ReciPharm

CEPTUDIKAT SAKOCTI CERTIFICATE OF QUALITY
Hatimenypanns npomyxnii: BIMIMAT® Name of the product; VIMPAT®
Hepxasa-supobuuk: Himeyynna Country of the Germany

manufacture;
Homep peectpaitinoro noceiavenns: Registration certificate UA/10825/01/02
number:
Cuna aii/ Qana TabreTra micTHTL: Strength / Potency: One tablet contains: lacosamide 100 mg
AKTHBHICTD: nakocaminy 100 mr
Jlikapcexa hopma: TabneTku, BXpUTI Pharmaceutical form; film-coated tablets, 100 mg
nniexoeol 06ONOHKOIO, N0
100 mr
Po3smip ta tun Me 14 (i4x1) Tabnetox y Package size and type: Me 14 (14x1) tablets in biisters
NaKyBaHRA: Gnictepax
Homep apmxyna; Article number; 1006776
Homep cepil: Batch number; 1001502
Homep cepii sa3nauennth wa nepeuHHOMY Batch number (abeled on
naKyBanbHOMY MaTepiani; primary packed material: 10015
Po3umip cepil (yn.): Batch size (packs): 3603
Jata supoGunirea; Date of manufacture: 05/2022
JlaTa 3aKinieHNa CTPOKY NpHAATHOCTI: Expiry date; 04/2027
Ywmonu 35epirannun; Storage conditions: Does not require special storage

He nompebye cneuiansuux ymos 36epiranns

conditions

Hatimerypanns, micuesnaxomkenns | HOMep Rtitensil
Ha BHpoGHuLIBO Bupobuuxa (in Gank):

Eficika ®apmacsiotikans I'n6X

Taninefiwrpacce 6, 08056 Ligixay, Himcunuua

Jiuensia va BHpoGHHLTEO No:
DE_SN_01_MIA_2022 0010/26-5117/60 »in 19
ciyng , 2022

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_2022_0010/26-
5117/60 dated Jan 19, 2022

Halimenypanns, MiCUCIHAXOIXEHHA | HOMEP TiLIEHAIT
Ha BHPOOHUUTEO BUpobuuka roToBoro NPOayKTY:
Eficixa ®apmacsioturans MNeGX

Mitrenswtp. 15, 40789 Mowuxafim Ha Peiini,
Himeuwnna

Jliuen3is vz sHpoSHKUTBO No;
DE_NW_03_MIA_2022_0018 /24.05.05.01 -Aesica
six 17 Moxe, 2022

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_2022 0018
cAesica dated May 17, 2622
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HaltmenyBanna, micuesnaxomkeHna i HoMep niuensii | Name, address locationand | Aesica Pharmaceuticals GmbH

Ha BHpoGHMITRG BHpoGruka (Bunyck cepii): number of the Alfred-Nobel-Str. 10, 40789 Monheim
Manufacturing Authorisation | am Rhein, Germany

Eiicika apmactiothkans [M6X (baich release):

Ansdpea-HoGexs-Lltp. 10, 40789 Mouxakim na
Peitni, Himeyuuna

Jliuenaia na supoGuHuTBO Ne:
DE_NW_03_MIA_2022_0018 /24.05.05.01 -Aesica
Big 17 Moxe, 2022

Manufactering Authorisation No:
DE_NW_03_MIA_2022_00}8
124.05.05.01 -Aesica dated May 17, 2022

Pesynetath avanizy: Ceprudikat avanizy aozactoen

Results of analysis: attached Certificate of Analysis

Komenrapi: n/3

Comments: n/a

3asea npo ceprudikauio:

Lum 2 saceinuyio, wo naseaena swme indopmauia ¢
AOCTOBipHOK Ta TowHOi. Hana cepix nikapcbroTo
3acofy, Gyna eupoGnena, BRMICHAIOMH
RAKYBAHHA/MADKYBAHHA T3 KOHTPONb AKOCTI  Ha
BHWEIAIHAYCHIA(MX)  aimeHHUI(x) vy noswifi
BiANOBIAHOCTI 3 BMMOTaMM GMP, scTanosneHHMU
MiCLIERHM PETYNATOPHHM OPralOM, & TAKOX BIGRIOBIANO
Ao crieundixauifi, wo MicTATLCA y peectpauitinomy
Rocke  kpailH-iMnoprepa. Tlpotoxonu BupoGHuLTER,
nakypakus TR ananizis Gyno nepernsHyro Ta
BCTAHOBAECHO BiaRosinHicTs GMP,

Declaration of certification:

t hereby certify that above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labelting and
quality control at the above mentioned site(s) in ful) compliance with the
GMP requirements of the focal 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.

Buute 3a3navena cepia BHIYUWIEHA Y NOBHOBAXEHOW
ocobolo,

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

Efcixa ®apmacsiotnkans TMEX
Aesica Pharmaceuticals GmbH

Q’ g/@anﬂca Brunk

ignature/TTinsmc
¥noenosaxena ocoba

T/ Buced BOCT 202

> T
,[;y AOKY N

Signature/iTighuc
Koopaunatop 3a68sfiauehl
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CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJIZA

product name : VIMPAT®
Ha3ka NPOAYKTY BIMNIAT ®
batch no. : 1001502
Homep cepif
article no. : 1006776
Howmep aprakyna
Specification ! spec-100845-1/4.0 dated 08.03.2022
cheundirania spec-100845-1/4.0 Bin 08.03.2022
date of manufacture 1 052022
Aata supoGHHLTBA
Quality Characteristics Quality Requirements Actual
Iloxazuuka axocri Bamorn axocri PeryanTat
Appesrance
Onuc Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with *100” on one Complies
BisyanbHeth meton side and “SP” on the other side ) )
OsanbHi, npoomykni Tabnerkw, BKpHTi Henposzopoto  BIANOBiAae
NAIBKOBOK OGONOHKOI0 TEMHO-KOBTOFD XOABOPY 3
rpasitoBaniam «100» 3 oanoro Goky TabneTru Ta
«SP» 3 inworo Goxy
Identity
enTHdixaw
Lacosamide
Jlaokcamin
HPLC determination compliance with retention time of the
Metog BEPX lacosamide peak in the chromatogram of the sample  Complies
and standard solutions
BianosianicTs vacy yTpnmysanns niky nakocaMizy  signosipae
Ha XpoMaTtorpaMax eHnpoGoBysaHoro i craMnapTHoro
PO3UHHIB
UV examination corresponds t Complies
Y.cnextpodoromerpin Biznoeinae Biznosinae
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product name : VIMPAT®
HA38A MPOAYKTY BIMNAT®
batch no, 1 1001502
Homep cepii
article no. : 1006776
Homep aprixyna
Specification : spec~100845-1/4.0 dated 08.03.2022
cneundikauis spec-100845-1/4.0 ain 08.03.2022
Quality Characteristics Quality Requirements Actual
IToxasAuxa sxocri Bumorn akocri Pesyabtar
Uniformity of dosage units
Onuopianicrs, pozosannx oAunEnL
Weight variation
Baroaa papianis Acceptable value:
Tpuiimanshe sHavenna;
L1=150 Ll
L2=250
Water
Boga
Karl-Fischer titration NMT 6.0 % 33%
Meroa Kapna ®imepa He invwe 6,9 %
Chromategraphic puritiy
Xpomatorpadiuua uncrora
HPLC determination
Meron BEPX
any unspecific degradation product NMT 0.20 % each <0.20 %
- Gya6-aKuit Hecneundinnui npoyxr He Ginsize 0,20 % Kaapii < 0.20 %
posmany
NMT 1.0%

total degradation products
- CyMa NpOIYKTin pacnamy

He Ginpue 1,0 %
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product name : VIMPAT®
HR3BA MPOAYKTY BIMITAT®
batch no. : 1001502
Homep cepii

article no. : 1006776
Homep apruxyna

Specification : spec-100845-1/4.0 dated 08.03.2022
creundivauis spec-100845-1/4.0 8in 08.03.2022

Quality Characteristics Quality Requirements Actual
Tlokainukn axocTi Bumoru sxocri PesyanTar

Assay
Kinnxicune BHIHQYEHHN
Lacosamide
HPLC determination 95.0-105.0% 99.1 %

Jlakocaming
Meron BEPX

tion

Pojunnenny

HPLC determination NLT 80 % (Q) after 30 min
Mertoa BEPX He menure nix 80 % (Q) uepes 30 xa 97 %
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product name : VIMPAT®

Ha3sa MPOOYKTY BIMAOAT®

batch no. : 1001502

Homep cepif

article no. 1 1006776

Homep apruxyna

Specification : spec-100845-1/4.0 dated 08.03.2022

caeundirattia spec-100845-1/4.0 pin 08.03.2022

Quality Characteristics Quality Requirements Actual

Ioxazunkn axoeri Bumorn sxoecri PexyanTaT

MikpoGionoriuna ypcrora**

complies with Ph.Eur. 5.1 4.

3riano 3 €sp. Papm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10*CFU /g not tested

aransHe wrcno aepobHux Mikpoopranismie  He Ginswe 10° KYO/r HE TECTYBANOCA

(TAMC)

Total molds and yeast count (TYMC) NMT 103CFU /g not tested

aransee YuCH0 NTicHeBHX Ta apixmkosux  He Ginbwe 102 KYO/r HE TECTYRANOCA

rpuGie (TYMC)

Escherichia coli Absence in Ig not tested
BincyrHicte B 1 1 He TecTypanoca

** the test is performed on every tenth batch
¥ TeCT NPOBOAATL Ha KOXHii AecATIl cepii

VIMPAT® of the above mentioned batch meet the specification.
BIMITAT® 3assauenoi st cepii ianosinac crenHpirauiy,

Edlcixa Qapmacsiotukam M'm6X
Aesica Pharmaceuticals GmbH

e wnika Brunk

Qualified Person
VYnosHosaxena ocola

Monxatin 18 OCY 2022




JIEPKABHA CJIV/KBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
¥V JIHITIPOIIETPOBCBKII OBJIACTI

Huinpo, rur.CobopHa,4, k. 601-605, 490035, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
PO SIKICTH BBE3EHOT0 B YKPaiHy JiKapcbKoro 3acody
25.11.2025 Ne 58370/25/04
BIMIJAT®

(HaRMEHYBAHIS TIKAPCLKOTO 32¢00Y 3T1HO 3 PeecTPALlifiHUM HOCBIHEHHM)
Ta01eTKH, BRPUTi IIIBKOBOIO 06010HK00, 10 100 Mr; mo 14 Tabaerok y Gaictepi; mo 1
fJicrepy B KAPTOHHII KopoOui

((popma BHITYCKY, XO3YBAHHS, BUT TAKYBAHHS JTIKapeLKoro 3acoly)
Homep peectpauiiisoro mocsizuerna UA/10825/01/02 crpox aii peecrpamiitoro noceiguenss 01.01.2099
Cepis mixapceroro 3acoby Ne 1828304 KinpKkicTh BBE3EHOTO MKAPCHKOTo 3acody 432

BupotHuK Eiicika @apmacbroTukans I'm6X, HiMeuunna

(HafiveHyBaHHsT BHPOSHIMKA TIKAPCBKOro 3aco0y, KpaiHa IoXoJpKeHHs )

Breseno B Yipalmy TosapucTso 3 00mMekeHo0 BianosinaabuicTio "Benta JITH", ixent.
kox: 21947206

(HabimMenyBsaHHd Ta ko1 3a €PIIOY ropumutrol ocodu abo MPI3BHINE, 1M, 110 GATHKOBI
pizmmol ocotu - rianpuenmIs, i Miclie IpoKHUBAHESL Ta peccTpariiint HoMep 06niKoBoT
KapTKU TUIATHIKA TIoJaTKiB abo cepisd Ta HoOMep I1acIopTa)

Ipororos Bizyamsnoro konrposo sig 19.11.2025 Ne 03-01/2737/1.

34 pesyabTATAMH JIPKABHOTO KOHTPOMK) EBCTAHOBIEHO, IO JHKAPCEKMM 3aci® BBesemo B YEpaiHy 3
JOTPHUMAHHSM BHMOT 3aKOHONABCTBA MO0 3aDE3TMCUCHH SKOCTI TIKAPCHKUX 3aC001B.

Hauansnuk Hep:xasroi ciryxbu 3
JKAPCHKUX 3ac00IB Ta KOHTPOIIO 32

X - A A. paran
HapKOTHKaM# y JIHIIIPONeTpoBChKIA
obnacri
i 3 . i :
(rocagona ocoba o (T TIEAc) (1IIaTy Ta IIPI3BHIITE)




ReciPh.arm

number:

CEPTU®IKAT AKOCTI CERTIFICATE OF QUALITY
HaiiMeHyBaHHs npoayKLii: BIMITIAT® Name of the product: VIMPAT®
Jepxapa-BupobHuk: Himeyunna Country of the Germany

manufacture:
Homep peectpaliiiiHOro nocBiayeHHs: Registration certificate UA/10825/01/02

Onna TabneTka MiCTHTD:
naxocamigy 100 mr

Cwuna nii/
AKTHBHICTbD:

Strength / Potency:

One tablet contains: lacosamide 100 mg

Jlikapcbka ¢opma: TabneTKH, BKPUTI

MJ1IBKOBOKO 00OJIOHKOIO, MO

Pharmaceutical form:

film-coated tablets, 100 mg

100 mr

Po3Mip ta Tun Ne 14 (14x1) TabneTok y Package size and type: Ne 14 (14x1) tablets in blisters
"AKyBaHHSL: 6nicTepax
| HoMep apTHKyJa: Article number: 1006776

Howmep cepii: Batch number: 1828304

Howmep cepii 3a3HayeHuH Ha NepBUHHOMY Batch number labeled on

MaKyBaJbLHOMY MaTtepiai: primary packed material: 18283

Po3mip cepii (ymn.): Batch size (packs): 992

Jarta BupoOGHHU1LITBA: Date of manufacture: 01/2025

JlaTta 3aKiH4€HHA CTPOKY MPHIAATHOCTI: Expiry date: 12/2029

VMoBu 36epiraHHs:
He notpebye cneniaabHuX yMoB 30epiraHts

Storage conditions:

Does not require special storage
conditions

HajiMeHyBaHHA, MicLI©3HaXOMKEHHS | HOMEP JiLEH31T
Ha BUpOOHUUTBO BupobHuka (in 6aink):

Eficika ®apmacsrotuxans ['M6X

lanineiiiwpacce 6, 08056 Lisikay, Himeuunta

JliueH3is Ha BUPOOHUUTBO Ne:
DE SN 01 _MIA_2023 0029/26-5117/60 six 10
oBTeHb , 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, MICLE3HaXODKEHHA | HOMEp JTiLeH3i1
Ha BUpoOHULTBO BupoOHuUKa roToBOro npoaykry:
Eiicika ®apmacbioTnkan3 'm6X

Mirtensitp. 15, 40789 Monxaiim Ha Peifini,
HimeuuuHa

Jliuen3is Ha BupoOHMuTBO Ne:
DE_NW _03_MIA 2025 0034 /24.05.05.01 -Aesica
Bia 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
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HaliMeHyBaHHA, MiCLE3HAXOMUKEHHA 1 HOMep JiLeH3il
Ha BUpoOHHLTBO BupobHuka (BHnyck cepii):

Eiicixa ®apmacbroTuxan3 I'm6X
Anbdpen-Hobens-Ltp. 10, 40789 Monxaiim Ha
Peiini, HiMmeuunna

JliueH3is Ha BUpOGHHLTBO No:
DE NW_03 MIA 2025 0034 /24.05.05.01 -Aesica
Bin 30 TtpaBHi , 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

Pesynbratn ananizy: Ceptudikart aHanisy 10aa€Thes

Results of analysis: attached Certificate of Analysis

KOMEHTapi: H/3

Comments: n/a

3asBa npo ceprudikauio:
[lum s 3acBimdyio, 1O HaBeleHa BHUlUE iH(opMalia €
NOCTOBIPHOIO Ta TOYHOW. JlaHa cepis JiKapCbKOro

3acoly, Oyna BUpoOeHa, BKJIIOYAKOUH
NaKyBaHHA/MapKyBaHHA Ta KOHTPOJb AKOCTI Ha
BHMILE3a3HAYCHIH(MX)  MiMBHMLI(AX) y  MNOBHIii

BiamoBiaHocTi 3 BuMmoramu GMP, BcTaHOBIEHMMH
MiICLIEBHM PErysaTOPHUM OPraHoM, a TAKOX BiANIOBiJHO
1o cneuudikalii, Wo MICTATECA y peecTpauiiiHOMy
Aocee KpaiHu-iMroptepa. [lpoToxonu BHPOOHHULITBA,
naKkyBaHHf Ta aHafli3iB Oyno mneperiiHyro Ta
BCTaHOBJEHO BianoBiaHicTs 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.

Buiue 3a3HayeHa cepist BUnyuieHa Y IOBHOBaXEHOK
0co006010.

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

Eficika ®apmacbrotukan3 I'm6X
Aesica Pharmaceuticals GmbH

J

Signaturé/ITiagnuc
YnosHoBaxxeHa ocoba
Qualified Person

JlaTta / Date 27. DKT. 2[]25

Jennifer Gallus

. dio

Signature/ITianuc
Koopnunatop 3abe3neueHHs aKocti
Quality Assurance Facilitator

5
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product name
Ha3Ba MPOIYKTY

batch no.

Howmep cepii
article no.
Howmep apTukyna
Specification
cneuudikawisn

date of manufacture
JaTta BUpOOHULITBA

: VIMPAT ®

BIMIIAT ®

: 1828304

: 1006776

E

T T

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

: 0172025

Quality Characteristics Quality Requirements Actual
Iloxkasnuka sakocTi Bumoru akocTi Pe3yabTaTr
Appearance
Onuc Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one Complies
BisyansHslit MeTOR side and “SP” on the other side
TeMHO-X0BTa Henpo3opa, OBajbHa, BKPHTa BiAMOBiNa€
IJ1iBKOBOIO 000JIOHKOIO TabeTka, ABOOMYKa, 3
rpasitoBaHHAM «100» 3 ogHoro 6oky Ta «SP» 3
iHWworo 60Ky
Identity
InenTudikanin
Lacosamide
JlaokcaMin
HPLC determination compliance with retention time of the
metox BEPX lacosamide peak in the chromatogram of the sample =~ Complies
and standard solutions
BianoBiaHicTb Yacy yTpuMyBaHHs MKy Jlakocamiay BiAMOBIa€
Ha XpoMaTorpaMax BUINPOOOBYBAaHOTO 1 CTAHAAPTHOTO
PO3UHHIB
UV examination corresponds to the UV-spectrum of the standard Complies
Y®-cnektpopoTomeTpis Bianosigae Y ®-cnektpy cTanaapty BiAMoBiAae
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product name
Ha3Ba MPOJYKTY

batch no.

Howmep cepii
article no.
Howmep aptukyna

Specification
cneuudikauis

: VIMPAT®

BIMITAT®

: 1828304

: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
IMoka3zHuKH AKOCTI Bumoru sikocTi PesyabTaT
Uniformity of dosage units
OaHopigHicTh 1030BAHHX OAHHHIL
Weight variation
Barosa Bapiauis Acceptable value:
[TpuiitManbHe 3HaYEHHA:
L1=150 L1
L2=25,0
Water
Boaa
Karl-Fischer titration NMT 6.0 % 28%

Meroa Kapna ®iuepa

He 6inbiue 6,0 %

Chromatographic puritiy
XpomaTtorpadiyHa yucToTa

HPLC determination

Meton BEPX
any unspecific degradation product NMT 0.20 % .
- 6ynb-sKkuii HecneunpiyHMit PORYKT He Ginbuwe 0,20 %
posnany

total degradation products
- cyMa NpOayKTIB pacnany

NMT 1.0 %
He Ginbure 1,0 %

not detectable
He BUABNEHi

not determinable
He BU3Ha4aKTbCA
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product name
Ha3Ba NPOAYKTY

batch no.

Howmep cepii
article no.
Homep aptukyna

Specification
crnieuudixaris

Quality Characteristics

IMoxa3HUKH AKOCTI

: VIMPAT®

BIMIIAT®

: 1828304
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Requirements Actual
Bumornu sikocTi PesyabTat

Assay

KinbkicHe BH3HAYEHHS

Lacosamide
HPLC determination

Jlakocamin
Meton BEPX

Dissolution
Po3unHenns

HPLC determination
Metoa BEPX

95.0-105.0 % 98.2 %

NLT 80 % (Q) after 30 min
He mexie Hix 80 % (Q) yepe3 30 xB 95 %
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product name
Ha3Ba MPOLYKTY

batch no.

Howmep cepii
article no.
Homep apTukyna

Specification
cneuuikawtis

: VIMPAT®

BIMIIAT®

: 1828304

: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
Iloka3HUKH AKOCTI Bumoru sikocTi Pe3yabTart
Microbiological Purity **

Mixkpob6ionoriuna yncrora**

complies with Ph.Eur. 5.1.4.

3riato 3 €sp. dapm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g not tested
JaranbHe uncio aepobHux Mikpooprauismis  He 6inswe 10° KYO/r HE TECTYBaJIOCH
(TAMC)

Total molds and yeast count (TYMC) NMT 10°CFU /g not tested

3arajibHe YMCJIO TUTICHEBHX
rpu6is (TYMC)

Escherichia coli

Ta apbxkmkoBux  He Ginbuwe 102 KYO/r

Absence in g
Biacyrhictb B 1 1

** the test is performed on every tenth batch
** TecT NpoBOAATb HA KOXKHIMH necATii cepii

VIMPAT® of the above mentioned batch meet the specification.
BIMITAT® 3a3HaueHoi BUILE cepil BiAnoBiaae cneuudixauii.

Eficika ®apmacbrotukan3 I'm6X
Aesica Pharmaceuticals GmbH

YnoBHoBaxxeHa ocoba

Mouxaim 27 UKI 2025
Jennifer Gallus

HE TECTYBaJNOCA

not tested
HE TECTYyBanocA

V. B.dtho

Quality Assurance Facilitator
Koopaunartop 3abecneyeHHs aKocTi



JIEPKABHA CJIV/KBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
¥V JIHITIPOIIETPOBCBKII OBJIACTI

Huinpo, rur.CobopHa,4, k. 601-605, 490035, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
PO SIKICTH BBE3EHOT0 B YKPaiHy JiKapcbKoro 3acody
25.11.2025 Ne 58370/25/04
BIMIJAT®

(HaRMEHYBAHIS TIKAPCLKOTO 32¢00Y 3T1HO 3 PeecTPALlifiHUM HOCBIHEHHM)
Ta01eTKH, BRPUTi IIIBKOBOIO 06010HK00, 10 100 Mr; mo 14 Tabaerok y Gaictepi; mo 1
fJicrepy B KAPTOHHII KopoOui

((popma BHITYCKY, XO3YBAHHS, BUT TAKYBAHHS JTIKapeLKoro 3acoly)
Homep peectpauiiisoro mocsizuerna UA/10825/01/02 crpox aii peecrpamiitoro noceiguenss 01.01.2099
Cepis mixapceroro 3acoby Ne 1828304 KinpKkicTh BBE3EHOTO MKAPCHKOTo 3acody 432

BupotHuK Eiicika @apmacbroTukans I'm6X, HiMeuunna

(HafiveHyBaHHsT BHPOSHIMKA TIKAPCBKOro 3aco0y, KpaiHa IoXoJpKeHHs )

Breseno B Yipalmy TosapucTso 3 00mMekeHo0 BianosinaabuicTio "Benta JITH", ixent.
kox: 21947206

(HabimMenyBsaHHd Ta ko1 3a €PIIOY ropumutrol ocodu abo MPI3BHINE, 1M, 110 GATHKOBI
pizmmol ocotu - rianpuenmIs, i Miclie IpoKHUBAHESL Ta peccTpariiint HoMep 06niKoBoT
KapTKU TUIATHIKA TIoJaTKiB abo cepisd Ta HoOMep I1acIopTa)

Ipororos Bizyamsnoro konrposo sig 19.11.2025 Ne 03-01/2737/1.

34 pesyabTATAMH JIPKABHOTO KOHTPOMK) EBCTAHOBIEHO, IO JHKAPCEKMM 3aci® BBesemo B YEpaiHy 3
JOTPHUMAHHSM BHMOT 3aKOHONABCTBA MO0 3aDE3TMCUCHH SKOCTI TIKAPCHKUX 3aC001B.

Hauansnuk Hep:xasroi ciryxbu 3
JKAPCHKUX 3ac00IB Ta KOHTPOIIO 32

X - A A. paran
HapKOTHKaM# y JIHIIIPONeTpoBChKIA
obnacri
i 3 . i :
(rocagona ocoba o (T TIEAc) (1IIaTy Ta IIPI3BHIITE)
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number:

CEPTU®IKAT AKOCTI CERTIFICATE OF QUALITY
HaiiMeHyBaHHs npoayKLii: BIMITIAT® Name of the product: VIMPAT®
Jepxapa-BupobHuk: Himeyunna Country of the Germany

manufacture:
Homep peectpaliiiiHOro nocBiayeHHs: Registration certificate UA/10825/01/02

Onna TabneTka MiCTHTD:
naxocamigy 100 mr

Cwuna nii/
AKTHBHICTbD:

Strength / Potency:

One tablet contains: lacosamide 100 mg

Jlikapcbka ¢opma: TabneTKH, BKPUTI

MJ1IBKOBOKO 00OJIOHKOIO, MO

Pharmaceutical form:

film-coated tablets, 100 mg

100 mr

Po3Mip ta Tun Ne 14 (14x1) TabneTok y Package size and type: Ne 14 (14x1) tablets in blisters
"AKyBaHHSL: 6nicTepax
| HoMep apTHKyJa: Article number: 1006776

Howmep cepii: Batch number: 1828304

Howmep cepii 3a3HayeHuH Ha NepBUHHOMY Batch number labeled on

MaKyBaJbLHOMY MaTtepiai: primary packed material: 18283

Po3mip cepii (ymn.): Batch size (packs): 992

Jarta BupoOGHHU1LITBA: Date of manufacture: 01/2025

JlaTta 3aKiH4€HHA CTPOKY MPHIAATHOCTI: Expiry date: 12/2029

VMoBu 36epiraHHs:
He notpebye cneniaabHuX yMoB 30epiraHts

Storage conditions:

Does not require special storage
conditions

HajiMeHyBaHHA, MicLI©3HaXOMKEHHS | HOMEP JiLEH31T
Ha BUpOOHUUTBO BupobHuka (in 6aink):

Eficika ®apmacsrotuxans ['M6X

lanineiiiwpacce 6, 08056 Lisikay, Himeuunta

JliueH3is Ha BUPOOHUUTBO Ne:
DE SN 01 _MIA_2023 0029/26-5117/60 six 10
oBTeHb , 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, MICLE3HaXODKEHHA | HOMEp JTiLeH3i1
Ha BUpoOHULTBO BupoOHuUKa roToBOro npoaykry:
Eiicika ®apmacbioTnkan3 'm6X

Mirtensitp. 15, 40789 Monxaiim Ha Peifini,
HimeuuuHa

Jliuen3is Ha BupoOHMuTBO Ne:
DE_NW _03_MIA 2025 0034 /24.05.05.01 -Aesica
Bia 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
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HaliMeHyBaHHA, MiCLE3HAXOMUKEHHA 1 HOMep JiLeH3il
Ha BUpoOHHLTBO BupobHuka (BHnyck cepii):

Eiicixa ®apmacbroTuxan3 I'm6X
Anbdpen-Hobens-Ltp. 10, 40789 Monxaiim Ha
Peiini, HiMmeuunna

JliueH3is Ha BUpOGHHLTBO No:
DE NW_03 MIA 2025 0034 /24.05.05.01 -Aesica
Bin 30 TtpaBHi , 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

Pesynbratn ananizy: Ceptudikart aHanisy 10aa€Thes

Results of analysis: attached Certificate of Analysis

KOMEHTapi: H/3

Comments: n/a

3asBa npo ceprudikauio:
[lum s 3acBimdyio, 1O HaBeleHa BHUlUE iH(opMalia €
NOCTOBIPHOIO Ta TOYHOW. JlaHa cepis JiKapCbKOro

3acoly, Oyna BUpoOeHa, BKJIIOYAKOUH
NaKyBaHHA/MapKyBaHHA Ta KOHTPOJb AKOCTI Ha
BHMILE3a3HAYCHIH(MX)  MiMBHMLI(AX) y  MNOBHIii

BiamoBiaHocTi 3 BuMmoramu GMP, BcTaHOBIEHMMH
MiICLIEBHM PErysaTOPHUM OPraHoM, a TAKOX BiANIOBiJHO
1o cneuudikalii, Wo MICTATECA y peecTpauiiiHOMy
Aocee KpaiHu-iMroptepa. [lpoToxonu BHPOOHHULITBA,
naKkyBaHHf Ta aHafli3iB Oyno mneperiiHyro Ta
BCTaHOBJEHO BianoBiaHicTs 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.

Buiue 3a3HayeHa cepist BUnyuieHa Y IOBHOBaXEHOK
0co006010.

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

Eficika ®apmacbrotukan3 I'm6X
Aesica Pharmaceuticals GmbH

J

Signaturé/ITiagnuc
YnosHoBaxxeHa ocoba
Qualified Person

JlaTta / Date 27. DKT. 2[]25

Jennifer Gallus

. dio

Signature/ITianuc
Koopnunatop 3abe3neueHHs aKocti
Quality Assurance Facilitator
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product name
Ha3Ba MPOIYKTY

batch no.

Howmep cepii
article no.
Howmep apTukyna
Specification
cneuudikawisn

date of manufacture
JaTta BUpOOHULITBA

: VIMPAT ®

BIMIIAT ®

: 1828304

: 1006776

E

T T

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

: 0172025

Quality Characteristics Quality Requirements Actual
Iloxkasnuka sakocTi Bumoru akocTi Pe3yabTaTr
Appearance
Onuc Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one Complies
BisyansHslit MeTOR side and “SP” on the other side
TeMHO-X0BTa Henpo3opa, OBajbHa, BKPHTa BiAMOBiNa€
IJ1iBKOBOIO 000JIOHKOIO TabeTka, ABOOMYKa, 3
rpasitoBaHHAM «100» 3 ogHoro 6oky Ta «SP» 3
iHWworo 60Ky
Identity
InenTudikanin
Lacosamide
JlaokcaMin
HPLC determination compliance with retention time of the
metox BEPX lacosamide peak in the chromatogram of the sample =~ Complies
and standard solutions
BianoBiaHicTb Yacy yTpuMyBaHHs MKy Jlakocamiay BiAMOBIa€
Ha XpoMaTorpaMax BUINPOOOBYBAaHOTO 1 CTAHAAPTHOTO
PO3UHHIB
UV examination corresponds to the UV-spectrum of the standard Complies
Y®-cnektpopoTomeTpis Bianosigae Y ®-cnektpy cTanaapty BiAMoBiAae
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product name
Ha3Ba MPOJYKTY

batch no.

Howmep cepii
article no.
Howmep aptukyna

Specification
cneuudikauis

: VIMPAT®

BIMITAT®

: 1828304

: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
IMoka3zHuKH AKOCTI Bumoru sikocTi PesyabTaT
Uniformity of dosage units
OaHopigHicTh 1030BAHHX OAHHHIL
Weight variation
Barosa Bapiauis Acceptable value:
[TpuiitManbHe 3HaYEHHA:
L1=150 L1
L2=25,0
Water
Boaa
Karl-Fischer titration NMT 6.0 % 28%

Meroa Kapna ®iuepa

He 6inbiue 6,0 %

Chromatographic puritiy
XpomaTtorpadiyHa yucToTa

HPLC determination

Meton BEPX
any unspecific degradation product NMT 0.20 % .
- 6ynb-sKkuii HecneunpiyHMit PORYKT He Ginbuwe 0,20 %
posnany

total degradation products
- cyMa NpOayKTIB pacnany

NMT 1.0 %
He Ginbure 1,0 %

not detectable
He BUABNEHi

not determinable
He BU3Ha4aKTbCA
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product name
Ha3Ba NPOAYKTY

batch no.

Howmep cepii
article no.
Homep aptukyna

Specification
crnieuudixaris

Quality Characteristics

IMoxa3HUKH AKOCTI

: VIMPAT®

BIMIIAT®

: 1828304
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Requirements Actual
Bumornu sikocTi PesyabTat

Assay

KinbkicHe BH3HAYEHHS

Lacosamide
HPLC determination

Jlakocamin
Meton BEPX

Dissolution
Po3unHenns

HPLC determination
Metoa BEPX

95.0-105.0 % 98.2 %

NLT 80 % (Q) after 30 min
He mexie Hix 80 % (Q) yepe3 30 xB 95 %
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product name
Ha3Ba MPOLYKTY

batch no.

Howmep cepii
article no.
Homep apTukyna

Specification
cneuuikawtis

: VIMPAT®

BIMIIAT®

: 1828304

: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
Iloka3HUKH AKOCTI Bumoru sikocTi Pe3yabTart
Microbiological Purity **

Mixkpob6ionoriuna yncrora**

complies with Ph.Eur. 5.1.4.

3riato 3 €sp. dapm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g not tested
JaranbHe uncio aepobHux Mikpooprauismis  He 6inswe 10° KYO/r HE TECTYBaJIOCH
(TAMC)

Total molds and yeast count (TYMC) NMT 10°CFU /g not tested

3arajibHe YMCJIO TUTICHEBHX
rpu6is (TYMC)

Escherichia coli

Ta apbxkmkoBux  He Ginbuwe 102 KYO/r

Absence in g
Biacyrhictb B 1 1

** the test is performed on every tenth batch
** TecT NpoBOAATb HA KOXKHIMH necATii cepii

VIMPAT® of the above mentioned batch meet the specification.
BIMITAT® 3a3HaueHoi BUILE cepil BiAnoBiaae cneuudixauii.

Eficika ®apmacbrotukan3 I'm6X
Aesica Pharmaceuticals GmbH

YnoBHoBaxxeHa ocoba

Mouxaim 27 UKI 2025
Jennifer Gallus

HE TECTYBaJNOCA

not tested
HE TECTYyBanocA

V. B.dtho

Quality Assurance Facilitator
Koopaunartop 3abecneyeHHs aKocTi



JIEPYKABHA CJIYKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
| HAPKOTUKAMMH
V JTHITTPOIIETPOBCBHKIN OBJIACTI

Huinpo, . CoGopua,4, k. 601-603, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koxg €/IPTIOY 37070665

BUCHOBOK
HPO SIKICTh BBE3€HOT0 B YKpAIHY JIIKaApChKOIo 3aco0y
08.04.2026 Ne 16980/26/04
BIMINAT®

(HaliMeHYBaHH TIKapCHKOro 3aco8y 3riTHO 3 PEECTPaliMHIM TIOCE TUSHIEIM)
TabJeTKH, BKPUTI MJIIBKOBOI0 000,10HK010, 10 100 Mr; o 14 Tabnerox y Oaicrepi; mo 1
pJicTepy B KAPTOHHIN KopoOui

(dbopMa BHITYCRY, JO3YBAHHA, BH NIAKYBAHHS TIKapchKOro 3acody)

Howmep peecrpauiitioro nocsiguerns UA/10825/01/02 crpok aii peecrpauiiinoro nocsiguenus 01.01.2099

Cepia nixapcpxoro 3acoby Ne 1907504 KinbKiCTh BBE3EHOTO MiKAPCHKOTO 3ac00y 249
Bupo6uux Eiicixa Papmacprotukans ['m6X, Himeuunna
(HaitvenyBarHs BUpoOHHKa JIKAPCHKOro 3aco0y, Kpaia IOX0IKEHHS )
Breseno B Yipaiuy Tosapucrso 3 oOmexeHorw sBianosizaasuictio "Benra JITA", inenr.
rox: 21947206

(naitverysanmt 1a ko 3a CHPIIOY opumpusoi ocolu abo Mpi3BMIle, M, 10 6aThKOB1
tizmroi 0cobH - MAIpHeMI, ii MicITe ITPOXHMBAHHS Ta PEeCTPALHHII HoMEp OBJIKOBOL
KapTKY IDIaTHHKA IOZaTKiB abo cepist Ta HOMEp IacriopTa)

Iporoxos Bisyansuoro kourpouo Bix 02.04.2026 Xe 03-01/804/2,

3a pe3yIbTaTAMH JEP/KABHOTO KOHTDOMIO BCTAHOBASHO, IO JIKAPCEKHHM 3aci6 BBeseHO B YKpaiHy 3

JAOTPHMAHBHAM BMMOT 3aKOHOJABCTBA WOAO0 3a0e3NeHeHHA AKOCTI MKAPChKHX 3ac00iB.

Hauanbuux JlepraBHO1 ciiyx0u 3
JikapchKux 3aco0iB Ta KOHTPOIIIO 32

0,
2

, s S.A. Tparan
HApKOTUKAMHU Y JIHITIpONeTpOBCHKIH
obnacti : .
L i T s o S 5
rocayora ocoba o L STy MDY I KOHTPOMIO I, 1HILIATH Ta TIPL3BHILE
( y: % q_jxgggmﬁq% AN ITPOIIIO) ( /Wh_ ( p )
s b RO i
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CEPTU®DIKAT AKOCTI CERTIFICATE OF QUALITY
HaiiMeHyBaHHs NPOAYKLIT: BIMITIAT® Name of the product: VIMPAT®
Hepxasa-supobHuk: HiMeyunHa Country of the Germany

manufacture:
Homep peectpauifiHoro nocBiaueHH: Registration certificate UA/10825/01/02

number:

OaHa TabneTka MiCTHTB:
nakocaminy 100 mMr

Cuna aii/
aKTHBHICTb:

Strength / Potency:

One tablet contains: lacosamide 100 mg

TabyieTKH, BKPUTI
MIIBKOBOK 000JIOHKOI0, MO

Jlikapcbka ¢opma:

Pharmaceutical form:

film-coated tablets, 100 mg

100 Mr
Po3swmip Ta THn Ne 14 (14%1) tabnetok y Package size and type: Ne 14 (14x1) tablets in blisters
NaKyBaHHA: OaicTepax
Homep aprtukyna: Article number: 1006776
Howmep cepii: Batch number: 1907504
Homep cepii 3a3HaueHKi HA NEPBUHHOMY Batch number labeled on
NnaKkyBaJIbHOMY MaTepiaJi: primary packed material: 19075
Poamip cepii (yn.): Batch size (packs): 899
Jata BUpoOHHLITBA: Date of manufacture: 06/2025
Jlata 3aKiHueHHs CTPOKY NPHAATHOCTI: Expiry date: 05/2030

YMoBu 36epiraHHs:
He notpebye cneuianbHUX yMoB 30epiraHHs

Storage conditions:

Does not require special storage
conditions

HaiiMeHyBaHHs, MiCLIE3HAXOKEHHS | HOMEp JLEH3iT
Ha BUpoOHULTBO BHpoOHuKa (iH 6ank):

Eficika ®apmacbroTukan3 'M6X

Tanineiiwrpacce 6, 08056 LBikay, HiMeunnna

JliueH3is Ha BupoOHHUTBO Ne:
DE SN 01 MIA 2023 0029/26-5117/60 Bia 10
KoBTeHb , 2023

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

Aesica Pharmaccuticals GmbH
Galileistr. 6, 08056 Zwickau, Germany

Manufacturing Authorisation No:
DE SN 01 _MIA 2023 0029/26-
5117/60 dated Oct 10, 2023

HaiiMeHyBaHHS, MICLIE3HaXODKEHHS | HOMEp MiUeH3iT
Ha BHPOOHMLITBO Bupo6HIKa rOTOBOrO MPOAYKTY:
Eiicika ®apmacsiotikan3s ['M6X

Mirtrenswitp. 15,40789 Mouxaiim Ha Peiini,
Himeuuunna

Jlinen3sis Ha BUpOOHUUTBO Ne:
DE NW_03_MIA 2025 0034 /24.05.05.01 -Aesica
8in 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
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HajliveHyBaHHs, MICLE3HAXOMKEHHS i HOMep JiLeH3ii
Ha BUpOOHHUTBO BupoOHuka (Bunyck cepii):

Eiicika ®apMaceroTikans ['M6X
Anbvdpea-Hobens-1ltp. 10, 40789 Mouxaiim Ha
Pefini, Hiveuunna

JliueHsis Ha BHpoOHHUIITBO 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

PesynbTatn ananisy: Ceprudikat aHanizy [oaa€eTbes

Results of analysis: attached Certificate of Analysis

KomeHnrapi: H/3

Comments: n/a

3asBa npo ceprudikaio:

Lium s 3acBinuyto, W0 HaBeAcHa BHILE iHpopMaLis €
JNOCTOBIPHOIO Ta TOuHOW. JlaHa cepis Jikapcbkoro
3acoby, Oyna BHpoOJICHa, BKJIIOYAIOUH
NaKyBaHHA/MapKyBaHHs Ta KOHTPOJb SKOCTI Ha
BUILUE3a3HAUCHIH(MX)  HUMbHHUI(AX) Y TMOBHIi
pianosiaHocti 3 BuMmoramu GMP, BcTaHOBIEHHMH
MICLEBHM PEryJsTOPHHM OPraHoOM, a TAKOX BIAMOBIAHO
o cneuudikauiii, wWo MICTATHCA y peecTpauiiiHOMy
Jocke KpaiHu-imnoptepa. [lpoTokonu BHpoOGHHUTBA,
NakyBaHH Ta aHafmi3iB OyJno MeperjsHyTo Ta
BCTaHOB/EHO BianoBiaHicTs 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.

Buiue 3a3HadeHa cepis BunyiieHa Y moBHOBaXXEHOIO
ocoboto.

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

Eficika ®apmacbrotukans 'm6X
Aesica Pharmaceuticals GmbH

7. 1b

Signature/Tlianuc
YnoBHoBaxceHa ocoba
Qualified Person

flara/Date 9.8 (KT, 2025

Dr. Jens Hilbig

Qualified Person

Signature/[Tianuc
Koopaunartop 3abe3neueHHs AKOCTi
Quality Assurance Facilitator
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product name
Ha3Ba NPOAYKTY

batch no.
Howmep cepii

article no.
Homep apTtukyna

Specification

: VIMPAT®

BIMIIAT ®

: 1907504
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

cneuudikawis spec-100845-1/5.0 Bin 18.11.2024
date of manufacture : 06/2025
Jata BUpoOGHHULTBA
Quality Characteristics Quality Requirements Actual
IToxasHHKa AKOCTI Bumoru sikocTi PesyabTaT
Appearance
Onuc Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one Complies
BisyasnbHblit METOX side and “SP” on the other side ) )
TeMHo0-)K0BTa HENPO30pa, OBAIbHA, BKPHTA BlANOBIAAE
TU1iBKOBOIO 060JIOHKOIO TabJieTka, BOOMYKa, 3
rpasitoBaHHaM « 100» 3 ogHoro Goky Ta «SP» 3
iHLoro Goky
Identity
InenTudikanin
Lacosamide
JlaokcaMin
HPLC determination compliance with retention time of the
meton BEPX lacosamide peak in the chromatogram of the sample ~ Complies
and standard solutions
BinnoBiaHicTs yacy yTpUMyBaHHs MiKy JlakocaMify — BianoBingae
Ha XpoMaTtorpamax BUpoGOBYBaHOrO i CTaHAAPTHOIO
PO34HHIB
UV examination corresponds to the UV-spectrum of the standard Complies
Bianoeinae Y®-cnekTpy cTaHAapTy BiZMoOBizae

Y®-cnektpodoToMeTpis
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product name : VIMPAT®
Ha3Ba NPOAYKTY BIMIIAT®
batch no. : 1907504
Howmep cepii

article no. : 1006776

Homep apTukyna

Specification
cneuudikaris

: spec-100845-1/5.0 dated 18.11.2024
spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
Iloxka3uuku AKocTi Bumoru saxocTi PesyabTar
Uniformity of dosage units
OnHopinnicTh 1030BAHHX OAHHHID
Weight variation
Barosa Bapiattis Acceptable value:
[NpuiiManbHe 3HaYEHHA:
L1=15,0 L1
L2 =250
Water
Boaa
Karl-Fischer titration NMT 6.0 % 3.1%
Merton Kapna ®iwepa He 6inbiwe 6,0 %
Chromatographic puritiy
Xpomartorpadiuna uncrora
HPLC determination
Meton BEPX
any unspecific degradation product NMT 0.20 % not detectable
- ﬁynb-;"(y"‘fl Hecneuuq)iql.",lﬁ NpORYKT He 6inblue 0,20 % HEe BUABNEHI
posnany
NMT 1.0 % not determinable

total degradation products
- CyMa NpOAYKTiB pacnagy

He 6inbiue 1,0 %

He BU3Ha4yalTbCA
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product name
Ha3Ba MPOLYKTY

batch no.

Howmep cepii
article no.
Homep aptukyna

Specification
crienudikauis

Quality Characteristics
IlokazHHKH AKOCTI

: VIMPAT®

BIMIIAT®

: 1907504
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Requirements
Bumorn sixocri

Actual
Pesyabrart

Assay
KigbkicHe BH3HAYEHHSA

Lacosamide

HPLC determination
Jlakocamin

Metoa BEPX

Dissolution
Po3unnennn

HPLC determination
Metoa BEPX

95.0-105.0 %

NLT 80 % (Q) after 30 min
He meHiue Hix 80 % (Q) uepes 30 xB

98.2 %

94 %
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product name : VIMPAT®

Ha3Ba NMPOAYKTY BIMIIAT®

batch no. : 1907504

Homep cepii

article no. : 1006776

Howmep aptukyna

Specification : spec-100845-1/5.0 dated 18.11.2024

cnenudikawis spec-100845-1/5.0 Bix 18.11.2024

Quality Characteristics Quality Requirements Actual
Hoxa3nukH AKocTi Bumorn akocri Pe3yabTar

Microbiological Purity **
MixkpoGionoriuna uncrora**

complies with Ph.Eur. 5.1.4.
3rigHo 3 €Bp. dapm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g not tested

3aranbHe 4ncio aepoGHMX MikpoopraHismis  He 6inbwe 10° KYO/r He TECTyBaJIOCs

(TAMC)

Total molds and yeast count (TYMC) NMT 102CFU /g not tested

3arasnbHe YKMCIIO IUTICHEBUX Ta ApbkmxoBuXx  He Ginbwe 102 KYO/r He TeCTyBaJocs

rpu6is (TYMC)

Escherichia coli Absence in 1g not tested
BigcyTtHictb B 1 T He TecTyBajiocs

** the test is performed on every tenth batch
** TecT NMPOBOAATbL Ha KOXKHiH AecaATil cepil

VIMPAT® of the above mentioned batch meet the specification.
BIMITAT® 3asHaueHoi BMLue cepii Bianosinae cneuudikanii.

Eiicika ®apmacbiotikan3 'm6X
Aesica Pharmaceuticals GmbH

Qualified Persol Dr. Jens Hilbig Quality Assurance Facilitator
YnosHoBaxeHa obobdualified Person Koopaunarop 3a6ecrie4eHHs SKOCTi

MoHxaiim 28. ﬂKT. 2025



JIEPAKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUI
Y JHIMPOIIETPOBCHKINI OBJIACTI

Tuinpo, m.CoGopra,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €/IPTIOY 37070665

BHCHOBOK
PO SIKICTh BBE3EHOr0 B YKpaiHy JIKAPCbKOIo 3aco0y
08.04.2026 Ne 16981/26/04
BIMIJAT®

(HaMMEHYBaHH JIIKAPCHKOro 3ac08Y 3MIITHO 3 PEECTRAINMHIMM [TOCE] TUCHHM)
Ta0J1eTKH, BRPUTI I1iBKOBOIO 000/10HK010, M0 100 mMr; nmo 14 Tabnerok y buicrepi; mo 1
0JicTepy B KAPTOHHIH KOpoGi

(hopMa BHUITYCKY, JO3YBAHHI, BIT ITAKYBAHHS JHKAPCEROTO 3ac¢00Y)
Howmep peectpauiitioro mocsimuenus UA/10825/01/02 crpox aii peecrpaniiinoro moceigsessa 01.01.2099
Cepis sikapebkoro sacoby Ne 1952804 KinpKicTh BBE3EHOTO JKAPCHEOTO 32000y 216

BupoGuux Eiicixa @apmacerotukans ['m6X, Himeuunna

(HaliMeHYBaHH: BUPOOHMKA JTIKapchKoro 3acoly, Kpaita MoXomKeHis:)

Bseseno s Ykpainy TosapucTso 3 o0MexeHo0I0 BianosinanbuicTio "Beuta JITHA", inenr,
rox: 21947206

(Hativenysanms Ta kog 3a C€JIPTIOY ropumunei ocobu abo npissuie, iM'st, 110 6arekosi
thizrHOI 0coBH - MIpHeMII, ii Miclie IPOKHBAHHA Ta peecTpaliiHii HoMep oBIIKoBoT
KapTKH IUIATHIKA II0JATKIB 460 cepist T4 HOMeD ITacTopTa)

IIpOTOKOJ Bi3yaaLHOro 1&011Tp0mo pix 02.04.2026 Ne 03-01/804/3.

3a pe3ynsTATAMH JEPIKABHOTO KOHTPOIO BCTAHOBICHO, INO JHKAPCHEKME 23acid BBeseHo B Ykpainy 3
AOTPHMAHHAM BHMOI 3aKOHOAABCTBA IOAQC 3a0€3NEHEHHS AKOCTI MIKAPCEKHX 3ac00iB. '

Hauanbuux JlepxasHoi cnyxOu 3
NIKAPChKUX 3acOBiB Ta KOHTPOJIIO 32
HAPKOTHKAMHU Yy JAHIIpONeTPOBCHKIH
obnacri

(mocagoBa 0co0g-oPL : (i ) (1ML &M TA TPI3BHIIIE )
N o\

SLA. Jparan




ReciPh;rm

CEPTU®DIKAT SAKOCTI CERTIFICATE OF QUALITY
HatiMeHyBaHHA NpoayKLii: BIMIIAT® Name of the product: VIMPAT®
Hepxasa-BupobHuk: HiMeuunHa Country of the Germany

manufacture:
Homep peectpauiiiHoro nocBiayeHHs: Registration certificate UA/10825/01/02

number:

OpHa TabneTka MiCTUTD:
nakocaminy 100 mr

Cuna nii/
aKTHBHICTb:

Strength / Potency:

One tablet contains: lacosamide 100 mg

TabeTKH, BKPUTI
M1IBKOBOIO 000JI0HKO0, IO

Jlikapcbka ¢opma:

Pharmaceutical form:

film-coated tablets, 100 mg

100 Mr
Po3wmip ta TR Ne 14 (14x1) Tabnetok y Package size and type: Ne 14 (14x1) tablets in blisters
NaKyBaHHA: Gnictepax
Howmep aptukyna: Article number: 1006776
Howmep cepii: Batch number: 1952804
Homep cepii 3a3HaucHHii Ha ICPBHHHOMY Batch number labeled on
NaKkyBaJbHOMY Matepiani: primary packed material: 19528
Po3swmip cepii (yn.): Batch size (packs): 961
Hara Bupo6HuuTBA: Date of manufacture: 09/2025
JlaTa 3aKiH4E€HHS CTPOKY NPUAATHOCTI! Expiry date: 0872030

YMoBu 36epiranHs:
He notpebye cneuianbHUX yMoB 30epiraHHs

Storage conditions:

Does not require special storage
conditions

HaiiMeHyBaHHs, MICUE3HAXODKEHHS | HOMeEp JIiLeH31T
Ha BUpoOHMUTBO BupobHuka (in 6ank):

Eficika ®apmacbroTukans ['M6X

[anineitrpacce 6, 08056 Lsikay, HiMeununa

JlineHn3is Ha BUPOOHUUTBO Ne:
DE SN _01_MIA_2023_0029/26-5117/60 Bia 10
YKOBTeHb , 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, MiCLIE3HAXOMKEHHS | HOMep JLEeH3ii
Ha BHpOoOHHUTBO BHpo6HuKa roToBoro npoaykry:
Eitcika ®apmacbroTkan3 'M6X

Mirtrenswitp. 15, 40789 MoHxaiiM Ha PeiiHi,
HimeuunHa

Jlinen3is Ha BUpOOGHHUTBO Ne:
DE NW 03 MIA 2025 0034 /24.05.05.01 -Aesica
Bin 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

HaiiMeHyBaHHS, MICLIE3HAaXOMKEHHA 1 HOMep JileH3il
Ha BUpoOHUUTBO BupobHuka (Bunyck cepii):

Eficika ®apmacbrotukans 'M6X
Anbdpen-Hobens-1ltp. 10, 40789 Monxaiim Ha
Peitni, HiMeuunna

JliueHsis Ha BUPOOHMUTBO 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

Pesynbratn aHanizy: Ceprudixar aHanizy 104a€Thes

Results of analysis: attached Certificate of Analysis

KomeHrapi: v/3

Comments: n/a

3asBa npo ceptudikauio:

[luM a 3acBiguylo, 10 HaBeAeHa BHUE iH(opMauis €
JOCTOBipHOIO Ta TOuYHOW. [laHa cepis sikapcbkoro
3aco0y, 6yna BHpobeHa, BKJIIOYAIOYH
NaKkyBaHHA/MapKyBaHHA Ta KOHTPOJb AKOCTI Ha
BUILE3a3HAYECHIH(MX)  AUIbHUUI(AX) Yy MOBHii
BianosigHocTi 3 BuMoramu GMP, BCTaHOBJIEHHMH
MiCLICBMM PEry/IsTOPHUM OPraHoM, @ TAKOX BiAMOBIAHO
no cneuudikauid, WO MICTATbCA y peecTpauniiHOMY
Aocbe KpaiHu-imnoprepa. [IpoTokonu BupoGHMIUTBA,
MmakyBaHHA Ta aHanisie  Oyno nepernasHyto Ta
BCTaHOBJIEHO BianoBiaHicTb 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.

BHuiue 3a3HayeHa cepis BUNYIEHA Y IOBHOBAXEHOKO
ocoboro.

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

Eiicika ®apmacbtotikans 'm6X
Aesica Pharmaceuticals GmbH

’ZZMD( ﬁ()LQ. \

. Dr. Rebeca Monells Pagés
Signature/ITignuc

VYnosuoBaxeHa ocoba
Qualified Person

Heta D2 06 MRL, 2006

V. audduo

Signature/ITianuc
KoopauuaTop 3abe3neueHHs AKOCTi
Quality Assurance Facilitator




ReciPharm

product name
HAa3Ba MPOAYKTY

batch no.
Homep cepii

article no.
Howmep apTtukyna

Specification
cneundikauis

date of manufacture
nara BUPOOHHLTBA

1 LYSI
CEPTU®IKAT AHAJII3A
: VIMPAT ®
BIMITAT ®
: 1952804
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bia 18.11.2024

: 09/2025

Quality Characteristics Quality Requirements Actual
Iloka3zHuKa AKOCTI Bumoru sikocri Pe3yabTar
Appearance
Onuc Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one Complies
BizyanbHblil MeTOO side and “SP” on the other side
TeMHo-0BTa Hempo3opa, OBaJlbHa, BKPHTa BIANOBifae
TJ1iBKOBOIO 060/710HKOI0 TabJIeTKa, ABOOMYKIIA, 3
rpasitoBaHHAM «100» 3 oaHoro 60Ky ta «SP» 3
iHworo 6oxy
Identity
Inentudikauis
Lacosamide
Jlaokcamin
HPLC determination compliance with retention time of the
Meton BEPX lacosamide peak in the chromatogram of the sample ~ Complies
and standard solutions
BinnosiaxicTs yacy yTpuMyBaHHs MiKy naKocamigy BIAMNOBIAE
Ha XpoMaTorpamax BUIPOOOBYBAHOTO i CTAHAAPTHOIO
PO34HHIB
UV examination corresponds to the UV-spectrum of the standard Complies
V®-cnekrpodoTomeTpis Binnosinae Y ®-cnekTpy craHnapry BIANOBIAAE



ReciPl‘narm

product name
Ha3Ba NPOAYKTY

batch no.

Howmep cepii
article no.
Howmep aptukyna

Specification
cneuudikauis

: VIMPAT®

BIMITAT®

1 1952804

: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
INoxa3zHukn sKocTi Bumoru sikocTi PesyabTart
Uniformity of dosage units
OanopignicTh 1030BAHUX OAHHHILL
Weight variation
Barosa Bapiauis Acceptable value:
[puiiManbHe 3HaYCHHA:
L1=15,0 L1
L2=25,0
Water
Boaa
Karl-Fischer titration NMT 6.0 % 32%

Meron Kapna ®iwepa

He 6inbue 6,0 %

Chromatographic puritiy
XpomaTtorpadiyua uucrora

HPLC determination

Meron BEPX
any unspecific degradation product NMT 0.20 %
- Oynb-Akuii HecneuudivHUi NpoayKT He 6inbwe 0,20 %
po3naay
NMT 1.0 %

total degradation products
- CyMa NpOAYyKTiB pacrany

He 6inbue 1,0 %

not detectable
He BUABNEHI

not determinable
HEe BU3HAYaKTbCR



ReciPh’arm

product name
Ha3Ba MPOAYKTY

batch no.

Howmep cepii
article no.
Homep aptukyna

Specification
cneuudikawis

Quality Characteristics

IToka3znHukHu AKocTi

: VIMPAT®

BIMIIAT®

: 1952804
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Requirements
Bumoru sakocri

Actual
Pe3yabTart

Assay

KinbkicHe BH3HAYEHHS

Lacosamide

HPLC determination
Jlakocamin

Metoa BEPX

Dissolution
Po3unHenHs

HPLC determination
Metoa BEPX

95.0 - 105.0 %

NLT 80 % (Q) after 30 min
He menute Hix 80 % (Q) uepes 30 xB

99.5 %

98 %



ReciPh:] rm

product name
Ha3Ba NPOAYKTY
batch no.

Howmep cepii
article no.
Howmep aptukyna

Specification
cneuudikawis

: VIMPAT®

BIMITAT®

: 1952804
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual

Iloxa3sHuKH AKOCTI BuMmoru akocri PesyabTar

Microbiological Purity **

MixpoGiosoriuyna yucrora**

complies with Ph.Eur. 5.1.4.

3riaxo 3 €Bp. dapm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g not tested

3araneHe yucio aepobHux Mikpooprasismis  He 6inbiue 103 KYO/r HE TeCTyBanocs

(TAMC)

Total molds and yeast count (TYMC) NMT 10>CFU /g not tested

3aranbHe YMCIIO MUlicHeBUX Ta ApikIKoBUX  He 6inbe 102 KYO/r He TeCTyBayocs

rpubis (TYMC)

Escherichia coli Absence in g not tested
BigcytHicte B I T HE TecTyBaJIocs

** the test is performed on every tenth batch
** TecT NPoBOAATH Ha KOXHIi aecArtiii cepii

VIMPAT® of the above mentioned batch meet the specification.
BIMIIAT® 3a3nauenoi Bue cepii Bianosiaae cneundikauii.

Eficika ®apmacbrotukans ['M6X

Aesica Pharmaceuticals GmbH ;

Dr. Rebeca Monells Pagés

72[/(/@.%@5\

Qualified Person
VYnosHoBaxxeHa ocoba

Quality Assurance Facilitator
KoopanHatop 3abecneueHHs aKocTi

Monxalist 0 6. MR 2026 "



JIEPAKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUI
Y JHIMPOIIETPOBCHKINI OBJIACTI

Tuinpo, m.CoGopra,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €/IPTIOY 37070665

BHCHOBOK
PO SIKICTh BBE3EHOr0 B YKpaiHy JIKAPCbKOIo 3aco0y
08.04.2026 Ne 16981/26/04
BIMIJAT®

(HaMMEHYBaHH JIIKAPCHKOro 3ac08Y 3MIITHO 3 PEECTRAINMHIMM [TOCE] TUCHHM)
Ta0J1eTKH, BRPUTI I1iBKOBOIO 000/10HK010, M0 100 mMr; nmo 14 Tabnerok y buicrepi; mo 1
0JicTepy B KAPTOHHIH KOpoGi

(hopMa BHUITYCKY, JO3YBAHHI, BIT ITAKYBAHHS JHKAPCEROTO 3ac¢00Y)
Howmep peectpauiitioro mocsimuenus UA/10825/01/02 crpox aii peecrpaniiinoro moceigsessa 01.01.2099
Cepis sikapebkoro sacoby Ne 1952804 KinpKicTh BBE3EHOTO JKAPCHEOTO 32000y 216

BupoGuux Eiicixa @apmacerotukans ['m6X, Himeuunna

(HaliMeHYBaHH: BUPOOHMKA JTIKapchKoro 3acoly, Kpaita MoXomKeHis:)

Bseseno s Ykpainy TosapucTso 3 o0MexeHo0I0 BianosinanbuicTio "Beuta JITHA", inenr,
rox: 21947206

(Hativenysanms Ta kog 3a C€JIPTIOY ropumunei ocobu abo npissuie, iM'st, 110 6arekosi
thizrHOI 0coBH - MIpHeMII, ii Miclie IPOKHBAHHA Ta peecTpaliiHii HoMep oBIIKoBoT
KapTKH IUIATHIKA II0JATKIB 460 cepist T4 HOMeD ITacTopTa)

IIpOTOKOJ Bi3yaaLHOro 1&011Tp0mo pix 02.04.2026 Ne 03-01/804/3.

3a pe3ynsTATAMH JEPIKABHOTO KOHTPOIO BCTAHOBICHO, INO JHKAPCHEKME 23acid BBeseHo B Ykpainy 3
AOTPHMAHHAM BHMOI 3aKOHOAABCTBA IOAQC 3a0€3NEHEHHS AKOCTI MIKAPCEKHX 3ac00iB. '

Hauanbuux JlepxasHoi cnyxOu 3
NIKAPChKUX 3acOBiB Ta KOHTPOJIIO 32
HAPKOTHKAMHU Yy JAHIIpONeTPOBCHKIH
obnacri

(mocagoBa 0co0g-oPL : (i ) (1ML &M TA TPI3BHIIIE )
N o\

SLA. Jparan




ReciPh;rm

CEPTU®DIKAT SAKOCTI CERTIFICATE OF QUALITY
HatiMeHyBaHHA NpoayKLii: BIMIIAT® Name of the product: VIMPAT®
Hepxasa-BupobHuk: HiMeuunHa Country of the Germany

manufacture:
Homep peectpauiiiHoro nocBiayeHHs: Registration certificate UA/10825/01/02

number:

OpHa TabneTka MiCTUTD:
nakocaminy 100 mr

Cuna nii/
aKTHBHICTb:

Strength / Potency:

One tablet contains: lacosamide 100 mg

TabeTKH, BKPUTI
M1IBKOBOIO 000JI0HKO0, IO

Jlikapcbka ¢opma:

Pharmaceutical form:

film-coated tablets, 100 mg

100 Mr
Po3wmip ta TR Ne 14 (14x1) Tabnetok y Package size and type: Ne 14 (14x1) tablets in blisters
NaKyBaHHA: Gnictepax
Howmep aptukyna: Article number: 1006776
Howmep cepii: Batch number: 1952804
Homep cepii 3a3HaucHHii Ha ICPBHHHOMY Batch number labeled on
NaKkyBaJbHOMY Matepiani: primary packed material: 19528
Po3swmip cepii (yn.): Batch size (packs): 961
Hara Bupo6HuuTBA: Date of manufacture: 09/2025
JlaTa 3aKiH4E€HHS CTPOKY NPUAATHOCTI! Expiry date: 0872030

YMoBu 36epiranHs:
He notpebye cneuianbHUX yMoB 30epiraHHs

Storage conditions:

Does not require special storage
conditions

HaiiMeHyBaHHs, MICUE3HAXODKEHHS | HOMeEp JIiLeH31T
Ha BUpoOHMUTBO BupobHuka (in 6ank):

Eficika ®apmacbroTukans ['M6X

[anineitrpacce 6, 08056 Lsikay, HiMeununa

JlineHn3is Ha BUPOOHUUTBO Ne:
DE SN _01_MIA_2023_0029/26-5117/60 Bia 10
YKOBTeHb , 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, MiCLIE3HAXOMKEHHS | HOMep JLEeH3ii
Ha BHpOoOHHUTBO BHpo6HuKa roToBoro npoaykry:
Eitcika ®apmacbroTkan3 'M6X

Mirtrenswitp. 15, 40789 MoHxaiiM Ha PeiiHi,
HimeuunHa

Jlinen3is Ha BUpOOGHHUTBO Ne:
DE NW 03 MIA 2025 0034 /24.05.05.01 -Aesica
Bin 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

HaiiMeHyBaHHS, MICLIE3HAaXOMKEHHA 1 HOMep JileH3il
Ha BUpoOHUUTBO BupobHuka (Bunyck cepii):

Eficika ®apmacbrotukans 'M6X
Anbdpen-Hobens-1ltp. 10, 40789 Monxaiim Ha
Peitni, HiMeuunna

JliueHsis Ha BUPOOHMUTBO 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

Pesynbratn aHanizy: Ceprudixar aHanizy 104a€Thes

Results of analysis: attached Certificate of Analysis

KomeHrapi: v/3

Comments: n/a

3asBa npo ceptudikauio:

[luM a 3acBiguylo, 10 HaBeAeHa BHUE iH(opMauis €
JOCTOBipHOIO Ta TOuYHOW. [laHa cepis sikapcbkoro
3aco0y, 6yna BHpobeHa, BKJIIOYAIOYH
NaKkyBaHHA/MapKyBaHHA Ta KOHTPOJb AKOCTI Ha
BUILE3a3HAYECHIH(MX)  AUIbHUUI(AX) Yy MOBHii
BianosigHocTi 3 BuMoramu GMP, BCTaHOBJIEHHMH
MiCLICBMM PEry/IsTOPHUM OPraHoM, @ TAKOX BiAMOBIAHO
no cneuudikauid, WO MICTATbCA y peecTpauniiHOMY
Aocbe KpaiHu-imnoprepa. [IpoTokonu BupoGHMIUTBA,
MmakyBaHHA Ta aHanisie  Oyno nepernasHyto Ta
BCTaHOBJIEHO BianoBiaHicTb 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.

BHuiue 3a3HayeHa cepis BUNYIEHA Y IOBHOBAXEHOKO
ocoboro.

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

Eiicika ®apmacbtotikans 'm6X
Aesica Pharmaceuticals GmbH

’ZZMD( ﬁ()LQ. \

. Dr. Rebeca Monells Pagés
Signature/ITignuc

VYnosuoBaxeHa ocoba
Qualified Person

Heta D2 06 MRL, 2006

V. audduo

Signature/ITianuc
KoopauuaTop 3abe3neueHHs AKOCTi
Quality Assurance Facilitator




ReciPharm

product name
HAa3Ba MPOAYKTY

batch no.
Homep cepii

article no.
Howmep apTtukyna

Specification
cneundikauis

date of manufacture
nara BUPOOHHLTBA

1 LYSI
CEPTU®IKAT AHAJII3A
: VIMPAT ®
BIMITAT ®
: 1952804
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bia 18.11.2024

: 09/2025

Quality Characteristics Quality Requirements Actual
Iloka3zHuKa AKOCTI Bumoru sikocri Pe3yabTar
Appearance
Onuc Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100” on one Complies
BizyanbHblil MeTOO side and “SP” on the other side
TeMHo-0BTa Hempo3opa, OBaJlbHa, BKPHTa BIANOBifae
TJ1iBKOBOIO 060/710HKOI0 TabJIeTKa, ABOOMYKIIA, 3
rpasitoBaHHAM «100» 3 oaHoro 60Ky ta «SP» 3
iHworo 6oxy
Identity
Inentudikauis
Lacosamide
Jlaokcamin
HPLC determination compliance with retention time of the
Meton BEPX lacosamide peak in the chromatogram of the sample ~ Complies
and standard solutions
BinnosiaxicTs yacy yTpuMyBaHHs MiKy naKocamigy BIAMNOBIAE
Ha XpoMaTorpamax BUIPOOOBYBAHOTO i CTAHAAPTHOIO
PO34HHIB
UV examination corresponds to the UV-spectrum of the standard Complies
V®-cnekrpodoTomeTpis Binnosinae Y ®-cnekTpy craHnapry BIANOBIAAE



ReciPl‘narm

product name
Ha3Ba NPOAYKTY

batch no.

Howmep cepii
article no.
Howmep aptukyna

Specification
cneuudikauis

: VIMPAT®

BIMITAT®

1 1952804

: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual
INoxa3zHukn sKocTi Bumoru sikocTi PesyabTart
Uniformity of dosage units
OanopignicTh 1030BAHUX OAHHHILL
Weight variation
Barosa Bapiauis Acceptable value:
[puiiManbHe 3HaYCHHA:
L1=15,0 L1
L2=25,0
Water
Boaa
Karl-Fischer titration NMT 6.0 % 32%

Meron Kapna ®iwepa

He 6inbue 6,0 %

Chromatographic puritiy
XpomaTtorpadiyua uucrora

HPLC determination

Meron BEPX
any unspecific degradation product NMT 0.20 %
- Oynb-Akuii HecneuudivHUi NpoayKT He 6inbwe 0,20 %
po3naay
NMT 1.0 %

total degradation products
- CyMa NpOAYyKTiB pacrany

He 6inbue 1,0 %

not detectable
He BUABNEHI

not determinable
HEe BU3HAYaKTbCR
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product name
Ha3Ba MPOAYKTY

batch no.

Howmep cepii
article no.
Homep aptukyna

Specification
cneuudikawis

Quality Characteristics

IToka3znHukHu AKocTi

: VIMPAT®

BIMIIAT®

: 1952804
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Requirements
Bumoru sakocri

Actual
Pe3yabTart

Assay

KinbkicHe BH3HAYEHHS

Lacosamide

HPLC determination
Jlakocamin

Metoa BEPX

Dissolution
Po3unHenHs

HPLC determination
Metoa BEPX

95.0 - 105.0 %

NLT 80 % (Q) after 30 min
He menute Hix 80 % (Q) uepes 30 xB

99.5 %

98 %
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product name
Ha3Ba NPOAYKTY
batch no.

Howmep cepii
article no.
Howmep aptukyna

Specification
cneuudikawis

: VIMPAT®

BIMITAT®

: 1952804
: 1006776

: spec-100845-1/5.0 dated 18.11.2024

spec-100845-1/5.0 Bin 18.11.2024

Quality Characteristics Quality Requirements Actual

Iloxa3sHuKH AKOCTI BuMmoru akocri PesyabTar

Microbiological Purity **

MixpoGiosoriuyna yucrora**

complies with Ph.Eur. 5.1.4.

3riaxo 3 €Bp. dapm. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g not tested

3araneHe yucio aepobHux Mikpooprasismis  He 6inbiue 103 KYO/r HE TeCTyBanocs

(TAMC)

Total molds and yeast count (TYMC) NMT 10>CFU /g not tested

3aranbHe YMCIIO MUlicHeBUX Ta ApikIKoBUX  He 6inbe 102 KYO/r He TeCTyBayocs

rpubis (TYMC)

Escherichia coli Absence in g not tested
BigcytHicte B I T HE TecTyBaJIocs

** the test is performed on every tenth batch
** TecT NPoBOAATH Ha KOXHIi aecArtiii cepii

VIMPAT® of the above mentioned batch meet the specification.
BIMIIAT® 3a3nauenoi Bue cepii Bianosiaae cneundikauii.

Eficika ®apmacbrotukans ['M6X

Aesica Pharmaceuticals GmbH ;

Dr. Rebeca Monells Pagés

72[/(/@.%@5\

Qualified Person
VYnosHoBaxxeHa ocoba

Quality Assurance Facilitator
KoopanHatop 3abecneueHHs aKocTi

Monxalist 0 6. MR 2026 "
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CEPTUDIKAT AKOCTI CERTIFICATE OF QUALITY
Hafmenysatus npoayxji: BIMIIAT® Name of the product: VIMPAT®
Hepwara-upobunk: HiMeauuna Country of the Germany

mamufacture:

Homep peectpanifisoro nocsizyeHHa:

Registration certificate
number:

UA/10825/01/02

Cuna mii/ (Oaua TabneTsa MiCTHTE: Strength / Potency: One tablet contains: lacosamide 100 mg

BKTHBHICTH: naxocamiay 100 mr

Jlikapceka opma: TaGNneTKH, BKPHTI Pharmaceutical form: film-coated tablets, 100 mg
tnipkopoio 000JI0HKOK, TO
100 mr

Pa3mip Ta THR MNe 14 (14x1) TabneTok ¥y Package size and type: Ne 14 (14x1) teblets in blisters

MAKYBaHHA: fnictepax

IMEP APTHKYAA Article number: 1006776

Homep cepil: Batch number: 3056408

Homep cepil 3asHadenuit Ha nepEHHKOMY Batch number iabeled on

FlaKysansHOMY MaTepiani: primary packed material: 30564

Posmip cepii (yn.): Batch size (packs): 1090

Harta supoGHALUTSA: Date of manufacture: 03/2026

Hara sakiHueHHs CIPOKY MPHJIATHOCTI: Expiry date: 02/2031

Vmopu 0epiranya: Storage conditions; Does not require special storage

He notpefye cneuiansHux yMos 36epiranna

conditions

HajtmeHysauna, MICUEIHAXOMKECHHA | HoMep Tienail
ua supobanuTec Bapobunka (in anx):

Eiicixa PapMactioTirans 'mGX

Tanineitwrpacee 6, 08056 [{pikay, Himeumsna

Jiuen3ia na pupofHuUTBD Ne:
DE_SN_01_MIA_2023_0029/26-5117/60 sin [0
skoBTeHs , 2023

Name, address location and
number of the Manufacturing
Authgrisation 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 Qct 10, 2023

HailMeHyBaHHs, MICLIE3HAXOKEHHA | HOMED JHLeHsii
na eupobuuurso Bapo6Huxa rorosoro NpoaykTy:
Eficixa dapuacsioTHxam: MubX

Mirtrenswrp. 15, 40789 Momxadiv na Peftni,
Himevuuna

Jiyenzia na supobruyreo Ne:
DE _NW_03_MIA_2025_0034 /24.05.05.01 -Aesica
Big 30 TpasHa, 2025

Name, address location and
nurber of the
Manufactyring 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

-1-
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HaiimMenysatns, MicleaHaxOMKeHHS 1 HoMep mineHsil
Ha supoGHMITRO BupoGruka (Bumyck cepii):

Eiicixa PDapmecsioTukani ['M6X
Anrtpen-Hobens-1iitp. 10, 40789 Monxaiim na
Peiini, HiMeuanua

Jiuet3ia wa supobumyreo Ne:
DE NW 03_MIA_2025_ 0034 /24.05.05.0] -Aesica
Big 30 Tpasux , 2025

Agsica Pharmaceuticals GmbH
Alfred-Nobel-Str. 10, 40739 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 -Acsica dated May 30, 2025

Pesymurard ananisy: Ceprrdikar aHanizy noasersca

Results of analysis: attached Certificate of Analysis

nOMCHTapi: B2

Comments: n/a

3asasa rpo cepTribixauio;
Hum 8 3acsifyro, mo HaseleHa sMile iHbopMaLia €
AocToBipHOlo Ta Toudow. Mawa cepis nixapchKore

sacofy, Gyna mnpobnena, BXIIOTAIOTH
RAKYBBHHA/MAPKYBAHHA T2 KOHIpOAL AKocTi  Ha
BHIIEIA3HAYEHTH(HX) Alnsauiui{ax) Y NIOBHIHA

sianopiggocri 3 puMoramu GMP, BCTAHOBNEHHMH
MICLLEBMM PECYIFTOPHUM OPTEHOM, & TAKOMX BIANOBLIHO
o cneuwndrixawidi, mo MicIfTsCE ¥y peccTpaniliromy
gocke kpaiuu-iMnoprepa. TlpoToxonw supofuunarea,
NakyeaHHd T4 aHanisis OyAao mepermAaHyTO Y2
sCTRHOBNREHO BianoeimuicTs GMP.

Declaration of certification:

1 hereby certify that above information is authentic and accurate. This batch
of product has been manufactured, including packagingflabelling and
quality control at the sbove 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 couniry. The
batch processing, packaging and analysis records were reviewed and found
ta be in compliance with GMP.

Buiwre 3a3naveHa cepid BHIyMeRa Y I0BHOBAKEHON
ocobolo.

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

Eitcixa dapuacerotirans I'm6X
Aesica Pharmaceuticals GmbH

\\Y‘- u&l"nfi kﬁ)}"&ck}

8. MAl 2026
/
Signature/Tlinnuc
YTosHOBAKeHa ocoba
Qualified Person
Tara / Date

Signature/Tlinnuc
KoopanHarop 3abe3neRcHua aAKoCTi
Quality Assurance Facilitator

S
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CERTIEICALE QOF ANALYSIS
CEPTHPIKAT AHAJIIA

product name : VIMPAT®
Ha382 IPOAYKTY BIMITAT ®
batch no. : 3056408
Homep cepii
article no. : 1006776
Houep apTHryIa
Specification : spec-100845-1/5.0 dated 18.11.2024
crienudixauis spec-100845-1/5.0 pin 18.11.2024
date of manufacture : 03/2026
Aata supoCHUUTRA
Quality Characteristics Quality Requirements Actual
IMoxaznnks AKocTti BuMoru axocri PesyabsTat
Appearance
Onuc Dark yellow opague, oval, film-coated tablet,
Visual examination biconvex, debossed with “100™ on one complies
Bisyaneuutfi meton side and “SP" on the other side _ _
TeMHO-KUBTA HENMPOI0Pa, 0BANLHA, BKPHTE BiATOBIAAE
wIBKOROX0 060N0HKDI0 TabneTka, [BCOIYKNA, 3
TpasiroBaHtas «100» 3 oaHoro Goxy Ta «SP» 3
iHmoro Goxy
Identity
InenTudicanin
Lacosamide
JTaokcaMin
HPLC determination compliance with retention tie of the
meton BEPX lacosamide peak in the chromatogram of the sample  complies
and standard solutions
BifnopiaHICTE Yacy YTPHMYBAHHA NIKY NaKOcaMify  BiANOBiRaE
Ha XpOMaTorpamMax BHOPOoGORYRAHOrO | CTAKAAPTHOTO
PO3YHHIE
UV examination corresponds to the UV-spectrum of the standard complies
Ydb-cnexrpodioromerpia Bianosigae ¥Yd-cnektpy cTay BIATICBIAAE

, e
MEHTIB
JOKY MEHT
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product name : VIMPAT®

HA2RA NPOOYKTY BIMIIAT®

batch no. . 3056408

Howmep cepii

article no. : 1006776

HowMep apTukyna

Specification : spec-100845-1/5.0 dated 18.11.2024
coeundikauis spec-100845-1/5.0 pin 18.11.2024

Quality Characteristics Quality Requirements Actual
HoxazHHKHN AKOCTI Bumoru akocri Pe3ynnTat
Uniformity of dosage units
Oano BARHX OAHHH
Weight variation
Barosa Bapiania Acceptable value:
[IpnfiManbHe 3HAYEHHA:
L1 =150 L1
L2=250
Water
Boaa
Karl-Fischer titration NM'I: 6.0% 28%
Mertoa Kapna Qimepa He Binsuwe 6,0 %
Chromatographic puritiy
Xpomarorpadiuna 4ncrora
HPLC determination
Merog BEPX
any anspecific degradation product NMT 0.20 % not detectable
- Gyan-Axult HecnieudiMHII TPOAYKT He Ginswe 0,20 % He BHUREMeHI
po3magy
total degradation products NMT 1.0 % not determinable
- CyMa IPOXYKTin pacrany He Ginsie 1,0 % HEe BU3HAYa10TLCR

> nnad
NTOKYM EHTIB
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product name : VIMPAT®
Ha3Ba TPORYKTY BIMIIAT®

batch no. : 3056408
Homep cepii

article no. : 1006776
Homep apruicyna

Specification : spec-100845-1/5.0 dated 18.11.2024
creundikauis spec-100845-1/5.0 sia 18.11.2024

Quality Characteristics Quality Requirements Actual
HoxaisakH AKoCTi Bumore axoeti PeayanTar

Assay
KinskicHe BHIBRSUEeHHA

Lacosamide :

HPLC determination 950~ 105.0% 36.9 %
Jaxocamin

Meroa BEPX

Dissolution
Possunenns

HPLC determination NLT 80 % (Q) after 30 min
Metox BEPX He mentne uixk 80 % (Q) gepes 30 xp 92 %

S e
TOKYMEHTIB
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product name : VIMPAT®

HA3Ra UPOAYKTY BIMITAT®

batch no. : 3056408

Houep cepii

article no. : 1006776

Homep apTHiyIa

Specification : spec-100845-1/5.0 dated £8.11.2024

crieumdrixanis spec-100845-1/50 8in [8.11.2024

Quality Characteristics Quality Requirements Actual

IoKa3HNKH FKOCTI Bumorn axocti PesyapTar

Microbiolegieal Purity **

Mikpobionoriuna Wncrora*®

complies with Ph.Eur. 5.1.4.

3rizuo 3 €ep. DapM. 5.1.4.

Total aerobic microbial count (TAMC) NMT 10°CFU /g complies

3aransHe yncio aepobuux Mixpoopranismis  He Ginswe 10° KVO/r BignoBigae

(TAMC)

Total molds and yeast count (TYMC) NMT [0°CFU /g complies

3aranpHe HACHO NAICHEBUK T4 Apixaxosux  He Ginswe 107 KYO/r BiaAnOBLARE

rpubis (TYMC)

Escherichia coli Absence in lg complies
Bincyruicte B 1 1 Eignoeinge

*¥ the test is performed on every tenth batch
** TECT NPOBOAATE Ha KOXKHIN Recarii cepli

VIMPAT® of the above mentioned batch meet the specification,
BIMITAT® zazuaqcHol Byue cepil sianosinae cnenndiranii,

Efcika Qapmacuiotikans Fm6X
Aesica Pharmaceuticals GmbH

SN

ualified Person Y .\u\shi ne. k(DL %ZQ\(J
VriopHoBLKEHA 0coba (J
MoHxatim

oy b '_‘\\“.\___,-
Apa MY

Quality Assurance Facilitator
Koopauuatop 3ufecTcueHHR RKOCTI
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