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CEPTMPHEKAT KAYECTBA

0 JIeraTbHOM J0CTYMNe KA4eCTBEHHBIX (hapMaLeRTHYECKHX
NPOAYKTOB Ha MEXAYHAPOAHBIH PLIHOK

Hassanue u nekapcreenHas

thopma : BUMIIAT raGnerkH, nokpsiTsie
nneHoyHoi ofonouxoi

JHo3nposka 50 mr

Paamep u THn ynakosku: 14 Tabnetox (6naucrep)

Cepusi No 17732102

Mponyxr Ne : 1005670

lonen no . 01/2026

VYcnosus xpanenus : [Ipu Temnepatype He sbiwe 30 °C

Ha3ssaHMe ¥ KOJHYECTBO KaXaoro aKTHBHOrIO BelllecTBa:
Onana Tabnetka copepxHT 50 Mr Jakocamupaa.

Homep pervcTpattHOHHOr0 YI0CTOBEPEHHA!
JICP-009187/09

[TpoxssoanTens:
Diicuxa DapmacetoTukans [m6X, Cepymanus

Hactosmmm ynocrosepsercs: uto faHHbIH NPoAyKT
NPOH3BOAMTCA B COOTBETCTBHH C peKoMeHaaunsaMu BO3a
"Hannexaume npaBuna Npon3E0acTBa H KOHTPOAS
kavecTBa nekapcTB” (GMP) v B cooTBeTCTBHM C
HaUMOHANBHBIM 3aKoHonatensctaoM DenepaTuBHOl
Pecnybnuku FepManuy,

YnakoBKa M ChIpbE, HAPALY C NPOUIBOACTBEHHBIM
MPOLECCOM, aHIPO H KOHEUHLIM NPOAYKTOM SBAAIOTCA
npeaMeTaMH KOHTPONA KayecTBa, ONpeaeJeHHbIM KakK
HAUHOHANLHOM, TAK U MEXAYHAPOAHBLIMH
(apmakoneamu, MM® y MIIK crangaptamu v
NIPOUIBOACTBEHHBIM IpoLecCOoM JiicHka PapMacklOTHKAM]
I'M6X u cooTeetcreyeT cneundmkaunu 8 HopmaTHeHo#H
JIOKYMEHTALIHH CTPEaHEl — HAITIOpTEpa,

TpeGyemoe cooTReTCTBHE PapMaLIEBTHYECKHX,
(PH3IHYECKHX H MUKPOGHONMOrHYECKMX XapaKTEPUCTHK
onpenenseTca LA Kaxaoh cepuu 6e3 orosopox.
CooTBETCTBYIOILIAA NOKYMEHTAUMA XPAHKHTCA B I0CLE B
TeYeHHe 6 NeT B COCTABE OCHOBHOMN JOKYMEHTALMH Ha
MPOH3BOACTBEHHYIO 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 :50 mg

Package size and type : 14 tablets (blister)

Batch no. 17732102
Article no. : 1005670
Expiry date : 0172026

: Do not store above 30°C

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

Storage conditions

Registration Certificate Number.:
LSR-009187/09

Manufacturer:
Aesica Pharmaceuticals GmbH, Germany

It is certificd 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. 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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CEPTHPUKAT KAYECTBA

0 JICTAIBHOM IOCTYNE KA4YeCTBEHHBIX
apmauesTHYeckux NIPOAYKTOB Ha MEXIYHapOXHBIH
PbIHOK

Ha3Bahne u nekapcreennas
tdopma * BAMIIAT ta6netxn, nokpuirsie
nneHouHo#H obonoykoii

Josuposxa 250 mr

Paswmep v Tn ynakosku: 14 Tabnerok (6nucrep)
$7732102

: 1005670

Cepusa Ne
Mponyxr Ne

Hacroswmm mut Takxe YAOCTOBEPAM, YTO YKA3aHHbIH
BLILLIE MPOAYKT COOTBETCTBYET YCTAHOBAE HHBIM
CNEUN(HKAUMAM, HA OCHOBAHHHU YETO BLIAAETCS
PaspeleHue Ha ero BhIMYCK ¢ NPOM3BOACTBA
OTBETCTBEHHbIM KBATH(DHUNPOBAHHBIM JKCnepToM,

Jilicuka DapmaceroTHKas MMEX
Aesica Pharmaceuticals GmbH

U&U,u
Dr. S. Kohler
YIOAHOMOYEHHOE nHuo

Qualified Person

Monheim, 07, JUNI 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 ;50 mg

Package size and type : 14 tablets (blister)
Batch no. 17732102

Article no. : 1005670

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

Remarks: n/a

. B

Henonuutens kontpons coorsercrens JNOKYMEHTALHH
Quality Assurance Facilitator
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product name
Ha3BaHHE NPOAYKTa

batch no.
Homep cepun

article no.
Homep aptukyna

Specification
cneunpHKauHA

date of manufacture
[aTa NPOM3BOACTBA

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJM3A

¢ VIMPAT 50 MG

BUMIIAT 50 mr

0 7732102

: 1005670

: spec-100844-5/3.0 dated 27.04.2021

spec-100844 -5/3.0 ot 27.04.2021

0272021

Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA KayecTsa TpeboBanHsA Mo KAYeCTBY PesyasTar
Properties
CroiicTBa
Appearance
Onucanne pinkish opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “50” on one complies
Bu3yansHbii MeTOR side and “SP" on the other side COOTBETCTBYET
OsankHble, ABOSKOBLINYKIbIE TAGAETKH, NOKPLITHIE
nneHo4Ho# o6onoykoi polosatoro usera. Ha oanont
cropoHe TabneTku BbiAaBIeHa MapKHUpoBKa «50»,
a Ha apyroii «SB»
Identity
HOATHHHOCTL
Lacosamide
Jlaokcamun
HPLC determination retention time for the main peak in the sample
smetoa BIXX solution corresponds to retention time for the
main peak in the standard solution complies
Bpems yaepxuBaHHA OCHOBHOTO NMKA Ha COOTBETCTBYET
XpOMaTorpaMMe HCNBITYEMOro pacTBOpa
JOJIKHO COOTBETCTBOBATE BPEMEHH
yRep:KHUBaHHA OCHOBHOTO MHKA Ha
XPOMATOrpaMMe| CTAHNapTHOrO PACTBOPA
naKocaMuaa
UV examination the spectrum between 300 and 230 nm of the
Y®d-cnexrpotoTomeTpus sample solution V1 corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y®-cnekTp noroWeHHA HCIBITYEMOTO pacTBopa
V) npu anvHe BOAHBL B HHTepRane oT 300 um ao
230 HM ponxkeH COOTBETCTBOBAThL Y D-cnekTpy
MOTJIOUEHHA CTAHAAPTHOTO pacTeopa V)

-1
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product name : VIMPAT 50 MG
Ha3BaHHE NPOayKTa BHMIIAT 50 mr

batch no. 1 7732102
Homep cepun

article no, 1 1005670
Homep aptukyns

Specification * spec-100844-5/3.0 dated 27.04.2021
cneunHkanua spec-100844 -5/3.0 ot 27.04.2021

Quality Characteristics
XapakrepucTHka kavecTsa

Quality Requirements
TpebGopanua no KaYecTny

Actual
Pesyanrar

Content uniformity
Oamopoanocts COAEPKHMOTro

Weight variation
OTkiionenus no Macce

Acceptance value
Kputepuu npuemnemocty

Purity
Yucrora

Water content
Conepxanue Boab

Karl-Fischer titration
Meroa Kapna ®uwepa

Foreign impurities
(Degradation products)
TMocTopontne npumecy
(npoayxre! pacnaga)

HPLC determination
Metoa BIXX

any single degradation product
* CAMHH'YHAA HEHAEHTH(HUMPOBAHHASR
npunMech

total degradation products
- CYMMa NPOAYKTOB pacnana

all individual peaks > 0.10 %
Bce otnensHete nukn > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBHH C TpeGOBaAHUAMH
Esp.®apum. 2.9.40

Ll=150
L2=250

NMT 6.0 %

NMT 0.20 %
He Gonee 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobwats 060 Beex

complies
COOTBETCTBYET

Li

29%

not detectable
He 06HapyxeHb!

not detectable
He 0OHapyxeHb!

no individual peaks > 0.10 %
He oTAenbHble Nukn = 0.10 %
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product name : VIMPAT 50 MG
Ha3BaHHe NPoayKTa BHMIIAT 50 mr

batch no. : 7732102

Homep cepun

article no.
Homep apTikyns

. 1005670

Specification : spec-100844-5/3.0 dated 27.04,2021
crneuupuKanusg spec-100844 -5/3.0 ot 27.04.2021

Quality Characteristics

XapaKTepHCTHKA KauecTsa

Quality Requirements
Tpebopanna no KauecTny

Actual
PesyabTart

Assay

Konnuecrsenunoe onpejeneHe

Lacosamide

HPLC determination
JNaxocamun

Metoa BIXX

Dissolution
PacrBopenne

Lacosamide
JNakocamun

HPLC determination
Meton BOXKX

Acceptance criteria
Kputepun npHeMaeMocTs

95.0-105.0 %

NLT 80 % (Q) after 30 min

He menee 80 % (Q) uepes 30 muu

Evaluation according to Ph.Eur., 2.9.3,

Stage S1, S2, 53
Ouenxka: Epp.®apm., 2.9.3,
Crynens S|, S2, 83

99.6 %

97 %

S1
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product name ¢ VIMPAT 50 MG

Ha3BaHHe NPoAyKTa BHUMIIAT 50 mr

batch no. D 7732102

Howmep cepun

article no, . 1005670

Homep aptuxyns

Specification - spec-100844-5/3.0 dated 27.04.202]

cneundHKayms spec-100844 -5/3.0 ot 27.04.2021

Quality Characteristics Quality Requirements Actual
XapakTepucTuka kavecTsa Tpebosauusg no Ka4ecTRy Pesyasrar

Microbiological Purity complies with Ph.Eur. 5.1 4. complies
Mukpo6uonornyeckas uncrora B cootserctauu c Eap, dapy. 5.1.4. COOTBETCTBYET

Total aerobic microbial count (TAMC) NMT 10°CFU /g <10°CFU /g
Cymaa a3poBubix Gaktepuis He 6onee 10°KOE/ r < 10°KOQE/ r
Total molds and yeast count (TYMC) NMT 10°CFU /g < 10°CFU /g
Cymma rpuBos He Gonee 10* KOE/ r < 10? KOE/ r
Escherichia coli Absent/g Absent/g
E-coli Oteyrcreue / Otcyrcrsue / ¢

VIMPAT 50 MG of the above mentioned batch meet the specification,
BHMIIAT 50 mr YNOMAHYTO#H Bbllle cepuu COOTBETCTBYET CieUMDHKALIHH.

Jiicuka Papmacbiotikans ['nEX
Aesica Pharmaceuticals GmbH

M. v dsbiee

PDr LW hie—
Qualified Pe syn Quality Assurance Facilitator
Monheim, - JUNI 2021 Hcnonnurens KOHTPO/A COOTBETCTBHA
YNOJIHOMOYEHHOE NHLO BOKyMEHTAUHH

Momxatinm







