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CEPTHOUKAT KAYECTBA

0 NErANLHOM LOCTYTE KavyecTRENHLIX (DapMAaleRTHIECKHX
MPOAYKTOB HA MEXAYHAPOLHEIN PLIHOK

Hazmanue u nexaperaeHHas

thopma : BUMIAT TadneTkH, NOKpLITHIC
feHoMHOil nbonoYkoi

Hosuporka : 50 mr

Paanep n tun ynakoskis: 14 raénerok (dnucrep)

Cepusa Ne : 1595603

Mpoayss Ne : 1003670

l'oneH no ¢ 11/2028

Venopus xpanenust : [lpu Temnepatype He Beie 30 °C

Ha3paHue H KOAHYECTBO KAKAOID AKTHBHOI'O BEILCCTHA!
Ouaua rabnerka conepxuT 50 Mr Mlakocamiaa,

Hoasep perdcipauloHHorD yaocToORCpEHN:
ncp-009187/09

IMporssoarernts:
Dicuxa Dapmaceiotnram [MEX, Mepyanus

Hacrtodumy yaocToBepacTes: UTO AaHHBIH NPOAYKT
MPOHIBOAMTCH B COOTBETCTBHI ¢ pekoMeHaaunamu BO3a
"Hannexawme NPABKHIA NPONIBOACTBA 1 KOHTPOJS
kayectna nexapets” (GMP) M B COOTBETCTBHH C
HALMOHANBHBIM 3aKOHOIaTebeTROM PeaepaTnaHON
Pecnybnuku Tepmanmm,

VNaKkoBKa H ChIPbE, HAPALY € MPOH3BOACTECH HBIM
NPOUECCOM, AHTPO H KOHEYHBIM NPOAYKTOM ARIAIOTCH
TIPCJ'_IMCTRMH KOHTpONA KavecTna, UHPCH.EJ'!C]‘""HJIM KaK
HAUHOHANLHOMH, TAK ¥ MEKAYHAPOLHBIMH
Gapyarkonesymy, MM® y MITK crannapramu i
[POH3BOICTBEHHEIM Npoueccom Jilcnka apmackoTHRaN
MbdX n COOTBCTCTRYCT (‘.‘IICIJ.I[(])IIK&[UIH B HDDMBTIIBI‘IUﬁ
ﬂOKy:\It.‘:H'l'a[l_Hll CTpaHkl — HMIOOPTERR,

Tpedyemoe coorseTcTiie apMaLleBTHYECKHX,
hHAHUCCKHX M MUKPOBHONOTHYECKHX XAPAaKTEPHCTHR
ONPEAENACTCA [INA Kax/I00 cepun Ge3 orosopok.
CoOTBETCTBYIOLIAA IDKYMEHTALIMS XPAHUTCS B IOCHE B
TeueHHE 6 JIET B COCTARE OCHOBHON NOKYMEHTALMH HA
POHIBONACTREHHYIO CCPHIO,

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 150 mg

Package size and type : 14 tablets (blister)

Batch no. 1595603
Article no. : 1005670
Expiry date : 11/2028

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 WHQ
recommendations of "Good practices in the
manufacture and guality 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 pharmacopeeias, 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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0 JIETANLHOM JOCTYIE KAMECTBEHHEIX
(PapMaLEBTHYCCKMX TIPOAYKTOE HA MEKAYHAPOINbIH
PHIHOK

Ha3raume u JIEKAPCTRCHHMAH
thopma : BUMIIAT ra6nerrn, nokpeitele
TLICHOMHOH 000/104KOf

Josuposka 50 mr

Pasnep u ruu yuakoskn: 14 rabnerok (6muerep)
: 1595603

: 1005670

Cepua Ne
[MpoaykTt Ne

Hacrosiiny Mu1 Takxke YIOCTOBEPSM, HTO YKAZAHHLIA
BBILIE NPOAYKT COOTBETCTBYET YCTAHORBICHH BIM
Cl'lClll-Id]l‘iKﬂLlNHM. Hd OCHOBAHWM YET0 BbIIAETCH
Pa3pCUIEHME HA €70 BBINYCK C NPON3BOIACTEA
OTBETCTBEHHEIM KBMHC]]IILI.MPUB‘JI-I]-H-JI.\I JKCNEPTOM,

Ditcuka QapyackioTurans [meX
Acsica Pharmaceuticals GmbH

y
10/ Dr. Jens Hilbig

YHOIMHOMOUCHHOE 1o
Qualified Person

Monheim,
29, FEB, 2024

“ERTI f ITY

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)
. 1595603

: 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: See DEV-09313

J0 M&@@\

HenonHirens KoHTPOIIS COOTRETCTRIA IOKYMCHTALIH
Quality Assurance Facilitator
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product name . VIMPAT 50 MG

HA3BAHHE TIPOAYKTA BHUMITAT 50 mr

batch no. : 1595603

Homep cepuu

article no. : 1005670

Hosmep aprukyins

Specification : spee-100844-5/4.0 dated 08.03,2022
creuHpuranng spec-100844 -5/4.0 o1 08.03.2022
date of manufacture 1 12/2023

aata NpoiseoicTE]

Quality Characteristics Quality Requirements Actual
XapakTepHCTHKD KauecTsa Tpebosauna No Ka4eCTBY PezyasTar

Properties

CroiicTBa
Appearance
Onucanne pinkish opaque, oval, film-coated tablet.
Visual examination biconvex. debossed with *50” on one complics
BayanuHitil MeTos side and “SP” on the other side COOTRETCTBYET
OpankHEC, ABOAKORRITY KL TAOMCTIH, NOKPLITLIE
nneHouHoi 0bojgouxoil pososatoro useta. Ha oanoii
CTOpOHE TaBNETKH BRIAABACHA MAPKHPOBKA «50%,
a Ha apyroit «SP»
Identity
NoAJHHH0CTE
Lacosamide
Jaokcamua
HPLC determination retention time for the main peak in the sample
aseton BIWX solution corresponds to retention time for the
main peak in the standard solution complies
Bpeast yaepAHBAHIA OCHOBHOTO MIKA HA COOTRETCTBYET
XPOMATOTPAMME HCNIBLITYEMOTO PAcTBOpa
JL0/3HO COOTBCTCTBOBATE BPCMCHIU
yIIepIKIBAHIA OCHOBHOTO MHKA Ha
XPOMATOrPAMME CTAHIAPTHOTO PACTBOPA
nAKOCaMIAD
UV examination the spectrum between 300 and 230 nm of the
Vb-cnekTpodoTOMETPHE sample solution V1 corresponds to the one of complies
standard solution VI COOTBETCTH!

V@D-cnekTp NOra0leHis HENBITYEMOro pacTEopa
V| npu anise BOMHLL B naTepsane ot 300 vy 1o
230 HM A0NKEH COOTRETCTRORATE YD-cnekrpy
(IOTNIOLICHHSA CTANAAPTHOTO pacteopa V)
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product name ¢ VIMPAT 50 MG
HA3BaHHE [IPOAYKTA BHMIIAT 50 mr
batch no. ¢ 1595603

Hoxep cepun

article no, 1 1005670

Hostep apThkyns

Specification
crenHpHKkaliia

Quality Characteristics
XapakTepHCTHKA KaYecTRa

: spee-100844-5/4.0 dated 08.03.2022
spec-100844 -5/4.0 ot 08.03.2022

Quality Requirements
Tpebosanun no kKagecrsy

Actual
Pesyaerar

Content uniformi
OxHoponoCTE CofepkuMOTo

Weight variation
OTKA0HEHNA N0 Macce

Acceptance valuc
KpHTepHi npHeMIcyMocTH

Purity

UncTota

Water content
Coaepmanie 2obi

Karl-Fischer titration
Meroa Kapna ®uepa

Foreign impurities
(Degradation products)
[MocToponniie npusecn
(npooyxTel pacnaza)

HPLC determination
Metog BOKX

any single degradation product
- CAMHHYHAS HEH_.’]E'HTH(DHIJ.H]JDBalIHEIH
MPHUMECE

total degradation products
= CYMMA NPOIYKTOE pacnajia

all individual peaks = 0.10 %
Bee otaeneueie nukn = 0.10 %

complics with Ph.Eur. 2.9.40
B COOTBCTCTBHH € TPEDORAHHAMH
Enp.®apy. 2.9.40

L1=150
L2=1250

NMT 6.0 %

NMT 0.20 %
He donee 0.20 %

NMT 1.0 %
He Gosee 1.0 %

report all
coobiats 0d0 Beex

complies
COOTBETCTBYET

i)

3.1 %

not detectable
He obHapyxeHbl

not determinable
He ompenensioTes

no individual peaks = 0.10%

He oTAenbHble mku = 0,10 % o

ST
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/

(farua [iariem
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product name . VIMPAT 50 MG

HAIBAHNE NPOAYKTA BUMIIAT 50 sir

batch no. ;1595603

Hosep cepun

article no. : 1005670

Howsep apTHryna

Specification : spec-100844-5/4.0 dated 08.03.2022

crienn KAl spec-100844 -5/4.0 ot 08,03.2022

Quality Characteristics Quality Requirements Actual
XapakTepHcTHRA KAUECTEA Tpefopanus N0 Ka*ECTBY PesyasTar
Assay

KoauuecTRelHOe onpe/jeieHne

Lacosamide

HPLC determination 95.0- 105.0 % 08.8 %
Jlakocamua

Meroa B3XKX

Dissolution
PacTropeHne

Lacosamide
NMakocamua

HPLC determination NLT 80 % (Q) afier 30 min 95 %
Metoa B2XKX He seHec 80 % (Q) uepes 30 mnn
Acceplance criteria Evaluation according to Ph.Eur., 2.9.3,
KpHTepI TPHEMASMOCTH Stage S1, 52, 53
Ouenka: Esp.@apa., 2.9.3, Sl

Crynens 51, 82, 83




Ret::iPhar‘m

product name
HAa3BaHHEC NpOAYKTa

batch no.
Homep cepun

article no.
Hoxep aptukyns

Specification
creur(Kkanmsa

: VIMPAT 50 MG

BHMIIAT 50 mr

15395603
: 1005670

: spec-100844-5/4.0 dated 08.03,2022

spec-100844 -5/4.0 o1 08.03.2022

Quality Characteristics Quality Requirements Actual
XapaKkTepHCTHKA KavecTsa Tpeboeanus no kavecrey Pesynbrar
Microbiological Purity complies with Ph.Eur. 5.1.4. complies

M“EEEEHDHBFH“HKHH YUCTOTA B cooTBeTeTRBUM © Eep. ®apa. 5.1.4. COOTBETCTRBYET

Total acrobic microbial cou

nt (TAMC) NMT 10* CFU /g = 108 CFU /g

Cysmaa a3pobueix Saktepnil He Gosee 10°KOE/ < 10'KOE/ r
Total molds and yeast count (TYMC) NMT 10°CFU /g < 10°CFU /g
Cysma rpubos He Gonee 10° KOE/ r < 10° KOE/ r
Escherichia coli Absent/g Absent/p
E-coli Orcyteraue / ¢ Oteyrersue /1

VIMPAT 50 MG of the above mentioned batch meet the specification.
BIMITAT 50 mr ynosmauyToil seiie cepun COOTBCTCTBYET CrieUMiKat,

Ditcra QapuackioTurans [MaX
Aesica Pharmaceuticals GmbH

dip— N Addien

Qualitied Perso
Menheim,
YIOIHOMOYEHHOE JTHLO

Mowxalix 9.0 FEB, 24

Quality Assurance Facilitator
Henoaniens KoHTpons cooTeeTeTams
JAOKYMCHTALHE




