpamMme cTaHzapTHoro pactsopa
nakocamuga
UV examination the spectrum between 300 and 230 nm of the
Vd)-cnempoaporomerpux sample solution V1 corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y®-cnextp nornomennus HCTIbITyeMoro pacTsopa
V1 npu anuse Bonmy g uHTEpBane or 300 um go
230 BM Domxen COOTBETCTBOBATH Yd)-cnex‘rpy
NOTJIOLIEHHA CTaHIAPTHOrO pacTBopa V,



ReciP%rm

product name . VIMPAT 100 MG
Ha3BaHWe MPOJYKTa BUMIIAT 100 mr
batch no. : 7634901
Homep cepux
article no. . 1006280
Homep apTHKys
Specification . spec-100845-5/2.0 dated 13.07.2020
cneunuKais spec-100845-5/2.0 ot 13.07.2020
Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA KadecTsa TpeGoBanus 10 KauecTBy PesyanTaT
Content uniformity
OnHOpOAHOCTE COACPRUMONO
Weight variation complies with Ph.Eur. 2.9.40 complies
OTKI0HEHU 10 Macce 8 COOTBETCTBUH C TPEGOBAHMAMU COOTBETCTBYET
Egp.®apm. 2.9.40
L1=130 L1
Acceptance value L2=1250
KpuTepuy NpUemMieMocTi
Purity
YucroTa
Water content
CoepxaHHe BOAbL
Karl-Fischer titration
Meton Kapna Quincpa NMT 6.0 % 32%

Foreign impurities
(Degradation products)
[TocTopoHHHE MPHMECH
{nponyKThl pacnana)

HPLC determination




Reciph;rm

product name
Ha3BaHKe NpoyKTa

batch no.
Homep cepuu

article no.
Homep ApTHKYJ1A

Specification
cneusbHkanus

: VIMPAT 100 MG
BUMIIAT 100 mr

+ 7634901

1 1006280

- Spec-100845-5/2.0 dated 13.07.2020

spec-100845-5/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements
Xapakrepucruka Ka4ecTBa TpeboBanus no KaYecTBy

Actual
Pesyabrar

Assay

Koauuecrpennoe onpeaeneHue

Lacosamide

HPLC determination
Jlakocamun

Metoa BIM(X

Dissolution

PacrBopenue

Lacosamide
Jakocamun

HPLC determination
Metog BAYKX

Acceptance criteria

95.0- 105.0 %

NLT 80 % (Q) after 30 min
He menee 80 % (Q) yepes 30 Muny

Evaluation according to Ph.Eur., 293,

Kpurepuu npuemaemocty Stage S1, S2, S3

Ouenka: Esp.®apwm., 2.9.3,
Crynens S1, S2, 83

99.6 %

96 %

S1



ReciPharm

product name
Ha3BaHMe NPOLYKTa
batch no.

Homep cepiH

article no.
Homep apTHKY A

Specification
cnennduKaun

: VIMPAT 100 MG

BUMIIAT 100 mr

: 7634901

: 1006280

. spec-100845-5/2.0 dated 13.07.2020

spec-100845-5/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA Ka4ecTBa TpeGosanus 00 Ka4ecTBy PesynbTat
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
MHKEOﬁHUJ’lOl‘H'{eCKﬂﬁ YUCTOTA B cootsetcTauM ¢ EBp, Papm. 5.1.4. COOTBETCTBYCT
Total aerobic microbial count (TAMC) NMT 10°CFU /g <10°CFU /g
Cywmaa a3poBHbix Gakrepuil He Gonee 10'KOE/ 1 <10°KOE/r
Total molds and yeast count (TYMC) NMT 102CFU /g < 10!CFU /g
Cymma rpu6oB He Gonee 102 KOE/r < 10* KOE/r
Escherichia coli Absent/g Absent/g

E-coli Otcyrctsue / © OtcyTCTBHE/T

VIMPAT 100 MG of the above mentioned batch meet the specification.
BUMIAT 100 Mr ynoMsHyTOH Bhillie CEpHIt COOTBETCTBYET creuubuKalmH.

Siicuka dPapMackiOTHKAT3 'm6X
Aesica Pharmaceuticals GmbH

L 3 Q..».'u-!"cq‘:"o

Dr. Ulrich Baumeister

Qualified Person
Monheim,
YNOAHOMOYEHHOE JIHLIO
MonxaiiM

71, JAR. 7011

Qualify Assurance Facilitator
ViCro/IHKMTENh KOHTPOA COOTBETCTBAA

JIOKYMEHTalUHu







