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[IPETIAPATA TPEBOBAHWSIM, ageL
VCTAHOBJIEHHBIM ITPH ETO
TOCYIAPCTBEHHOM PEIICTPAIIUM i
Toprosoe HaHMEHOBAHHE Bummar®
MesiayHapOIHOE HEaTeHTOBAaHHOEe JlakocamMux
pauMeHoBanue (rpyIIHPOBOIHOE

WM XHMHYECKOE)

JlexapcrBenHas Gopma

TabJIeTKH, TOKPBITEIC ruIeHOo4YHOH 000I09KOH

Jlo3uposka

50 M1

dopma BBITyCKa

14 1t - GIMCTEPE! - TAYKU KapTOHHBIE (14 wr.)

Homep ceprH (IIapTHK): 7595501

O6sem cepur (TApPTHH): 38664 yn.
JlaTa mpoX3BOACTBA: 16.06.2020
Tonxen no: 31.05.2025

HapMmenoBaHHe U afpec
IIPOU3BOAMTENA (C yKa3aHHEM
cTanui MpOH3BOICTBA)

TIpoussoauTess (rOTOBOH JID) -

Nitcnxa Gapmacsioryikans I'M6X, T'epmanus
(Galileistrasse 6, 08056 Zwickau, Germany).
Y nakoBLyi/hacoBIIHK (B NEPBUHHYIO YNaKoBKY),
VnakoBmuK/GacosumK (BTOPUIHas/ TPeTHIHAS
ynaxopka) - Dficuka GapMAaCEIOTHKANS 'M6X,
Tepmanms (Mittelstrasse 15, 40789 Monheim,
Germany). BEIycKarOLHi KOHTPO/IL KadecTBa-
Ditcuxa ®apmacsroTHKAN3 1° MOX, I'epManus
(Alfred-Nobel-Strasse 10, 40789 Monheim am
Rhein, Germany)

Homep ¥ [ara PErMCTPaLOHHOIO
yIOCTOBEPEHHS

JICP-009187/09 ot 16.11.2009

Homep
JNOKYMEHTAlHH

HOPMATHBHOM

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

HaumeHoBaHME U ajpec AepiKarels
PErHCTPALHOHHOIO YAOCTOBEPEHMS

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

PaccMOTPEB TIPENOCTABIEHHEIE IPOH3BOMUTENEM JOKYMEHTEL H cofiepikaluecs B HUX
HACTOSAILMM  TIOATBEPIAAIO,
COOTBETCTBYET TPeOOBAHUAM, yCTAHOB/ICHHDIM TTPH €70 rocyapCTBEHHOH PETHCTPALUY.

CBEJICHHA,

Tloanues OTBETCTBEHHOTO JIKLIA:

Yyro CcepHd JIEKapCTBEHHOI'O npenapara

Iara 02.12.2020 r.
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ReciPharm

product name
Ha3BaHHE NpoaykTa
batch no,

Homep cepun
article no.

Howmep apruxyna

Specification
cneunduxaimg

date of manufacture
l1aTa NpoOH3BOACTRA

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIM3A

: VIMPAT 50 MG

BHMIIAT 50 umr

1 7595501

1 1005670

* Spec-100844-5/2.0 dated 13.07.2020

spec-100844 -5/2.007 13.07.2020

: 06/2020

Quality Characteristics Quality Requirements Actual
XapakTepHcTHKa KavecTsa TpeGosanns no KayecTBy Pesyiabrar
Properties
CroiicTa
Appearance
Onucanne pinkish opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “50” on one complies
Busyansuerit meton side and “SP" on the other side COOTBETCTBYET
Osanbhere, ABOAKOBBINYKbIE TaBneTkt, NIOKPBITBIC
fneHoHoi 0b0a04KO0H pososaToro uscta. Ha oanoii
CTOPOHE Tab/ICTKH BRIABNCHa MapKHpPOBKa «50»,
a Ha Apyroi «SP»
Identity
NOANHHHOCTL
Lacosamide
Jlaokcammn
HPLC determination retention time for the main peak in the sample
Meton BIXX solution corresponds to retention time for the
main peak in the standard solution complics
Bpews YACPXKHBAHHA OCHOBHOTO [IMKA Ha COOTBETCTBYET
XpoMaTorpamie HensITYeMoro pacTBopa
AO0IKHO COOTBETCTBORATH BpEMEHH
YAEPHKHBAHNA OCHOBHOIO MMKA Ha
XpOMATOrpaMMe CTaHAapTHOro pactBopa
llakocamuaa
UV examination the spectrum berween 300 and 230 nm of the
Ym-cnexxpocporo.\:erpm sample solution V] corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y®-cnektp nornourcHus HCIIBITYEMOI0 pacTeopa
Vi, TPH AHHE BOJHKL B HHTepBane ot 300 uM no
230 HM fOmKEH COOTBETCTBOBATH Y®-cnextpy
NOTNOIIEHNA CTEHA2PTHOrO pacteopa V,

a1-



Recipharm

product name : VIMPAT 50 MG
Ha3BaHKe NPOYKTA BUMIIAT 50 mr
batch no. : 7409710

Homep cepun

article no. : 1005670

Howmep aptHicyns

Specification
cneuHdHKaLms

: spec-100844-5/2.0 dated 13.07.2020
spec-100844 -5/2.0o1 13.07.2020

Quality Characteristics
Xapam‘epnc’ru Ka Ka1iecTrsa

Quality Requirements Actual
TpeGoBaRHA N0 Ka4eCTBY PesyabTat

Content uniformity
OaHOPOAHOCTH CONEPHKHMOr0

Weight variation
OTKIOHEHIA MO Macce

Acceptance value
Kputepuu npuemnesoctu
Purity
Yucrora

Water content
Copnepxanne Boabl

Karl-Fischer titration
Metoa Kapna ®uwcpa

Foreign impurities
(Degradation products)
[TocTopoHHHKE npHMecH
(npoaykThl pacnaaa)

HPLC determination
Metoa BOXKX

any single degradation product
- €IHHHYHAaA HBHJCHTHQJHHHPOBHHHHH
[IpPUMECE

total degradation products
- cyMMa [POAYKTOB pacnajia

all individual peaks > 0.10 %
Bce otaenpHuie kit = 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBHH C TpeOOBAHHAMH

Esp.®apu. 2.9.40

L1=15.0
L2=25.0

NMT 6.0 %

NMT 0.20 %
He Gonee 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobuats 060 Beex

complies
COOTBETCTBYET

LI

3.7%

not detectable
He oBHapyXeHbl

not detectable
He 06HapyXeHsbl

no individual peaks = 0.10%
He oTaenbHble nnkn = 0.10 %



Recipl';} rm

product name : VIMPAT 50 MG
Ha3BaHHe NpOAYKTa BUMIIAT 50 mr

batch no. : 7409710
Hoxep cepnn

article no. : 1005670
Homep aptukyna

Specification : spec-100844-5/2.0 dated 13.07.2020
cneumdnkatma spec-100844 -5/2.001 13.07.2020

Quality Characteristics Quality Requirements
XapakTepHCTHKA KavecTBa TpeboBanus no kawecTny

Actual
PesyasTar

Assay
KoanvectBennoe onpenesenne

Lacosamide

HPLC determination 95.0-105.0%
Jlakocamiia

Metoa BOM(X

Dissolution
PacrBopenne

Lacosamide
Jlakocamia

HPLC determination NLT 80 % (Q) after 30 min
Metoa BDXX He menee 80 % (Q) uepes 30 sun

Acceptance criteria Evaluation according to Ph.Eur., 293,
Kputepuu npuensnemoctu Stage S1, 52, 83

Ouernka: Epp.dapa., 2.9.3,

Cryneus S1, S2, S3

100.0 %

97 %

S1



Reci‘:}‘larm

product name : VIMPAT 50 MG
Ha3BaHHE NpPOAYKTa BHMIIAT 50 mr
batch no. : 7409710
Homep cepun
article no. . 1005670
HoMmep apTHKY A
Specification : spec-100844-5/2.0 dated 13.07.2020
creyuduKanua spec-100844 -5/2.00t 13.07.2020
Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA KA4eCTBA TpeGoBaHHs M0 KA4eCTBY PeayibTar
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
Muxpo6uooruueckasn UncroTa B cootrercteuu ¢ Enp. @apm. 5.1.4,

COOTBETCTBYET
Total aerobic microbial count (TAMC) NMT 10°CFU /g complies
CyMaa a3pobueix GakTepiit He 6onee 10°KOE/ r COOTBETCTBYET
Total molds and yeast count (TYMC) NMT 10°CFU /g complics
Cy»ya rpibos He 6oaee 10° KOE/ 1 COOTBETCTBYET
Escherichia coli Absent/g complies
E-coli OtcyrcTBHe / T COOTBETCTBYET

VIMPAT 50 MG of the above mentioned batch meet the specification.
BUMITAT 50 smr ynoMAaHYTO# Bblii€ CEPHII COOTBETCTBYET crneyH(UKALIH.

Jjicnka PapmacstoTikans 'oX
Aesica Pharmaceuticals GmbH

o
Dr. Michael Schwéppe (_N , m&@o\

Qualified Person Quality Assurance Facilitator
Monheim, HcrnonHuTe s KOHTPONA COOTBETCTBHA
YNOAHOMOYEHHOE NTHLO JOKYMEHTALHH

Momxaitm 31, AUG. 2020



ReciPLarm
CEPTUDUKAT KAYECTBA

0 JeraIbHOM nocCTyrne KayeCTBEHHbIX QJEDMHHCBTH‘ICCKHX
MPOAYKTOB Ha MeXIyHaPOAHBI PhIHOK

Haspanue v nexapcrsermag

dopma : BUMIIAT Ta6nerku, MOKpbIThIE
NNeHoYHO# obonoukoi
Jo3snposxa 250 mr

Pa3nep u tun ynakoeku: 14 radnerox (6anctep)

Cepus Ne : 7595501
Mpoayxr Ne : 1005670
['onen oo 1 05/2025

Ycnosus xpanenns [Tpu Temnepatype ne Boime 30 .

HRSBRHHC M KOJIHYECTBO KAXA0ro AKTHBHOro BELLECTBA:
OnHa tabnetka coaepxut 50 Mr Jlakocasuaa,

Hoxmep pernctpausonsoro YAOCTOBEpEHHN:
JICP-009187/09

ITpomssoantens:
Jicika ®apyackioTnxans Mu6X, I epMaHng

Hactoawuy yaocrosepseres: yro DaMHBIA NpoaykT
[IPOU3BOUTCA B COOTBETCTBHMM C pexoMeHaaumamu BO3a
"Haanexaumie npaguna NPOU3BOACTBA M KOHTPOS
kKasecrsa nekapets” (GMP) u B coorsercremm ¢
HallMOHAJTbHBIM 3HKOH0}'IRTEII!1CTBOM (DEJIBPHTHBHOI‘:!
PecnyGanxu Mepmanmn.

¥YnakoBxa M cuipse, HapAAY ¢ NPOU3BOACTBEHHbIM
MPOLUECCOM, aHTPO H KOHEYHBIM MPOAYKTOM ABASIOTCS
TIpEaMETaMH KOHTPONIA KayecTsa, ONpefeNeHHBIM KaK
HALHOHANBHOM, TaK M MEXAYHAPOIHbIMU
®Papmakonesvmu, MM® i MTTK craunapravu u
TIPOM3BOACTBEHHbIM NMPoOLECCOM DiicHka DapracsloTHKa:
I'M8X u coorsercrayer cneundmkawum 8 Hopaatisehoii
Jokysmentaunn crpass — HMRopTepa.

Tpebyemoe cooTsercTaie cbapuaueamqecxux,
DU3MYECKUX K MHUKpPOBHMONOrHueckux XaPaKTePUCTHK
ONPENENseTcs I Kaknoi cepuu Gez OrORODOK.
CoortBercTayiowan NOKYMEHTALUMA XPAHUTCH B 10ChE B
Te4deHHe 6 JIeT B cocTase OCHOBHOH NOKYMEHTalWK Ha
MPOH3BOACTBEHHYIO CEpHIO.

ER E

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 150 mg

Package size and type : 14 tablets (blister)

Batch no. 1 7595501
Article no. - 1005670
Expiry date : 05/2025

Storage conditions  : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 50 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. I. 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

PTH T ECTBA

0 JIETATbHOM AOCTYIE€ Ka4eCTBEHHBIX
hapMaleBTHYECKMX NPOAYKTOB HA MEXIYHAPONH bIit
PBIHOK

Hassanue JIEKapCTBEHHas

¢dopma : BUMIIAT TaGaeTku, NOKpbiThie
nneHo4Hoil 06ono4koi

Jo3suposka 150 mr

Pazmep u THn ynakoexu: 14 Tabretox (Gancrep)

Cepust Ne 1 7595501

Tpoayxr Ne : 1005670

HacToswumy Mbl TAKXKE YAOCTOBEPAM, UTO YKa3aHHLII
BblIlLIE NPOAYKT COOTBETCTBYET YCTAHOBAEHHBIM
cneurdHKaUHAM, Ha OCHOBAHMH YET0 BLIIAETCS
pa3pelieHHE Ha ero BHITIYCK C NPOH3BOACTBA
OTBETCTBEHHBIM KBATH(PUUHPOBAHHbBIM IKCTIEPTOM.

Oiicnka dapmacsiotiikans M'u6X
Aesica Pharmaceuticals GmbH

s
Dr. Michdel Schwoppe

YIONHOMOYEHHOE THUO
Qualified Person

Monheim, 3 1. AUG. 2020

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 : 50 mg
Package size and type : 14 tablets (blister)
: 7595501

: 1005670

Batch no.

Article no.

We hereby also certify that the above mentioned
product conforms to the established specifications and
is released accordingly by the responsible qualified
expert.

Remarks:

S e S

HcnonuuTens KOHTPOns COOTBETCTBHA JOKYMENTALHH
Quality Assurance Facilitator






