JTEPKABHA CJY/KbA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
Y JHIMPOIIETPOBCBHKIN OBJIACTI

Juinpo, ma.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070663

BUCHOBOK
PO SIKICTH BBE3CHOI0 B YKpaiHy JiKapChKoro 3acody
08.04.2026 Ne 16979/26/04
BIMITAT®

(HaliMeHYBAHHSI IIKAPCEKOrO 38c08Y 3rIHO 3 PECCTPALIHIMM [IOCB1IMCHIEIM )
T1a0/1eTKH, BKPHTI ILTIBKOBOI0 000J10HK010, 110 S0 mMr; mo 14 Tadserox y Ouicrepi; mo 1
6JicTepy B KAPTOHHIH Kopo6ui

((opMa BHITYCKY, NO3VBAHHA, BUA TAKYBAHHS JTIKAPCBKOTO 3ac00y)
Homep peectpaniiiroro noceimuenss UA/10825/01/01 crpok aii peecrpauiiinoro nocsimuens 01.01.2099
Cepist mixapcsroro 3acofy Ne 1936007 Kinexicts BEE3CHOTO Hikapchkoro 3acoby 324

Bupobmuk Eiicika PapmackroTukans I'moX, Himeuunna

(naiMeHyBaHT BHpoSHIKA MiKapehKoro 3acoly, Kpaila MOXOMKCeHIS)

Breseno B YKpainy Tosapucrso 3 o0mexenorw BinnosigaapuicTio ""Benta JIT/", inenr.
rom: 21947206

(HaiiMeHyBar A Ta ko 3a €JIPTIOY ropumiHoi ocotk abo NpisBHILe, iM', 110 6aThLobi
izpmmol ocobu - mignpHeMiy, i MiCLE IIPOKUBAHHA Ta peccTpaliFHmit HoMep o0miKoBoi
KAPTICH THIATHHKA TOJaTKIB afo cepis Ta HoMep NacIiopTa)

Hporoko. sizyamsnoro kourposo six 02.04.2026 Ne 03-01/804/1.

34 pe3ynapTaTaMH JACPAKABHOTO KOHTPOMIO BCTAHOBNCHO, IO JIKAPCHKHH 3acid BBC3CHO B YKpaiHy 3
JOTPUMAHHSIM BHMOT 3aKOHOJABCTBA LIO/I0 3a0€3NEUEHHS SIKOCTI JIIKAPCHKUX 3aCO01B.

Hauaneuux Hepoxapnoi ciyx0Ou 3
JIKapChKUX 3aCO0IB T4 KOHTPOIIO 32

: G SLA. Hparan
HAPKOTHKAMH ¥ I{Hll’lpO NETPOBCBLKIH
obnacti
o : T 3
{mocanoa ocola opedry HEphia (rmiay _ (1HiIianm Ta Ipi3BHIE )

AR



ReciPh.arm

CEPTU®IKAT AKOCTI CERTIFICATE OF QUALITY
HaiiMeHyBaHHA npoayKuii: BIMITAT® Name of the product: VIMPAT®
HepxaBa-BupobHuk: HiMeuunna Country of the Germany

manufacture:
Homep peecTpaliiiHOro nocBia4eHHs: Registration certificate UA/10825/01/01

number:

Onana TabneTKa MICTUTD:
naxocaminy S0 mr

Cuna nii/
aKTHBHICTb:

Strength / Potency:

One tablet contains: lacosamide 50 mg

TableTKH, BKPUTI
M1iBKOBOIO 000JIOHKOIO, 11O

Jlikapcbka popma:

Pharmaceutical form:

film-coated tablets, 50 mg

50 mr
Po3mip ta Tvn Ne 14 (14x1) Tabnetok y Package size and type: Ne 14 (14x1) tablets in blisters
NaKyBaHHA: 6nictepax
Howmep aptukyna: Article number: 1006775
Howmep cepii: Batch number: 1936007
Howmep cepii 3a3HaueHuii Ha TEPBUHHOMY Batch number labeled on
naKkyBalbHOMY MaTepiai: primary packed material: 19360
Posmip cepii (yn.): Batch size (packs): 1190
Jara BupoOHHLTBA: Date of manufacture: 08/2025
Jlarta 3aKiH4eHHA CTPOKY NPUAATHOCTI: Expiry date: 07/2030

YmoBH 36epiraHHs:
He notpebye cneuianbHux yMoB 36epiratus

Storage conditions:

Does not require special storage
conditions

HaiiMeHyBaHHA, MiCUE3HaXOLKEHHS 1 HOMEp NILEH3iT
Ha BUpoOHHUTBO BupobHuka (in 6ank):

Eficika ®apmacbioTukan3s 'm6X

[anineiwrpacce 6, 08056 Liikay, Himeununa

JliueHsis Ha BUpoOGHULTBO Ne:
DE_SN_01_MIA_2023 0029/26-5117/60 sin 10
XOBTeHb , 2023

Name, address location and
number of the Manufacturing
Authorisation of manufacture
(in bulk):

Aesica Pharmaceuticals GmbH
Galileistr. 6, 08056 Zwickau, Germany

Manufacturing Authorisation No:
DE_SN_01_MIA_2023_0029/26-
5117/60 dated Oct 10, 2023

HaiiMeHyBaHHs, MiCLIE3HaXOMKEHHA | HOMED JiLIeH3iT
Ha BUpOOHMUTBO Bupo6HHKa roToBoro npoaykry:
Eficixa ®apmacsrotukans ['M6X

Mitrensiutp. 15, 40789 MouxaiiM Ha Peiini,
Himeuuuna

Jlinensis Ha BupoGHUUTBO Ne:
DE_NW_03_MIA_2025 0034 /24.05.05.01 -Aesica
Big 30 TpaBHs, 2025

Name, address location and
number of the
Manufacturing Authorisation
of manufacture of finished
product:

Aesica Pharmaceuticals GmbH
Mittelstr. 15, 40789 Monheim am
Rhein, Germany

Manufacturing Authorisation No:
DE NW_03_MIA 2025 0034
/24.05.05.01 -Aesica dated May 30, 2025




ReciPh.arm

HailiMeHyBaHHA, MiCLIe3HAXOLKEHHA | HOMep JiueHsii
Ha BHpoOHUUTBO Bupobuuka (Bunyck cepii):

Eficika ®apmacsrotikans ['M6X
Anvdpen-Hobens-L1p. 10, 40789 Monxaiim Ha
Peiini, HiMmeyunna

Jlinensis Ha BUpoOHULTBO Ne:
DE_NW_03_MIA_2025_ 0034 /24.05.05.01 -Aesica
Bia 30 TpaBHs , 2025

Aesica Pharmaceuticals GmbH
Alfred-Nobel-Str. 10, 40789 Monheim
am Rhein, Germany

Name, address location and
number of the
Manufacturing Authorisation
(batch release):
Manufacturing Authorisation No:
DE_NW_03_MIA_2025 0034
/24.05.05.01 -Aesica dated May 30, 2025

Pesynbrati aHanisy: Ceprucikat aHanizy 04a€Tbes

Results of analysis: attached Certificate of Analysis

Komenrapi: H/3

Comments: n/a

3asBa npo cepTudikaLio:

[lum 1 3acBiguylo, 10 HaBeeHa BHiue iHpopMaLis €
JOCTOBIpHOIO Ta TouHOIO0. JlaHa cepis JiKapcbKoro
3aco0y, 6yna BHpoOOeHa, BKJIIOYAIOYH
NaKyBaHHA/MapKyBaHHS Ta KOHTPOJIb SKOCTI Ha
BHLUE3a3HAYCHIA(MX)  OIIBHULI(AX)  y MOBHii
BignosigHocti 3 BumoraMu GMP, BcTaHOBIEHHUMH
MiCLEBHUM PEryasaTOPHUM OPraHOM, a TAKOX BiZIMOBIAHO
no cneuudikauiif, WO MICTATHCA Y peecTpauiiHoMy
Jocbe KpaiHu-iMrnoprepa. IlpoTokonu BHUPOOGHHMLITBA,
NaKyBaHHA Ta aHajui3iB  Oy/no neperasiHyTo Ta
BCTaHOBJIEHO BianoBigHicts GMP.

Declaration of certification:

I hereby certify that above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labelling and
quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The
batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP.

Buue 3a3HaueHa cepis BUOyLIieHa Y TOBHOBAXEHOIO
0co6010.

The above mentioned batch is released by the responsible qualified
person.

Eficika ®apmacstotikans F'M6X
Aesica Pharmaceuticals GmbH

Cllheoreo A9

Dr. Rebeca Monells Pagés

Signature/TTianuc
YnoBHoBaXkeHa ocoba
Qualified Person
Jlarta / Date

06. FEB. 2026

Signature/ITinnuc
Koopaunartop 3abe3neyeHns akocri
Quality Assurance Facilitator
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product name
Ha3Ba MPOAYKTY

batch no.
Homep cepii

article no.
Howmep apTukyna

Specification
cneuudixauis

date of manufacture
AaTta BUpOOHHMLTBA

ICAT ALYSI
CEPTHU®IKAT AHAJI3A
: VIMPAT ®
BIMIIAT ®
: 1936007
: 1006775

: spec-100844-1/5.0 dated 18.11.2024

spec-100844-1/5.0 Bin 18.11.2024

: 08/2025

Quality Characteristics Quality Requirements Actual
Tloka3zuuka AKocTi Bumoru sikocTi PesyabTar
Appearance
Onuc pinkish opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “50” on one Complies
BisyanbHsiit MeTOA side and “SP” on the other side
OsBanbHi, ABOOMYKJIi TabNETKH, BKPHTI HENPO30POIO BIANOBia€
TUTiIBKOBOO 000JIOHKOIO 6J1i10-pOXKEBOr0 KOJILOPY 3
rpaBitoBaHHAM «50» 3 onHoro 6oky TaGnerku Ta «SP»
3 iHIOro 60Ky
Identity
InenTudikauin
Lacosamide
JlaokcaMin
HPLC determination compliance with retention time of the
meroa BEPX lacosamide peak in the chromatogram of the sample ~ Complies
and standard solutions
BianosiaHicTh Yacy yTpUMYBaHHS MiKy JIaKOCaMiLy BIAMOBIAAE
Ha XpoMaTorpaMax BUIPOGOBYBAHOrO i CTAHAAPTHOTO
PO3UHHIB
UV examination corresponds to the UV-spectrum of the standard Complies
Y®-cnextpodoTomeTpis Bianoeinae Y®-cnektpy cranaapty BiAMOBIAAE



ReciPh’arm

product name
Ha3Ba MPOAYKTY

batch no.

Howmep cepii
article no.
Howmep apTukyna

Specification
creuudikauis

: VIMPAT®

BIMIIAT®

1 1936007

: 1006775

: spec-100844-1/5.0 dated 08.03.2024

spec-100844-1/5.0 Bin 08.03.2024

Quality Characteristics Quality Requirements Actual
Ioxa3HuKH AKOCTI Bumornu sakocri PesyabTar
Uniformity of dosage units
OAHOPiAHICTD 1030BAHUX OAHHHIB
Weight variation
Baroga Bapiauis Acceptable value:
[TpuiiManbHe 3HaUYEHHA:
L1=15,0 L1
L2=25,0
Water
Boaa
Karl-Fischer titration NMT 6.0 % 3.9%

Meton Kapna ®iwepa

He 6insbiue 6,0 %

Chromatographic puritiy
XpomarorpagiuHa uucrora

HPLC determination

Metoa BEPX
any unspecific degradation product NMT 0.20 %
- Oyab-AKkHii HecneuHpiyHUA NpoAYKT He Ginbure 0,20 %
po3naay

total degradation products
- cyMa NMpOAYKTiB pacnany

NMT 1.0 %
He 6inbiue 1,0 %

not detectable
He BUABNEHI

not determinable
HE BU3HA4YaTbCA
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product name
Ha3Ba MPOIYKTY

batch no.

Howmep cepii
article no.
Homep apTukyna

Specification
cneuudikanisn

Quality Characteristics

Iloka3HuKH AKOCTI

: VIMPAT®

BIMIIAT®

: 1936007
: 1006775

: spec-100844-1/5.0 dated 08.03.2024

spec-100844-1/5.0 Bix 08.03.2024

Quality Requirements Actual
Bumoru sikocTi Pesyabrart

Assay

KiabkicHe BH3HAUYEHHA

Lacosamide

HPLC determination
Jlakocamin

Meroa BEPX

Dissolution
Po3unHeHHs

HPLC determination
Merton BEPX

95,0 - 105,0 % 99 %

NLT 80 % (Q) after 30 min
He menute Hix 80 % (Q) uepes 30 x8 99 %
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product name : VIMPAT®

Ha3Ba NPOAYKTY BIMIIAT®

batch no. : 1936007

Howmep cepii

article no. : 1006775

Howmep aptukyna

Specification : spec-100844-1/5.0 dated 08.03.2024

crnenudikanis spec-100844-1/5.0 Bin 08.03.2024

Quality Characteristics Quality Requirements Actual
TloxazHukH AKOCTI Bumoru sikocri PesyabTaTt

Microbiological Purity **
Mikpo6ioyoriyuna yncrora**

complies with Ph.Eur. 5.1.4.
3rigHo 3 €sp. Papm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g Performed periodically/or

3araneHe unca0 aepoGHUX Mikpoopranismis  He 6insuie 10° KYO/r not performed

(TAMC)
[TpoBoauTtbca
nepioanyHo/abo He
NpoBOAMBCA

Total molds and yeast count (TYMC) NMT 10°CFU /g Performed periodically/or

3aranbHe YMCO TUTICHEBUX Ta ApibxmkoBux  He 6inbue 10> KYO/r not tested

rpu6is (TYMC)
[TpoBoauTscs
nepioaH4yHO/abo He
TECTyBanoOCs

Escherichia coli Absence in 1g Performed periodically/or

Biacyrsicte B 1 1 not performed

[IpoBoauTscs
nepioanyHo/abo He
MPOBOAMBCS

** the test is performed on every tenth batch
** TecT NpoBOAATh HA KOXHIi AecaTiii cepil

VIMPAT® of the above mentioned batch meet the specification.
BIMITAT® 3a3uaueHol Bulie cepii BiAnoBiaae cneurdixkanii.

Eficika ®apmacbsioTkans ['M6X
Aesica Pharmaceuticals GmbH

Zithe Lell'R, ﬁ

Dr. Rebeca Monells Pages

Qualified Person Quality Assurance Facilitator
YnosHoBaxkeHa ocoba KoopauHatop 3abecneueHHs AKOCTi
MoHxaiim

07. NOV. 2025 g
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CEPTHUDIKAT AKOCTI CERTIFICATE OF QUALITY
_i_iaimeﬂynanua TPOAYKLIT: BIMIIAT® Naime of the product: VIMPAT®
__fi_epwxana-snpoﬁuﬂx: Himeuunna Country of the Germany
manufacture:
Houmep peecTpauifiHoro OCBITMEHRS: Registration certificate UA/10825/61/01
number:
Cuna gii/ Onna Tabnerka MiCTHTS! Strength / Potency: One tablet contains: lacosamide 50 mg
AKTUBHICTS: naxkocamiay 50 mr

tafneTu, BKPKTI
naiexes0 o60I0HKOW, KO

Jlikapcexa hopma:

Pharmaceutical form:

film-coated tablets, 50 mg

50 mr
Po3mip Ta THN Ne 14 (14x]1) Tabnerox y Package size and type: Ne 14 (14x1) tablets in blisters
NaKyBaNHz! GricTepax
3 IMCP APTHKYNA: Article number: 1006775
mHomep cepii: Batch number: 3032604
Homep cepil sazHauennii na AepRuHHOMY Batch number labeled on
AaKYBANEHOMY MATEpiai: primary packed material: 30326
Poamip cepil (yr.}: Batch gize (packs): 735
Jata supobHRUTBRA; Date of manufacture: 01/2026
HaTa saxiHYeHHa CTPOKY HPHOATHOCTI Expiry date: 12/2030
¥aosu 30epirannn: Storage conditions: Does not require special storage

He notpebye cneniansrux ymos 36epirauns

conditions

HaliMexysasns, MiCUeINAXODKEHHS | HOMEp miteHii
na anpobuuteo BupoGuuka (in Ganx):

Eicika PapmachioTuxans I'M6X

Taninediurrpacce 6, 08056 1aixay, Himeunuta

Ninensis va skpobuuurao Ne:
DE_SN_01_MIA_2023_0029/26-5117/60 six 10
~0sTeHb , 2023

Name, address location and
number of the Manufacturing
Authorisation of manufacture
{in bulk):

Aesica Pharmaceuticals GmbH
Galileistr. 6, 0B056 Zwickau, Germany

Manufacturing Authorisation No:
DE_SN_01_MIA_2023_0029/26-
5117/60 dated Qct 10, 2023

HaliMcayBanHs, MICLE3HaXO/UkeHRA | HOMEp JHUeH3i]
Ha sipobuyTse Bupolnika roToBOro OpoAyKTY:
Eiicixa ®apmacniotuxans ['mbX

Mirtensmrp. 15, 40789 Mouxaiim sa Peltui,
Hivexdyuxa

Tinexain Ha BHPOOHHLTBO Ne:
DE NW_03_MIA_2025_0034 /24.05.05.01 -Aesica
gig 30 Tpasus, 2025

Name, address location and
number of the
Manufacturing Authorisation
of manufacture of finished
product:

g
yMEHTIB

Aesica Pharmaceuticals GmbH
Mittelstr. 15, 40789 Mooheim am
| Rhein, Germany

Manufacturing Authorisation No:
DE_NW_03_MIA 2025_0034
/24.05.05.01 -Aesica dated May 30, 2025

.

lj‘_!iM“

s
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HaiiMenypanns, MicqesHaXOMMEHHS. | HOMep nineHail
Ha srpobumLTEo Brpobunka (srmyck cepii):

Eiicika (apmaceioTarams ['M6X
Anstpen-Hobens-IItp. 10, 40789 Monuxaiiy #a
Peimi, HiMeuuusa

Jlizeusia ua supobuuiTeo Ne:
DE NW_03_MIA_2025 0034 /24.05.05.01 -Aesica
eig 30 Tpaena , 2025

Aesica Pharmaceuticals GmbH
Alfred-Nobel-Str. 10, 40789 Monheim
am Rhein, Germany

Name, address location and
number of the
Manufacturing Authorisation
(batch release):
Manufacturing Authorisation No:
DE_NW_03 _MIA 2025_0034
24.05.05.01 -Aesica dated May 30, 2025

PeayasTarh ananisy: Ceprudikar ananiay NoRacTsca

Results of analysis: attached Certificate of Analysis

KomedTapi: uH

Comments: n/a

3aasa npo ceprudixaniio:
Lps 1 94ceinayto, o HaBeteua prute indopmauit ¢
JocToBipHOK Ta Tounowo. Hana cepis nikapcexoro

3acoby, Gyna Bupobnena, BKJIHIYAKOYH
fAKYBAHHA/MEPKYBAEHHA TA KOHIPONb AKOCTI Ha
BEHlIcIasHAYeRiH(MX)  algeauui(sx) y  nosHi#t

BignosianocTi 3 suMoramy GMP, pcTaHOBIEHHMM
MiCEEBHM PErYINTOPHUM OpTaHOM, & TAKDX BiiHOBIIHO
Ao crmenudixauili, o MICTATEEH ¥ peecrpaniiHomy
zocse Kpaisu-imnopreps. [poToxon# BHpoOumiTea,
nakyeaHHs Ta aHanisie Gyno mepernzuyTo  TA
BCTRHOENEHD Bignosianicts GMP,

Deciaration of certification:

I hereby centify that above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labelling and
quality control at the above mentioned site(s) in full compliance with the
GMP requirements .of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The
batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP.

Brle 3asuayeqa cepia BHAYIEHa ¥ TOBHOBAKEHOIO
ocoboIo.

The above mentioned batch is released by the responsible qualified
person. :

Eiicixa PapmackioTixam 'MGX
Aesica Pharmaceuticals GmbH

\r. du\'sjﬁ ne K( ol FZ.Q‘Q

08 MAl W%

igignature/ﬂinnnc
YnosyosaxeHa ocola
Qualified Person
Jata / Date

Signature/Ilignnc
Koopmsatop 3aesnevyenHs aRo¢Ti
Quality Assurance Facilitat
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product name : VIMPAT &
Ha3BR MPOMYKTY BIMHAT ®
batch no. : 3032604
HoMmep cepii
article no. : 1006775
Howmep apruxyna
Specification : spec-100844-1/5.0 dated 18.11.2024
crenpdikaris spec-100844-1/5.0 Bia 18.11.2024
date of manufacture : 01/2026
gara sepobHunTEA
Quality Characteristics Quality Requirements Actual
FoxazuHKa sKocTi Bumorn axocri Pesyirrar
Appearance
Onuc pinkish opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “50” on one Complies
Bisyansubiit MeTOX side and “SP” on the other side . )
Obansbui, neoornykni TaleTky, BRPHTI HEMpo3opore  BLANOBIAAE
nriskopoe obonoRkol0 SMiN0-POKEROFD KOMBOPY 3
rpagifopaEnAM «50» 3 omHoro Goky TabreTkH T8 «SPy
3 inmoro Goxy
Identity
InesTndicanis
Lacosamide
JHaokcamin
HPLC determination compliance with retention time of the
merog BEPX lacosamide peak in the chromatogtam of the sample  Complies
and standard solutions
BinnosignicTs Hacy yTpHMyBaHHA Ky fakocaminy  Bignosigae
Ha XpoMarorpaMax BENpo0oBYBaHOrO i CTARKAPTHOTD
POIYHHIB
UV examination corresponds te the UV~ Complies
V-cnextpodoromerpin Binnosigae Y@-cne iznoninae
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product name : VIMPAT®
Ha3pa IPOAYKTY BIMIIAT®
batch no. ¢ 3032604
Homep cepii
article no. : 1006775
Homep apraxyna
Specification : spec-100844-1/5.0 dated 18.11.2024
crreundikaiia spec-100844-1/5.0 Big 18.11.2024
Quality Characteristics Quality Requirements Actual
Hoxasnsxn sxocri Bumorx sxocti Pesyantar
Uniformity of dosage units
Oan i 030EAH b
Weight variation
Barosa sapiamis Acceptable value:
TIpufimansHe JHaTeHHA:
L1=150 L1
L2=250
Water
Bozaa
Karl-Fischer titration NMT 6.0 % 29%
Meroz Kapna dimepa He Gimme 6,0 %
Chromatographic puritiy
Xpomarp {9H3 MUCTOTA
HPLC determination
Meron BEPX
any unspecific degradation product NMT 0.20 % not detectable
- Gyap-xnit Hecremudiv ML TpoOAYRT He Ginbme 0,20 % HE BUABNEH|
poanaly
total degradation products NMT 1.6 % not determinable
- Cyma IpOAYKTIB pacnaxy He 6inpwe 1,0 % H@ BUZHAYRNOTHCH
i
S 1

7, VMEHTIB
TOKYMEHT
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product name
HA3Ba NPOAYKTY
batch no.

Homep cepii
article no.
Homep apTHRYTa
Specification
crenvdikamis

Quality Characteristics

Tloxazauky sxocti

: VIMPAT®

BIMIIAT®

i 3032604
v 1006775

: spec-100844-1/5.0 dated 18.11.2024

spec-100844-1/5.0 pin 18.11.2024

Quality Requirements
Bamorn akocrt

Actual
Peavintar

Assay

KinexicHe BHINAYMCHAY

Lacosamide

HPLC determination
Jlakocamin

Metoa BEPX

Dissolution
Pozanaeuns

HPLC determination
Meron BEPX

95,0-1050%

NLT 80 % (Q) after 30 min

He mexme Hix 80 % (Q) wepes 30 xe

' NTOKY MEHTIB

- i ™ \‘\_..
Apa MU0

100.4 %

96 %
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product name : VIMPAT®

Ha3Ba NPOAYKTY BIMITAT®

batch no. 1 3032604

Howmep cepil

article no. : 1006775

Homep apTaxyna

Specification . spec-100844-1/5.0 dated 18.11.2024

creundikantia spec-100R44-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
HoxkazankH axoci Bumora aKocTi PeayanTar

Microbiglogical Purity **
Mikpobionoriugg 9acToTa**

complies with Ph.Eur. 5.1.4,
3rigno 3 €sp. dapm. 5.1.4.

Total acrobic microbial count {TAMC) NMT 10°CFU /g Complies

3aranbHe QHCo aepobmx Mikpooprauismis  He Gimsme 10° KYO/r BLANIOB{NAE

(TAMC)

Total molds and yeast count (TYMC) NMT 10°CFU /g Complies

SaranpHe YHCNO MAICHEBUX Ta Apikmxosux  He 6inbwe 107 KYO/T BiAnoBinae

rpubis (TYMC)

Escherichia coli Absence in 1g Complies
Biacythicte e 1 1 BiamoBinae

** the test is performed on every tenth batch
X TeCT MPOBOZATE HA KOXHIH necaTil cepil

VIMPAT® of the above mentioned batch meet the specification.
BIMITAT® sazraueHOl BHLLE ocpii Bignosinae cneundikanii.

Eticixa dapmacsioTkars I'MEX
Aesica Pharmaceuticals GrbH

Dr. Rebeca Monelis Pagés
Qualified Person | ESuriinceiFacilitator
YnosrosaxkeRa ocoba b ' rop, 3a56EREMeHHA AKOCT

Momafi 44, 101t 2008

7¢ A A



JEPXJIKCITY)XXBA
JEPKABHA CJYIKBA 3 JJIKAPCHLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU
YV JHIMPONETPOBCBHKINA OBJIACTI
Juinpo, nn.Cobopna,d, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kop €JIPTIOY 37070665

BUCHOBOK
PO SIKiCTH BBe3eHOro B Y KpaiHy JIikapcbKOro 3acody

16.11.2022 Ne 48591/22/04

BIMITIAT®

(HaHMEHYBaHHA NIKAPCHLKOrO 3acody 3TiAHO 3 peECTpauifHMM MOCBITHEHHAM )
Ta0/1eTKH, BKPHTI ILIIBKOBOI0 000/10HK0K0, 110 S0 Mr; o 14 tadaerok y 6aicrepi; mo 1
6JicTepy B KapToHHilT Kopo6ii

(hopma BHITyCKy, TO3YBAHHSA, BU TAKYBAHHS JIiKapchkoro 3acofy)
Homep peecrpauiiinoro noceinuenna UA/10825/01/01 crpox aif peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapeskoro 3acofy Ne 7966704 KinbkicTs BBe3enoro sikapcbioro sacoby 216

Bupobunk Eiicika ®apmacerotukans ['M0X, HiMeyunna

(nHaitmenypanna BUpoOHUKA Nikapebkoro 3acoly, KpalHa MOXOKCHHS)

Beeseno B Yikpainy ToBapucrgo 3 ooMexenoro BiamosizaneuicTio "Benta. JITA", inent.
komx: 21947206
(naiimenypanns Ta koa 3a €JIPTIOVY opuanunol ocobu abo npizeuiie, iv's, 1o Garekosi dizuunol

ocobu - mianpuemitd, 1 Micte npoxMBanis Ta peecTpauifinuii Homep 00AIKOBOT KapTEH IATHHKA
nofarkis abo cepis Ta HoMEp naciopra)

.npOTGKO.;'l Bisyasnsnoro xoutpomio sig 15.11.2022 N 07-01/2473/1.

32 pesynbTaTaMM  IePKABHOIO KOHTPOJKO BCTAHOBJIEHO, W0 Jikapchkuit  3aci®  BBeseHo B Vkpainy

JAOTPHMAHHAM BUMOI 3aKOHOAABCTRA LOA0 3abe3neueHHs SKOCTI JiKapchKHX 3ac06is,

B. 0. nauanenuka Jlep:xaBHoi ciyx0u 3
JIKApPChLKUX 3ac00IB Ta KOHTPOITIO 3a

w—— o E€rop BOJIKOB
HAPKOTHKaMH ¥ ,[[HalOHCTpOBCbKlH -
o0nacTi o
- _..'." .‘. L WE 1 ] e x
(mocajora ocaba OppgH ! J é@é) (iHILia I Ta Npi3BHLIE)

Bumnsakosa Kapina +38(



ReciPh; rm

CEPTH®IKAT AKOCTI CERTIFICATE OF QUALITY
HafimeHysaHsa npomysuii: BIMITATE Mame of the prodece: VIMPATE
Hepwana-nspoding: HiMewnima Country of the Crermany h

manufaciure;

HoMep peecTpaciAMD NOCeuTEHng,

Fegistration certificate
number:

LrAs 108250101

Strength / Potency:

He norpelive cnediansing yMos 3Gepirame0a

Cuna giil Dnoun TabRETES MICTHTE: e tabier contains: lacosamide 50 mg

AKTHOHICTS: Aakocaminy 50 ur

HMixaperxa dopaa: TaBACTEM, BEPHTL Pharmaceutical form: film-coated tablets, 50mg
nABEOBOH OBOROHKEDK, N0
S50 wr

Poasip Ta THR Ne 14 (14=1) TaBneTox ¥ Package size and type: K |4 (14x1]) tablets in blisters

NAKYHHHA; fimbcrepax

Homep aprasyna: Arficke number; 1006775

Hosep cepii: Batch nusmbser: ToGETIM

Hosep cepil 3a3saseHif Ha TepEANEOMY Batch number labeled on

NAKYBRALHOMY METEPHANI primary packed material: TRGET

Poauip cepil (yn.): Batch size (packs): 3535

Jara supofunurea: Date of manufacture: D322

Jlava JAKIHMSHNA CTROKY IpHET It Expiry date: | 02/2027

WatoaH 3bcpiranaa; Storege conditions: [roes not require special storage

conditions

HafmeHyEaHKA, MICUCIHAXOIHEHHA | HOMED miLeH3il
Ha BHpoduHuTen Bupobuuea {in Bank):

Edicika chapsacesorienns DmEX

Taninciiwtpacce &, 03056 Lisikcay, Hirewsnoia

Miucxzia va snpodunureo M
DE_SM 01 _MIA_ 2022 DON26-5117/60 mig 19
civn , 2022

Mame, sidress location and
number of the Manufacturing
Authorisstion of manufactune
{im bulk):

Arsica Pharmaceuticals GmbH
CGalileistr. 6, 08056 Zwickaw, Germany

Manufacturing Authorisation No:
DE_SM_O0_MIA_ 2022 0010W26-
S107/60 dated Jan 19, 2022

Hafisenynaing, MCHE3HAXOIRCHHS | HOMEp NilEnail
i paEpobHHYTES Bupofniks roTopons Ny KTy!
Eficikn Papmaceomikans [uvbx

Mitrensagrp, L5, 40789 Mowxaiis wa Pefui,
Hisscasmiea

Jinznzia Ha enpobHHUTED No;
DE NW 03 MlA 222 HME/24.0505.010 -Aesica
nig |7 Mose, 2022

Mame, address ncation and
mumkser of the
Manufacturing Authorisation
of manufacture of finished
product:

Aesica Pharmaceuticals GmbH
Minelstr. 15, 4078 Monheim am
Rhein, Germany

Manufacturing Authorisation No:
DE_NW _03_MI1A 2022 D0LE
(24.05.05.00 -Aesica dated May 17, 2022
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Hafmenysanng, sMicUCTHaxX0UKEHAS | HoMeR AlUeHIil
sa pupobuauTee Bupobanka (prmyck cepii):

Eftcika Papuaacnsorusans Muik
Anvppea-Hobene-1rp. 10, 0789 Moiixasing wa

Pefinl, Hiseagema

Miuewsia wa pupodiaurng Ne;
DE_NW_03_MIA_2022 0018 /24.05.05.0] -Aesica
ez 17 Mome, 2022

Mame, address location and Assica Phammaceuticals GmbH
numdber of the Alfred-Mobel-Sir. 10, 40789 Monheim
Manufacturing Authorisation | am Rhein, Germany

(hatch releage):

Manufacturing Authorisation Mo
DE_NW_03 MIA 2022 G018
F34.05.05.01 -Aesica dated May 17, 2022

Peayaetarn ananivy: CeprafikaT aHanisy 000sEThes

Results of analysizs: atached Certificate of Analysis

Komenrapi: n'

Comments: n'a

Jansa npe cepridiragin

v = zaceigyyio, W00 HaBEQeHE BEMe whopMania €
AvcTomipHos Ta Todnow. Jlaks cepas  Alkaposxoro
zacoby, Gyna sHpohnoHa, BEARARAH
NAKYBAHHRMIPEYIAHNE T8 KONTPONE  SKOCTI  WE
BHOEEIAIHAReHI M)  nineHALi(Ax) ¥ moEHi
pignopigwocT 3 Bumorade GMP, scTanoanchHpm
MICLHEBHM PEry AHTHRIMM SPranes, 3 TRKo slanositme
Ao cneondikaniil, w0 MICTATECE ¥ PoECTpaulfinosy
anckr  gpainm-imnopreps, Tpotoekom:  mipoBnma,
NAKYBAHHA T4 adanizie Gyao  DeRernAHYTO TR
BCTAHOBASHD BIAMOBLIRICTE GMP.

Declaration of certification:

I hereby certify that abowe information is authentic and sccurate. This batch
of product has been manufactured, including packaging/labelling and
quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulotory Auwthority and with the
specifications in the Marketing Authorisation of the impormimg country, The
batch processing, packaging and analysis records were reviewed and found
1o be in compliance with GMP,

BHuie 1a3Ha4eHa Copia BHNYILEHA Y NOBN0BAKEHOK
poobio,

The above mentioned batch is released by the responsible gualified
person.

Eficixa Dapmaceioragans [Mex
Acsica Pharmaccuticals GmbH

Lt T

. J. Hiibig

<Ariiifad Parion
SignatureTlianec

YnoeHosA¥cHA ocoba
Cuolified Person

S TR

Y. Yhudkbio—

Signature Tlianes
Koopanmatop safesneyenns apoct
Quality Assurance Facilitator
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CERTIFICATE OF ANALYSLS

CEFTHPIKAT AHAJIZA
product mame : VIMPAT &
HAIBE MPOOYKTY BIMITAT &
batch mio. 1 TRAATO4
Homep cepil
article no. ¢ IODATTS
Howmep apmoxyna
Specification : spec-LO0DE44- 1040 dated 08.03.2022
eneusidikaiis spec-100844- 1440 mig 03.03,2022
date of manufaciun ¢ 032012
IATA BHRGHEHLTER
Quality Characteristics Quality Reguirements Actual
Mokasnuka AKocTi Bustors axocri Pesynstar
Appearance o
Onue pinkish opague, oval, film-coated tblet,
Visual examination biconvex, debossed with *507 on one Complies
Biayampamiii seTon side and “SP" on the other side ) .
CMBankHi, IBOONYEN] TRONCTER, BEPHTI HCOPIyZ0pm HiANOELRAE
NABE0ED COONOHEOR DNig0-POREBOND KOARDPY 3
rpaBioEaHHAM o506 3 oomore Goxy TabneTee Ta « 5P
3 bReTo Goxy
Ldentity
LnenTudixauia
Lacosamide
Jaokcastin
HPLLC determination compliance with retention time of the
metoy BEPX lacosamide peak in the chromatogram of the sample  Complies
and stansdard sohitions
BianosigHicTs wacy yTPHMYRIHIA MKy NAROCEMITY mlanom ma
Ha XpOMATOrPAMAY BHOpOGORYBAKOID | CTAHIAPTHOID
PN
UW examination corresponds 1o the UV-spectrum of the standard Complies

Yi-cnerTpooToMeTpia Bianoainse YD-cnexTpy CTaHIApTY i LT A
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product name : VIMPATIE
HAT83 NPOIYETY BIMITATE
batch nio. ¢ TOs6 T
Howiep cepil
article no. v 1DDeTTS
Howsep aprikyna
Specification ; spec-100844-1.4.0 dated 08.03.2022
crpetuiRain cpec- 100844140 win 080320022
Quality Characteristics Cruality Requirements Actual
MoxaHHKH AK0CT Brsorn seocti Peayaprar
Uniformity of dosa
O OBAHNY O HHH
Weight varation
Barosa sapizunis Accepiable valoe;
Tpsitmanniie SHaEHA:
L1 =150 L1
L2=250
Water
Bopa
Karl-Fischer titration NMT 6.0 % 3.0%

Meton Kapna Pimepa

Chromatographic puritiy

Kpomaror A

HPLC determimation

Metom BEFX

any unspecific degradation praduct
- By IL=REMi wecTretp i HIR NPOAYKT
POEmay

1atal degradation products
- CYMa MPOIyKTIE PRcnaTy

He Binsue 6,0 %

WMT .20 =& each < 20 %%

He Gimboe 0,20 % EasmeIn < 0,20 %
MWMT 1.0 %%

He oumnane 1,0 % 0.1 %
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prodict name
Ha3EA MPOAYETY

batch no.

Hosep cepif
article no.
Howep apTREyRa

Specification
cneurdixanis

Quality Characteristics
[MokaiHukH AKOCTI

¢ VIMPATE

BIMITATD

: T966T04
¢ 1006775

: spec-100244-1/4.0 dated (8,03, 2022

spec- 100844140 sin 0802 2022

Quality Requirements
Bumorn axocTi

Actual
F'EII"IILTHT

Assay
KiakgicHe BHIHIYEHHA

Lacosamide

HPLLC determination
Jakocami

bievom BEPX

Dizsolution
Possumennn

HPLC deterrmimnatiom
Meron BEFX

950 - 105,00 %

MLT 80 % (Q) after 30 min
He sesnme wim B0 % () wepea 30 xp

79.0 %

9% o
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prosduct name ! VIMPATE

HAIBA MPOOYHTY BIMIMAT®

hatch Ao ;TG0

Homep cepii

article no. ¢ 1 0ETTS

Hoseep apmHeyna

Specification . spec-100844- 1 4.0 dated 0E.03 2022

T T spec- 1084 LA, 0 ma 08032022

Quality Characteristics Quality Requirements Actual

Hokainaks Axocyi Buporn agocti Pezyantat
i al Purity **

Mirpodionorivna yncrora**

complics with Ph.Eur. 5.1.4,
Jriano 3 Enp. Papm. 5.1.4.

Total aerobic microbial count (TAMC) HMT 1P CFU /g Complies

Faramnse wucno aepobanx Mikpoopratiauis  He Ginewe 10° KYO/r BlAMOBi0aE

(TAMC)

Tatal malds and veast count (TYMC) NMT 10F CFLJ /g Complies

Faramwee wucno nnickennx T apiemsosny  He Ginwoe 107 KYOr CTRETNET

rpmiie (TYMMO)

Escherichia coli Absence in Ig Complies
BucyrHicte s | ¢ BUINOBLLE

= the test is performed on every tenth batch
*% TECT NPOBOAATE HA KOMHIA RCCATIH copil

VIMPATE of the above mentioned batch meet the specification.
BIMIATE woapagensl sHoke cepil pLaneainme cnewsds ks,

Edficiva dapuaceiorirani WX
Aesica Pharmaceuticals GmbH

AR V. rduddio.

Calified Person Creality Assurance Facilitator
YnossoBECHa cooda Ui" J. Hﬂ'b Koopassatop sabecneueHsn axocTi
Mo adis AT o

14, SEP. 022
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