IOATBEPKAEHUE

r E Ne 08-2020/RP sop-af-103164
y

A . O COOTBETCTBHMHU JIEKAPCTBEHHOI'O llfef- SOP}lf"UﬁZ
IIPE[TAPATA TPEBOBAHISIM, agelo
YCTAHOBJIEHHBIM IIPH ET'O

TOCYIIAPCTBEHHOM PETUCTPALIUM

Toprosoe HanmeHnoBanue Bumnar®

MexyHapoiHoe HenaTeHToOBAHHOe Jlakocamun
HaUMEHOBaHUE (IpyNIHUPOBOYHOE
HJTH XHMHYECKOE)

Jlexapcrennas dhopma TabETKH, [IOKPBITHIE IIIEHOUYHON 060I0YKOi

Hosuposka 200 mr

®opma BeINycka 14 . - BnucTeps! (4 WIT.) - NAYKK KAPTOHHEIE
(56 w.)

Homep cepun (naprum): 7470101

O6wem cepuu (maprun): 3919 ym.

Jara npousBoncTaa; 02.01.2020

l'onen no: 31.12.2024

Haumenosanue n anpec [Ipoussonurens (rotosoii JID) -

TIPOH3BOAUTENA (C YKa3aHHEM Oiicnxa ®apmacsiotnxans ['mM6X, Tepmatns

cTaauii mpousBoAcTBa) (Galileistrasse 6, 08056 Zwickau, Germany).

YnakoBuui/hacoBLIHK (B HEpBHUHYIO YNaKoBKY),
YnakoBuK/hacoBuHK (BTOpHYHAas/TpeTHYHas
ynaKoBka) - D¥cuka MapmacsioTikans [M6X,
Iepmannsa (Mittelstrasse 15, 40789 Monheim,
Germany). Brimycxarommit koHTpons kxavecsa-
Jticuka Papmaceiotukans TmeX, I epMaHuA
(Alfred-Nobel-Strasse 10, 40789 Monheim am

Rhein, Germany)
HoMmep u nmara perucrpanmonsoro JICP-009187/09 ot 16.11.2009
YIOCTOBEPEHHS
Homep HOPMAaTHBHOM JICP-009187/09-161109 (Mam.Ne 1-5)
JOKYMEHTalHH
Haumenosanue n anpec nepsxarens IOCE ®apma C.A., Benbrus (Allee de la
PETUCTPAUHOHHOTO YIOCTOBEPEHHUS! Recherche 60, B-1070 Brussels, Belgium)

PaccMoTpes npenocTaBnennse nponseomHTeNeM AOKYMEHTBl H COAEPMAIHECS B HHX
CBCACHUS, HACTOSALUMM MOATBEPXIAID, YTO v@e:gmﬂge CTBEHHOTO  IIpenapara
COOTBeTCTBYET TpeboBaHMAM, YCTaHOB/ICHHbIM JIDH €10 FOCYHAPET' Hof PgFYcTPaumH.

) e SISO [ 1wy
L7 g/ ' nOZIOBEPERHOCTH B/

if

IMoanwuer OtBeTcTBeHHOrO MHIA:

(moancs)
Jlata 30.04.2020 r.
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YECTBA

O JIETAJIBHOM HOCTYII¢ KaYeCTBEHHBIX
(bapMmalieBTHYECKHX TIPOAYKTOB Ha
MEXNYHapOIHKIA PRIHOK

Haspauue unekapcrpeHHas

dopma : BUMITAT 200 mr
Cepus Ne : 7470101
Mpoaykr Ne : 1006283
Tonen o 1 12/2024

YcnoBua xpaneHus : [Tpy Temnepatype He Boiwe 30 °C

Haspanue H KOJIHYECTBO KaXI0ro akTHBHOIO BCILICCTBA:
Onna TabneTka comepxut 200 Mr Jlakocamu.

HacTosumm ynocToRepsieTcs: YTo JaHHBIH TPOIYKT
NIPOU3BOLMUTCS B COOTBETCTBHM C PEKOMEHIALHAMH
BO3a "Hannexawue npaBuia Npor3BOACTBA H KOHTPOA
Ka4yecrna siekapcTs” (GMP) ¥ B COOTBETCTBUH ¢
HalLlHOHAMbHBLIM 3aKOHOOATEJILCTBOM (DCJJBPBTPEBHDﬁ
Pecniy6nuxu [epMaHuu.

YnakoBKa M ChIpbe, Hapsily ¢ MPOU3BOACTBEHHBIM
MpoUEeCccOM, aHTPO H KOHEYHBIM NMPOAYKTOM SABISIOTCA
rnpeaMeTaMi KOHTPOJA Ka4eCTBa, ONMpeleNeHHbIM KaK
HaUWOHANLHOM, TaK U MEXAYHapOAHLIMH
dapmakoneamu, MM® u MITK craHnapTamMu 1
NPOHM3BOACTBEHHBIM TTPOLIECCOM JiicHka MapMachlOTHKAN3
I'm6X u coorBeTcTBYeT cneudmkaunn » HopmarusHoi
JIoKyMeHTaLHH CTPaHbLl — HMNOPTEpa.

TpebyeMoe coOTBETCTBHE PapMalleBTHMECKHX,
(DU3NYECKAX H MHKPOOHONOTHYECKHX XapaKTEPUCTHK
onpenesieTcst IS KaKaoi cepum Hes oroBopox.
CooTeeTcTBYIOIIAA AOKYMEHTALINA XPAHHTCA B IOChE B
TeyeHMe 6 JleT B COCTaBe OCHOBHOM JOKYMEHTALIUM Ha
[IPOH3BOACTBEHHYIO CEPHIO.

HacTosiluuM Mbl TAKXXE YIOCTOBEPAM, YTO YKa3aHHLIH
BhillIe MPOAYKT COOTBETCTBYET YCTAHOB/IEHHBIM
cneuudHKaUMAM, Ha OCHOBAHHH Yero BLIaeTcs
Pa3pelI€HHE Ha ero BHITYCK C IIPOU3BOACTBA
OTBETCTBEHHBIM KBUTHOHIMPOBAHHBIM 3KCTIEPTOM.

JiicHka PapmaceroTHRan3 MMEX
Aesica Pharmaceuticals GmbH

. Ulrich Baumeaister
ynOHHOMO‘IEHHOG JTHUO

Qualified Person
2 4. MRL. 2020

Monheim,

CERTI U

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

Name and dosage form

of product : VIMPAT 200 MG

Batch no. 1 7470101

Article no. 1 1006283

Expiry date 1 12/2024

Storage conditions : Do not store above 30°C

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

&

Remarks: n/a

3

HMcnonuurens OHTPOJIA COOTBETCTBHA NOKYMEHTAUHH
Quality Assurance Facilitator
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product name
Ha3BaHHe NPOAYKTa
batch no.

Homep cepuu
article no.

Homep apruxyns
Specification
cneumbmkanma
date of manufacture
JaTa NpOW3BOACTRa

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJINZA

© VIMPAT 200 MG

BHMIIAT 200 mr

: 7470101
1 1006283

: Spec-100847-4/1.0 dated 11.10.2019

spec-100847-4/1.0 ot 11.10.2019

: 01/2020

Quality Characteristics Quality Requirements Actual
XapakTepHETHKA KaYecTBa Tpebosanns no KasecrBy Pesynbtat
Properties
Ceoiicrea
Appearance
Onucanne blue opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “200” on one complies
Busyanshbiit meTon side and “SP™ on the other side COOTBETCTBYET
OgankHele, IBOAKOBBITYKIbIC TAONETKH, NOKPLITHIE
IIeHo4HOH obonouko# cuHero useta. Ha oaHoit
CTOpOHE TabNeTKH BhIaBieHa MapkupoBka «200»,
a Ha apyroi «SPy»
Identity
NOJIMHHOCTH
Lacosamide
JlaokcaMuz
HPLC determination retention time for the main peak in the sample
meto BIXX solution corresponds to retention time for the
main peak in the standard solution complies
Bpewms yaepxuBaHui OCHOBHOTO NMKa Ha COOTBETCTBYET

UV examination

Yd-cnekTpodoToMETPIS

XPOMaTOrpaMMe HCITEITYEMOTO pacTeopa
ROMKHO COOTBETCTBOBATE BPEMEHH
YAEpKMBAHWA OCHOBHOIO MHKA Ha
XpOMaTorpaMMe CTaHAApPTHOIO PacTBOpa
nakocamuaa

the spectrum between 300 and 230 nm of the
sample solution V1 corresponds to the one of
standard solution V1 s
Y®-crnexTp nornomeHus HebITYeMoro pacgligipd
V| npu anuHe BonHb B HHTepBane ot 300 u@-np
230 HM noiKeH cOOTBETCTBOBAThE Y P-Cnekipy,
NOrfOLIEHUA CTAHAAPTHOrO pacTBopa V, E =\

e
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product name : VIMPAT 200 MG

Ha3BaHHE NPOAYKTa BUMIIAT 200 mr

batch no. 1 7470101

Homep cepuu

article no. . 1006283

Homep apTukyns

Specification : spec-100847-4/1.0 dated 11.10.2019
cneunduKaLma spec-100847-4/1.0 ot 11.10.2019

Quality Characteristics
XapakTepHCTHKA KauecTBa

Quality Requirements
TpeGoBaHus M0 KAYECTBY

Actual
PesyabTar

Content uniformity

OHOPOAHOCTD CONEPHHMOrO

Weight variation
OTKIOHEHHA 10 Macce

Acceptance value
KpHurepuy npueMneMocTH
Purity

YucroTa

Water content
ConepxaHue BOIb

Karl-Fischer titration
Metoa Kapna ®@uiiepa

Foreign impurities
(Degradation products)
[NocTOpOHHHE TIPHMECH
(npomyKkTH! pacnana)

HPLC determination
Metoa BOXX

any single degradation product
- eIMHHYHAA HeHAeHTH(HIIHPOBAHHAL
pHMECh

total degradation products
- cyMMa NpOJYKTOB pacnaia

all individual peaks > 0.10 %
Bce otneibhbie nuku > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBHH C TPeGOBAHUAMH
Erp.®apm. 2.9.40

L1=15.0
L2=250

NMT 6.0 %

NMT 0.20 %
He Gonee 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobwmark 060 Bcex

complies
COOTBETCTBYET

L1

3.0%

<0.20%

0.1%

ey
=L LN

no individual peaks > 010 % .
He OTAeNLHLIE KK 2 0.10 %"

<
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product name : VIMPAT 200 MG
Ha3BaHHE NPOAYKTa BHUMIIAT 200 mr
batch no. 1 7470101
Homep cepun
article no. 1 1006283
Homep apTuxyns
Specification : spec-100847-4/1.0 dated 11.10.2019
creundHKaLMs spec-100847-4/1.0 ot 11.10.2019
Quality Characteristics Quality Requirements Actual
XapakrepucTHKAa KAUeCcTBa TpeGoBanuA N0 Ka4eCTBY PesynbTar
Assay
KosinuecTBenHOe onpeenenne
Lacosamide
HPLC determination 95.0-105.0% 100.9 %
Jlakocamun
Meron B3AX

Dissolution
Pacrsopenne

Lacosamide
Jlakocamun
HPLC determination NLT 80 % (Q) after 30 min 94 %
Metoa BOXX He menee 80 % (Q) uepes 30 mun
Acceptance criteria Evaluation according to Ph.Eur., 2.9.3,
Kputepuy npHEMIIEMOCTH Stage S1, 82, 83

Ouenka: Esp.®apm., 2.9.3, S1
Crynens S1, 82, 83
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product name : VIMPAT 200 MG

Ha3BaHHe MpOAYKTa BHUMIIAT 200 mr

batch no. : 7470101

Homep cepuu

article no. : 1006283

Howmep apTHKyns

Specification : spec-100847-4/1.0 dated 11.10.2019

cneunduKaLms spec-100847-4/1.0 ot 11.10.2019

Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA Kaqecrsa TpeGopanus Mo Ka4ecrBy Pesyabrart
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
Mnxnoﬁuoﬂoruqecxaﬂ YHCTOTA B cooTBeTCTBHH C EBP. (DﬂpM. 5.1.4. COOTBETCTBYET
Total aerobic microbial count (TAMC) NMT 10°CFU /g complies
Cymaa a3pobubix 6akrephit He Gonee 10°KOE/ r COOTBETCTBYET
Total molds and yeast count (TYMC) NMT 10*CFU /g complies
Cymma rpu6os He 6onee 10 KOE/r COOTBETCTBYET
Escherichia coli Absent/g complies

E-coli Otcytereue / r COOTBETCTBYET

VIMPAT 200 MG of the above mentioned batch meet the specification.
BHUMITAT 200 Mr ynOMSAHYTOfi BEILLE CEPHH COOTBETCTBYET CrCUHHKALHMH.

Diicuka DapmacsioTHkans [M6X
Aesica Pharmaceuticals GmbH

L 3&“_.&__\/4“

b 0
- [ Hrie £ .
£ ((jggl'il léé 1@:{'23‘1“8'- Qualityussurance Facilitator ey,
Monheim, HcnonHuTEN, KOHTPOIA CQOTBETCTBHA
YIONHOMOYEHHOE JTHIIO JOKYMEHTALHH \_;"“ o
MoHxaim V<

1 4. MRLZ. 2010




