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’ TIPEITAPATA TPEBOBAHHSIM. ikl

YC‘TAHOBHEHHE[M [MPUETO
FOCYJAPCTBEHHOW PEI'MCTPALIMH

r = e :
| Toprosoe HanmeHoBaHue Bomnar®
Mexnynapoatoe Henatenropannoe Jlakocamu
HAHMEHOBAHUE (TPYNIHPOBOYHOE 1K
XHMHYECKOE)
Jlekapersennas dhopma TabNETKH. MOKPLITHIE NICHOYHOH 000A04KOI
E Hosuposka 100 M
@opma BLINYCKa 14 wr. - 6mictepnl - naukny KapTouHbie (14 wr.)
Homep cepuir (napruu): 7635002
Obbem cepun (naptam): 11847 ym.
Jara npoussoncrsa: 24.09.2020
louen no: 31.08.2025
Hanvenosaune u agpec o B Mpowssoanieas (rotosoii Jb) -
NPOHIBOANTENS (C YKA3AHHEM CTami SHicuka Dapmackio rukans [MeX, I CpPMaHHA
[POH3BOACTBA) (Galileistrasse 6. 08056 Zwickau, Germany).
Ynakosuwur/hacosui (s NEePBHYIYIO YITAKOBKY ).
YuakoBunk/haconniii (BTOpHURAS/ TPeTH AN
ynakoska) - Diicuka bapmaceioturans I'mGX,
Fepmanus (Mittelstrasse 15, 40789 Monheim.
Germany). Beimy exarougi KOHTPOJL Ka4yecTra-
Jiicnka PapmackioThi: iz TMGX, I'epmanns (Alfred-
Nobel-Strasse 10. 11789 Monheim am Rhein.
Germany)
Homep n nara perucrpawnonioro JICP-00918709 ot 16.11.2009
YAOCTOBEPEH S
Homep nopmarusuoii AOKYMCHTAUHH JICP-009187/09-161109 (H3Mm.Ne 1-6)
Haumenosanue n anpec nepwarcns | IOCE ®apyma C.AL Be.wrns (Allee de la Recherche
PETHCTPALMOHHOTO YA0CTOBEPEHHS 60, B-1070 lirussels. Belgium)
Pacemotpes npenocrasnentpie ITPOH3BOAMTENEM JIOKYMEHT bl M CollCPIRALIIECH B HUX CBENEHHA,
HACTOALM NOATBEPIKAALO, YTO CCPHA NCKAPCTBCHHOTO Npenapi it COOTBETCTBYET TpeBGOBAHMIM,
YCTAHOBICHHBIM TTPH €10 FOCYAaPCTRCHHOI perucTpanii. HatPogi E, A
y b 0 JRODEFERHICTH E(H
/A o1 " L )
Moamies OrsererseHHoro Anua: (/,///% i s f j L7 )&7/6]
(noanmnes) (o)
Jata 23.03.2021 r.
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CEPTHUPHKAT KAYECTBA
O JIETAJIbHOM JOCTYIE Ka4YCCTBEHHBIX anpMauenTqucKux
TIPOIYKTOB Ha MEXIYHAPOIHEIN PLIHOK

Haspanue n JIEKapCTBEHHasd

thopma : BUMTIAT Tabnerku, nokpuiteie
NeHoUHOH 060104 KO

Hoanposka : 100 mr

Pasmep u Tun ynaxosxu: 14 taGnerok (Gnucrep)

Cepua Ne : 7635002

Mpoaykr Ne : 1006280

lNomen no : 08/2025

Ycnosus xpanenus : Ipu Temnepatype we Boite 30 °C

Haspanue H KOJIHWYECTBO KaXJI0ro aKkTUBHOTO BellecTBa:
OnHa TaGneTka conepxut 100 Mr Jlakocamuna.

Homep pervcTpauuonHoro yaocrosepesus:
JCP-009187/09

Mpoussoantens:
Oitcuka Papmackiotikans [M6X, [epmanua

HacrosimuuM ynocToBepseTes: YT0 NaHHBIH NPOAYKT
NMPOM3BOLHTCS B COOTBETCTBUM ¢ peKoMeHaauuamMu BO3a
"Hapnesxaume npasuia IpOH3BOACTBA M KOHTPONS
KayectBa nekapcTs” (GMP) v B cooTBeTCTBHM C
HalMOHANBHBIM 3aKOHOAaTenbcTBOM DeslepaTUBHOI
Pecnybanky Cepmanum.

¥YnakoBka M chipbe, HapsLy ¢ IPOU3BOACTBEHHEIM
MPOLECCOM, aHIPO M KOHEYHBIM NPOAYKTOM SBISIOTCH
npeaMeTaMH KOHTPOJIA Ka4yecTBa, OnpelesieHHLIM KakK
HallMOHANbHOM, TaK H MEXIYHApOAHLIMM
(Papmakonesmu, MM® u MIIK craunapramu u
NPOM3BOACTBEHHBIM TIPOLIECCOM JiicHka PapMacklOTHKAN3
['mM6X u cooTeercTeyeT crneumdukaumn B Hopmaruesoi
JlokyMeHTaUNH CTPaHR — UMNopTEpa.

Tpebyemoe cooTBETCTBHE hapMalleBTHYECKUX,
H3MYECKUX M MUKPOBHONTOrHYECKHX XapaKTePUCTHK
OMnpeeaseTCs MM KaX 10 cepuu 6e3 oroBopok.
CooTBeTcTBYROLIAS JOKYMEHTALIMA XPAHUTCS B JOChE B
TeyeHue 6 JIeT B cocTase OCHOBHOM JOKYMEHTallUH Ha
NMPOU3BOACTBEHHYIO 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 : 100 mg

Package size and type : 14 tablets (blister)
Batch no. 1 7635002

Article no. : 1006280

Expiry date : 08/2025

: Do not store above 30°C

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

Storage conditions

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. 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.
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CEPTH®HKAT KAYECTBA

O JIETATBHOM JIOCTYTIE KaYeCTBE HHbIX
$apmaLeBTHYECK X MPOAYKTOB Ha MEXIYHAPOAH bl
PBIHOK

Hassanue u nekapcreennas

thopma - BUMIIAT Tabnerxu, nokpbrrsie
TieHouHo# oBonoykoit

Ho3uposka : 100 mr

Pasmep u Tin ynaxorku: 14 Ta6netox (6nucrep)

Cepus Ne : 7635002

IMponyxr Ne : 1006280

Hacrosmwum Me1 Takxke YAOCTOBEDSIM, YTO YKa3aHHLIH
BbILIE NTPOAYKT COOTBETCTBYET YCTAHOBICHHBIM
CICLHUKALMAM, Ha OCHOBAHUM YETO BhIJAeTCs
Pa3pelIeHUE Ha ero BbINYCK ¢ MPOU3BOACTEA
OTBETCTBEHHAIM KBaIM(DHUMPOBAHHBIM SKCIIEPTOM.

Diicuka GapmaceioTHrans IMEX
Aesica Pharmaceuticals GmbH

de @Q&%\d"

Dr, Ulrich Baumeister

YNONHOMOYEHHOE NTHIIO
Qualified Person
Monheim,

19. FEB. 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 1100 mg

Package size and type : 14 tablets (blister)
Batch no. : 7635002

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

Henossurenk koHTpONa cooTBETCTBHA NOKY MeHTaLMH
Quality Assurance Facilitator
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

product name : VIMPAT 100 MG

Ha3BaHHE MpoayKTa BHUMIIAT 100 mr

batch no. 1 7635002

Homep cepun

article no. : 1006280

Homep apTukysa

Specification : spec-100845-5/2.0 dated 13.07.2020
crieunpuKaums spec-100845-5/2.0 ot 13.07.2020
date of manufacture . 09/2020

JaTa TIpOH3BOACTBRA

Quality Characteristics Quality Requirements Actual
XapakTepHeTHKA KauecTra TpeGopanns no kauecTry Pesyabrat
Properties
CroiicTra
Appearance
Onu_calme Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one complies
Busyansusiit Metop side and “SP” on the other side COOTBETCTBYET

OganbHble, N1BOAKOBBITYKIbIE TAGNETKH, MOKPBITHIE
naeHouHo# o6onoukoll TemHo-x)entoro usera. Ha
OHOH CTOpOHE TabneTky BbIAABIEHA MAPKHPOBKA
«100», a Ha npyroit «SP»

Identity
NOJTHHHOCTh
Lacosamide
Jlaokcamun
HPLC determination retention time for the main peak in the sample
meton BOXX solution corresponds to retention time for the
main peak in the standard solution complies
Bpems ynepiipaHna OCHOBHOIO NHKa Ha COOTBETCTBYET
XPOMATOorpaMyie HCIBITYEMOTO pacTBoOpa
N0JKHO COOTRETCTBOBATE BPEMEHH
yIOepXHBaHHA OCHOBHOTO THKa Ha
XPOMATOrpaMMe CTaHIAapTHOTO pacTBopa
naxocamMuia
UV examination the spectrum between 300 and 230 nm of the
VO-cnexrpodoToMeTpus sample solution V1 corresponds to the one of complies
- standard solution V1 COOTBETCTBYET

Y®P-crekTp NorNoeH s HCIBITYEMOro PacTBopa
V1 npu nnuHe sosiHbt B nHTEpBane ot 300 uM o
230 HM OMKEH COOTBETCTBOBaTL Y D-CriekTpy
TIOTJIOIIEHHs (TaHIAPTHOTO pacTeopa V)

-1-
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product name
Ha3BaHUe NpOIyKT4

batch no. 1 7635002
Homep cepun
article no. : 1006280

Howmep aprukyns

: VIMPAT 100 MG
BHMIIAT 100 mr

Specification : spec-100845-5/2.0 dated 13.07.2020
cneunburkanus spec-100845-5/2.0 or 13.07.2020
Quality Characteristics Quality Requirements Actual
XapakTepHcTHKa KavecTBa Tpeboauns no kauecTsy Pezynwnrar
Content uniformity
OaHOpoaHOCTE cOAepKHMOro
Weight variation complies with Ph.Eur. 2.9.40 complies
OTknoHenus no mMacce B COOTBETCTBHH C TpeGOBAHMAMH  COOTBETCTBYET
Esp.®apm. 2.9.40
LI=15.0 L1
Acceptance value L2=25.0
Kpurepun npuemnemocty
Purity
YucrtoTa
Water content
Conepxanue Boap!
Karl-Fischer titration
Meton Kapna duwepa NMT 6.0 % 34%
Foreign impurities
(Degradation products)
[locToponuue npumecu
(npomykTh! pacnaza)
HPLC determination
Meron BOXKX
any single degradation product NMT 0.20 % not detectable
- €AHHH'MHAA HEHACHTHQHLMPOBAHHAA He Gonee 0.20 % He OOHapyXeHbl
npUMecs
total degradation products NMT 1.0 % not detectable

- CYMMa MpoayKTOB pacnaja

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

He Gonee 1.0 %

report all
coobuats 060 Beex

He obHapyeHbl

. no individual peaks = 0.10 %

He oTaenbHble Nk = 0.10 %



ReciPh:arm

product name ¢ VIMPAT 100 MG
Ha3BAHHE NPOLYKTa BHUMIIAT 100 mr

batch no. 1 7635002
Homep cepun

article no. : 1006280
Homep apTukyna

Specification ! spec-100845-5/2.0 dated 13.07.2020
cnenndrkauus spec-100845-5/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements
XapakrepucTuka Kauecrpa Tpebosanus no kayecTpy

Actual
PesynbTaT

Assay
Konuuecrrenuoe on peaeclicHne

Lacosamide

HPLC determination 95.0-105.0 %
Jlakocamun

Meton B2XX

Dissolution

PacTBopenne

Lacosamide
JlakocamMun

HPLC determination NLT 80 % (Q) after 30 min
Meton BOXX He metee 80(% (Q) yepes 30 muu

Acceptance criteria Evaluation a¢cording to Ph.Eur., 2.9.3,
Kputepuu npuemnemoctu Stage S1, 82, S3

Ouenxa: Epp|®apm., 2.9.3,

Crynens S1, 52, S3

99.3 %

95 %

S1
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product name © VIMPAT 100 MG

Hd3BaHKWe NpogyKTa BUMIIAT 100 mr

batch no. 1 7635002

Howmep cepnu

article no. . 1006280

Homep aptikynn

Specification : spec-100845-5/2.0 dated 13.07.2020

cnenuguxanma spec-100845-5/2.0 ot 13.07.2020

Quality Characteristics Quality Requirements Actual
Xapaxkrepucruxa KauecrTsa TpeGosannsn no kauecrsy Peayabrar
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
MﬂKEOﬁHOHOTH‘IECKaﬁ 9JHCTOTA B coorsercTBHM ¢ Egp. ®apm. 5.1.4. COOTBETCTBYET
Total aerobic microbial count (TAMC) NMT 10°CFU /g <10°CFU /g
CyMaa a3pobHuix Gakrepuit He 6onee 10°KOE/ r < 10°’KOE/ r
Total molds and yeast count (TYMC) NMT 102CFU /g <10*CFU /g
Cymma rpubos He Gonee 102 KOE/r < 10 KOE/r
Escherichia coli Absent/g Absent/g
E-coli Orcytetsne / T OrcyTeTame/r

VIMPAT 100 MG of the above mentioned batch meet the specification.
BUMIIAT 100 mr ynomsuyToH Binie CEPHH COOTBCTCTBYET CrielrdrKaLuy,

Diicuka QapmaceoTukans 'ME6X
Aesica Pharmaceuticals GmbH

le ;VZQLU_&_\AJ

Dr, Ulrich Baumeister

Qualified Person Quality’ Assurance Facilitator
Monheim, HcrosHHTENE KOHTPOIA COOTBETCTRUA
YIOJNHOMOYEHHOE JIMLO HNOKYMEHTaUHH
Momxaiim

1. FEB. 2021






