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CEPTUPUKAT KAYECTBA

0 JieraLHOM IOCTYNE KayeCTBEHHbIX (bapMalIeBTHYECKHX
NpOAYKTOB Ha MEXYHAPOAHBIA PHIHOK

Ha3paHue W NeKapCTBEHHAA

dopma : BUMIIAT tabneTkH, MOKpPBITHIE
neHouHoi obonoukoi

JNosnpoeka : 100 mr

Pasmep M THI ynakosku: 14 tabnerok (baucTep)

Cepus Ne : 7972901

TMpoaykTt Ne : 1006280

loneH 0o + 02/2027

Venosus xpanerus © [Ipy TeMiepaType He BILIC 30°C

Ha3BaHMe ¥ KOJIMUECTBO KaX10TO AKTHBHOTO BEUICCTRA:
Onna TaGnetka conepXxut 100 Mr Jlakocamina.

Homep perncTpalHoHHOro YA0CTOBEPEHHA:
JCP-009187/09

TpoH3BOAHTENL!
Jticuka dapmacsiotukans I'M6X, lepmanus

HacToS MM YAOCTOBEPSETCA: YTO AaHHBIA NPOAYKT
NPOU3BOANTCH B COOTBETCTBHH C pekomeHaauuamu BO3a
“Haznexaluue Npasujia NPOM3BOACTBA U KOHTPONA
kauecTsa nekapcrs’ (GMP) H B COOTBETCTBHH €
HALKOHAIbHBIM 3aKOHOAATENBCTBOM ®denepaTtMBHON
Pecnybnunku [epMaHHH.

V[aKOBKa M Chipbe, HapsLy ¢ NPOU3BOACTBEHHBIM
MPOLIECCOM, AHTPO U KOHEUHBIM NPOAYKTOM ABAIOTCA
MpeAMETaMMU KOHTPOA KayecTsa, onpeaeneHHbIM KaK
HAlLMOHANBLHOM, TAK H MEXAYHapOLHBIMH
®apmakonesamMu, MM® u MIIK cranzapTaMi Y
NPOM3BOACTBEHHBIM MPOLECCOM Diicuka PapMacbOTHKaANI
'M6X 1 cooTBETCTBYET crieunHKaLm1y B HopmaTusHOH
JlokyMeHTaLHH CTPaHbl — HMIIOPTEPA.

Tpebyemoe COOTBETCTBUE ¢dapMaueBTHYECKHX,
(M3NYECKHX U MHKPOGHOJIOTHYECKHX XapaKTEPHCTHK
onpelenseTca and Kax1oi cepuu 6e3 OroBOpoK.
CooTBETCTBYIOIIAS JOKYMEHTALMA XPaHUTCA B 10CHE B
TeueHMe 6 NET B COCTABE OCHOBHOM IOKYMEHTALIMH Ha
NPOH3BOACTBEHHYIO CEPHIO.

CERTIFICATE OF QUALITY

on the Legal Status and Quality
of Pharma :eutical Products
Moving in Intemational Commerce

Name and dosage

form of product - VIMPAT film-coated tablet

Dosage form : 100 mg

Package size and type : 14 tablets (blister)
Batch no. : 7972901

Article no. : 1006280

Expiry date 0272027

Storage conditions  : Do not store above 30°C

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

Registration Certificatt Number.:
LSR-009187/09

Manufacturer:
Aesica Pharmaceuticals GmbH, Germany

It is certified that the roduct is routinely
manufactured in accordance with the WHO
recommendations of " Jood practices in the
manufacture and qual ty control of drugs” (GMP) and
in accordance with the national legal requirements of
the Federal Republic of Germany.

Packaging and raw m terials as well as manufacturing
process, the bulk procuct and finished product are
subject to quality controls set forth in national and
international pharmac opoeias, F. 1. P. and P.1.C.
standards and operati ig procedures of Aesica
Pharmaceuticals GmbH and comply to the
specifications in the Marketing Authorisation of the
importing country.

With respect to the pl armaceutical, physical,
chemical and microb ological specifications the
required quality of ev:ry batch is ascertained without
reservations. The resj ective documentation will be
kept on file for six ye:rs as master batch production
record.
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CEPTHUOMKAT KAYECTBA

O JIEra/IbHOM AOCTYNE KAYeCTBEHHbIX
(apMaLeBTHYECKMX MPOAYKTOB Ha MEXAYHAPOAHBIH
PBIHOK

HasBanue u nekapcreennas

dopma : BAMIIAT taGnerku, nokpeirsie
nneHo4Hoit 06004kl

Ho3uposka 2 100 mr

Pasmep u Tun ynakosku: 14 tabnetox (Bnucrep)

Cepus Ne 1 7972901

[ponykt Ne : 1006280

Hacrosawmm Mbl Takxe YAOCTOBEPAM, UTO yKa3aHHbI i
BBILLIE MPOAYKT COOTBETCTBYET YCTAHOBAEHHBIM
creunHUKauMAM, Ha OCHOBAHMM YEro BbigaeTcs
pa3pellieHne Ha ero BLINYCK C MPOM3BOACTBA
OTBETCTBEHHBIM KBATH(DHLMPOBAHHBIM 3KCIEPTOM.

Jiicuka dapmacsiotukans TmEX
Aesica Pharmaceuticals GmbH

Janika Brunk

sl

YNONHOMOYEHHOE NHLIO
Qualified Person

Monheim, 28 .’UL m

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. 17972901

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

N. b dgp g

Hcnonuurens kontpons cooteerctpua [OKYMEHTALIHH
Quality Assurance Facilitator
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product name
Ha3BaHHE MPOAYKTa

CERTIFICATE OF ANALYSIS

: VIMPAT 100 MG

BUMIIAT 100 mr

batch no. : 7972901
Howmep cepuu
article no. : 1006280

Homep apTHKys

Specification
cneundHKauua

date of manufacture
[laTa NPOM3BOACTBA

. spec-100845-5/3.0 dated 27.04.2021

spec-100845-5/3.0 ot 27.04.2021

: 03/2022

Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA Ka4yecTBa TpeGoBaHus N0 KA4ecTBY Pesyabtar
Properties
CsoiicTBa
Appearance
Onucanue Dark yellow opaque, oval, film-coated tat let,
Visual examination biconvex, debossed with “100” on one complies
Bu3yansHbii MeTOR side and “SP” on the other side COOTBETCTBYET
OsanbHbIE, ABOAKOBBINYKJIblE TaBNETKH, I OKPLITBIE
nncHo4HO# 060n04KOi TeMHO-XenToro uera. Ha
OHOH CTOPOHE TaGNETKH BbIAAB/ICHA MAp <HPOBKa
«100», a Ha apyro#t «SP»
Identity
NOANHHHOCTD
Lacosamide
Jlaokcamua
HPLC determination retention time for the main peak in the saiapie
meton BOXX solution corresponds to retention time for the
main peak in the standard solution complies
BpeMs ynepKuBaHHA OCHOBHOIO MHKA HE COOTBETCTBYET
XpOMATOrpaMme HCMbLITYEMOro pacTeopa
[IOJDKHO COOTBETCTBOBATH BPEMEHH
yaepKHBaHHUA OCHOBHOTO MHUKA Ha
XpOMATOrpaMMe CTaHAapTHOro pacTeopa
nakocamuaa
UV examination the spectrum between 300 and 230 nm of the _
Y ®-cnekTpodoToMeTpUs sample solution V1 corresponds to the or gof complies
standard solution V1 : COOTBETCTBYET

Y ®-cnexTp norfolieH1s HEMBITYEMOro | 4cTBOpa
V| npu anuue BoHbI B MHTEpBane oT 301! uM 10
230 HM JOKEH COOTBETCTBOBATE Y D-CI 2KTPY
NOFNONICHHS CTAHAAPTHOrO pacTBopa Vi
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product name : VIMPAT 100 MG
Ha3BaHHE NpPoayKTA BHUMIIAT 100 mr

batch no. 2 7972901
Homep cepun

article no. : 1006280
Homep apThkyna

Specification : spec-100845-5/3.0 dated 27.04.2021
crneundHKauus spec-100845-5/3.0 ot 27.04.2021

Quality Characteristics
XapakrepHcTHKA KayecTBa

Quality Requirements
TpeGosauusn no kauectpy

Actual
Pesyabrar

Content uniformity
OaHOpOAHOCTL coaepKHMOID

Weight variation
OTxnoHeHHa no Macce

Acceptance value
Kpurepuu npuemnemoctn

Purity
Yncrora

Water content
Coanepxanue soae!

Karl-Fischer titration
Meton Kapna ®uwepa

Foreign impurities
(Degradation products)
[MocTopontue npumeck
(nponykTs! pacnana)

HPLC determination
Metoa B2XKX

any single degradation product
- €HHHYHasA HenaeHTHhHUMpPOBaHHAS
npuMecs

total degradation products
- CyMMa NponyKTOB pacnaaa

all individual peaks > 0.10 %
Bce oTaensHsle nuxku > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBHH ¢ TpeBoBaHUAMM
Esp.®apm. 2.9.40

L1=15.0
L2=25.0

NMT 6.0 %

NMT 0.20 %
He 6onee 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobuaTs 060 Bcex

complies
COOTBETCTBYET

L1

29%

each < (0.20 %
Kaxgewt < 0.20 %

0.1%

no individual peaks > 0.10 %
He oTAensHbie NUkK = 0.10 %
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product name
Ha3BaHME MPOAYKTA

batch no.
Homep cepuu

article no.
Homep apTukyns

Specification
cneundrKauns

Quality Characteristics

: VIMPAT 100 MG

BHUMIIAT 100 mMr

1 7972901
: 1006280

. spec-100845-5/3.0 dated 27.04.2021

spec-100845-5/3.0 ot 27.04.2021

Quality Requirements

XapakTepucTHKa KavecTsa TpeGoBaHus no KayecTBy

Actual
PesyabTar

Assay

KoanyecrBenHoe onpeaenenne

Lacosamide

HPLC determination
Jlakocamua

Meroa BIXX

Dissolution
PacTtBopenne

Lacosamide
Jlakocamun

HPLC determination
Metoa BIXKX

Acceptance criteria

95.0- 105.0 %

NLT 80 % (Q) after 30 min
He menee 80 % (Q) uepes 30 mun

Evaluation according to Ph.Eur., 2.9.3,

KpuTcpun npuemaeMocTy Stage S1, 82, 83

Ouenxa: Esp.dapu., 2.9.3,
Crynens S1, S2, 83

98.0 %

96 %

Sl
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product name : VIMPAT 100 MG

Ha3BAHHE NPOAYKTA BUMIIAT 100 mr

batch no. : 7972901

Homep cepuu

article no. 1 1006280

Homep apTHkyns

Specification : spec-100845-5/3.0 dated 27.04.2021

cneuHpukauma spec-100845-5/3.0 ot 27.04.2021

Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA KauecTBa TpeboBaHHA MO KAYECTBY PesyabTat
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
MuKpoOHOJOrHYECKAA YHCTOTA B cootsetcTBuM ¢ EBp. ®apm. 5.1.4. COOTBETCTBYET
Total aerobic microbial count (TAMC) NMT I0°CFU /g < 10°CFU /g
Cymaa a3po6ueix Haktepuit He 6onee 10°KOE/ 1 < 10°KOE/r
Total molds and yeast count (TYMC) NMT L0*CFU /g <10°CFU /g
Cymma rpubos He 6onee 10° KOE/ r <10’ KOE/r
Escherichia coli Absent/g Absent/g
E-coli Otcyrersue / T OTrcyrcTBHe/T

VIMPAT 100 MG of the above mentioned batch meet the specification.
BUMIIAT 100 Mr ynoMaHyTO#t BbllE CEPUH COOTBETCTBYET CeLHBHKALIHH.

Diicuka PapmackoTHkan: [M6X
Aesica Pharmaceuticals GmbH

Janika Brunk o
pieRal J\/ MG"'\

Qualified Person 8 JUL m Quality Assurance Facilitator
Monheim, [ HMcnonuurens KOHTPONA COOTBETCTBHA
YNOJHOMOYEHHOE JTHIO AOKYMEHTalHH

Monxaim



