AEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npos. Ceitnuunol Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koxg CAPIIOY 37078774

BHCHOBOK
NPO SAKICTh BBE3eHOI0 B YKpainy JiKapchKoro 3acody

25.02.2025 Ne 6744/25/10

KENIPA®

(nziiMenysanis nixapcskoro 3acoby IriTHO 3 pecCTPaEiiIM MOCBITMEHRAM)
TalaeTki, BRPNT 060/0HKoe10, 110 250 Mr; o 10 Tadueroxr y faicTepi; no 6 6iicTepis y
raprornii maqni

{thopma sumycky, A03YBakHA, Btia Nakynaiura AiRapceRoro 3acaby)

Howmep peectpanifinoro nocsinuenus UA/9155/01/01 crpox aii peecrparisinoro nocimuenns 01,01.2099

Cepia nikapeskoro sacoby Mo 410226 Kinbkictb BacacHore nikapeskoro 3acody 685
BupoSuik I0Ch dapnia, bensrig.
(nafimenynanus BipoOHIKS Nikapebkoro 3acoly, kpaina NOXOTKERHT)
Bseseno B Ykpaity Cninkue yxpailnchKo-ecToNChIe MiANPiEMcTBO Y dopmi TorapicTBa
3 oOnesrertolo Bianorinaasnictio " Ourima-Papm, XTI, inenr. xox:
216422128

(Haitmenysanna 1a ko 33 EAPTIOV wopisauvsol ocobn abo npispuiue, iv'a, no Garskosi disnysol
ocolH - rignpuenita, i micue npoxIBaKHA Ta peccTpaniiineii HoMep oBRiKEBOT KADPTKH ILIATHIIKA
nCAaTKiB 00 cepin Ta HOMED NacnopTa)

Ilporaxon eisyrasiors vowrposto six 18.02.20258 Ne 0459/5,

32 pesymeTaTaMH [IepK@BHOTO KOMTDOMIO BCTAHOBAEHO, w0 nikapekiuii 3uciG  BBeseso 8 Vipajny 3
AOTPHEMAHHIM siMor 3aK0HOIaBCTEA 1OAO 3a0e3MedeHHst FKOCTE NiKAPCHKIX 3ac06is.




Jlororun

IOCB ®dapma C.A. Uemin mo Qopiect, B-1420 Bpaine i Anneyn, (Benbris)

Ten.: +32 238621 11

CEPTU®IKAT AHAJII3Y

Kennpa® 250 mr, Tabnerku Bkputi 060s10HK010, 60 (10x6) Tabnerok, Gnicrep UA

Howmep cepii: 410226
Koa npoayxry: CIA02828
Kpaina npuzHauenns: YkpaiHa

YmoBu 36epiranus: 36epirati npu TeMnepatypi He BHILE 25 °C. 36epiratu B OpUriHasibHiil ynakosui.
BupoGuuua aiabuuus: benpris, lOCB ®apma C.A., Bpaine

Binnosinae Bumoram crieuu@ikailii K 3a3HaUCHO HUKYE:

Teer Hopmu cneundixanii: PesynbsTat:
Onuc IosracTi  TabnieTku, BKpHTI  TUTIBKOBOKO Binnosinae
06070HKOI0 6AAKMTHOTO KOJBOPY, 3 PHCKOLO;
3 OAHiel CTOPOHM BiJi PUCKM BHIPaBilOBaHO
«uchy, 3 Apyroi - «250»
OaHopigHicTb 1030BAHMX OAMHHLL 3riano €sp. dapm. 2.9.40 Bignosinae

Turany avokeua (E 171)
Inpurokapmin (E 132) (BEPX)

[Mo3uTuBHKI (AKLIO NPOBOANTLCA)
[To3uTHBHUI (SKILO MPOBOMUTHLCA)

Bona He Ginbiue 2,0% [TpoBOANTBCS MEPIOAMHHO
PazunHeHHs Q= 80% uepea 30 xs. Biarnosinae

Kpurepiit npuiinstiocri USP, pis. 2
InenTrdikawis
Jlepetupaueram (axupansa BEPX) [To3uTuBHUIA Binnosinac
JNeserupaueram (TLLX) IMo3utuBHKI Bianoginae

He nposoauscst
IHe nposonuscst

KifibkicHe BU3HAUYEHHS
neserupaueramy (BEPX)

250 mr/rabnerky
J1imiT=95,0%-105,0%

100,1%

IMponykTty posnany:

Crieumdiuni inenrudikosani:
2-nupponnaon N-macasina kucnora(BEPX)
Byab-skoi necnuundiunoi(BEPX)

Cyma crieundiuHuX Ta HeCTTHUMDIYHNX
(BEPX)

He 6insue 0,50 %
He Ginbie 0,10 %
we Ginbiue 0,80 %

<LOQ (0.10) %
<LOQ (0.05) %
He suzHauaeThes %

MikpoGionorituHa uMcToTa

Binnosiano €sp.dapm 5.1.4.

MpoBOANTLCS MEPIOAUIHO

Bepein:0!
LIMS Lol Ne 169516 (EU)

Crop. 1 n3 2

Cruopeno: 31.10.2024

SAP Inspection Lot: 040000203830

PSK axr +Jeo6o

bp dacass M/




Jlororun
IOCE ®apma C.A. Yemin ato Dopiect,B-1420 Bpaine n’ Anneyn,(benbris)
Ten.: +322 386 21 11

CEPTUDIKAT AHAJII3Y

Kennpa® 250 mr, Tabnerku Bkputi obonoHkoto, 60 (10x6) Tabnerok, Gnicrep UA

Homep cepii: 410226

Koa npoaykry: CIA02828

Kpaina npusnauenns: Ykpaina

Ymosu 36epiranns: 36epiratu npu Temmneparypi He Buile 25 °C. 36epiratv B OpuruHaibHii
yTMakoBLii.

BupoGuuua pinbauust: bensris, IOCh ®apma C.A., Bpaine

3asaBa npo ceprudikauiio:

Llnm st 3acsinuyio, 1o HaBeaeHa Bulle iH(opMallis € JOCTOBIPHOO Ta TOUHOIO. [laHa cepis Nikapchkoro 3acoby,
Oyna BupobneHa, BKIOYAIOUM KOHTPOMb SKOCTI y NOBHIH BiAnosiaHocTi 3 BuMoramu GMP, BcTaHOBIEHHMMU
MICLEEBUM PEryJIATOPHUM OpraHoM. [TpoTokon BUpOGHMLUTBA Ta aHali3iB 6y/10 NeperasHyTo Ta BCTAHOBIEHO
BianosiaHicts GMP.

Jlata Bupo6uuursa: 22.08.2024
[Mpupnatuuii no: 31.07.2027

Enexrponnuit nignuc
Bupanuit: Jlyi ®darenp
Y riopHoBaXkeHa ocoba

[Hara sunycky: 31.10.2024

Bin imeni
YnosHoBaxeHa ocoda ainsHui: e Keiizep Xau Jliok

Crop. 2u3 2

Bepein:01 Craropeito: 31.10.2024



LIMS Lot Ne 169516 (EU) SAP Inspection Lot: 040000203830






Jlororun
IOCB Mapma - Yemin o ®opiect 1, Bpaite-JI"anneyn, 1420 (Benbris)

Ceprudikar naprii BupoGHuKa Ha JikapebKi 3aco0H , 1110 eKCNOoPTYIOThCs! 10 Kpain, siKi NAnNaganTh
miz xito Yroau npo s3aemue Busnanns (MRA)

HaiimenyBanus Ilpoayxra Kennpa®
Kpaina-BupodHuK Benbris
Peccrpauiiine nocsiguens Ne UA/9155/01/01

Cuaa pii/akTHBHICTH 250 mr
Jlikapchka Qopma Ta6neTku, BKPUTI 060NOHKOIO
Po3mip nakysanus 60 (10x6) TabneTok

Tun naKyBaHus 6nicrep

Cepist Ne 410226

Posmip cepil 1920 yn.

HaiiMenyBanmus Ta_ajapeca BUPOOHHKA — BHPOOHHUOT AiILHMLI, HOMED Jinensit

YuacTok Homep mineHsii

I0CBb ®apma 194H
Yemin JIro dopiecr 1
Bpaine-JI’anneyn, 1420

Bebris
PesynbTaTh aHaisy CepruQikar aHanisy 101a€ThCs
Komenrapi/Pemapku He 3acT0oCcOBYETHLCS

3asiBa Npo cepTHikaiiio:

L{im 5 3acBiUyO, LIO HaBEIeHA BHILIE iH(opmaLlisi € JOCTOBIPHOIO Ta TOUHOIO. Jlana cepis AikapecbKoro
3206y, Gyna BUpoGieHa, BKJIIOUaloun naKyBaHHs/MapkyBanHs Ta KOHTPOIb SIKOCTi Ha BHIle3a3HaueHii(1X)
AiNbHULI(SIX) y NOBHI BIAMOBIAHOCTI 3 BUMOraMU GMP, BCTaHOBNEHUMH MICLEBUM PEryJIATOPHAM OpraloMm,
A TAKOK BLAMIOBLANO 110 crieuudikalliii, 1o MICTATLCA Y PeecTpaLiiHOMY AOCHE KpaiHu-imnoprepa.
Tporokony BUPOOHHMLTBA, MaKyBaHHA Ta aHafisip Oy/io nepersisHyTo Ta BCTAHOBICHO pianosiaHicte GMP.

Bpaine-JI’anneyx, 16 ciuns 2025p.

10OCB dapma Bpaine Ksanidixosana ocobda
Jlyi @arenb
(JIuB. eneKTPOHHUH NiANKC)

Wan-Jliox Jle Keiisep, JokTop (papMaleBTHYHHX HAYK, Jlokrop punocodii
ViosHosaxeHa ocoba ainsnku IOCE ®apma bpaite
Jlupekrop 3 siKocTi papMalesTHIHOr0 BMpPOOHHMUTBA




3aTBEPIKEHHS JOKYMEHTIB

Hara satBepmxents: 16 ciuns 2025 p.

3aBaaHHs Ha 3aTBEPIKEHHS

Bepaukr: 3atepmxyio

Im'si: JIyT ®arens
Posnb: 3artBepmkerts BnacHuka

Hara nignucy: 16 ciuns 2025 p. 14:47:21
GMT+0000

3aBaanHs ocTaTouHOro 3atepikeHts (QA, QP, RP,
Legal).

Bepauxr: 3aTBepmkyto

Im'st: JIyT darens

Ponb: 3arsepmietts
KBani(hikoBaHOI/BiANOBIAANLHOT OCOGH

Hara nianucy: 16 ciuns 2025 p. 14:47:44
GMT+0000
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CLASSIFICATION DOCUMENT NUMBER | VERSION STATUS APPROVED DATE
rug Produd@Records and

] uﬁhlculcs Certificate of Compliance proc-g-166644 2.0 Approved 16 Jan 2025

J Fabhanuf%chrt._KEPPRA 250 MG batch 410226

UCB Pharma - Chemin Du Foriest 1, Braine-L'alleud, 1420 (Belgium)

Fabricator's/Manufacturer’s batch certificate for
drug/medicinal products exported to countries
under the scope of a mutual recognition Agreement (MRA)

NAME OF PRODUCT : KEPPRA®

COUNTRY OF MANUFACTURER : BELGIUM

MARKETING AUTHORIZATION N° : UA/9155/01/01

STRENGTH : 250 MG

DOSAGE FORM : Coated tablet

PACKAGE SIZE : 60 (10x8) tablets TYPE : blister
BATCH NUMBER : 410226

BATCH SIZE : 1920 EA

Name and address of manufacturer(s) — manufacturing site(s), manufacturing authorization(s) :
Site Manufacturing authorization(s)

UCB Pharma 194H

Chemin Du Foriest 1

Braine-L’alleud, 1420

Belgium

Results of analysis Attached certificate of analysis

Comments/remarks NA

Certification statement :

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling 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.

Braine-L'alleud, 16-JAN-2025

UCB Pharma Braine Qualified Person
Louis Fagel
(See electronic signature)

P.O.

Jean-Luc De Keyser, PharmD. PhD.

Site Qualified Person, UCB Pharma Braine
Director QA Pharma Manufacturing

Page 1 of 2
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SUBTYPE CLASSIFICATION
ﬁrug Product Records and

DOCUMENT NUMBER VERSION

Certificates Certificate of Compliance proc--166644 2.0

STATUS

Approved

APPROVED DATE

16 Jan 2025

Fab_manuf.batch cert,_KEPPRA 250 MG batch 410226

Document Approvals

Approved Date: 16 Jan 2025

Approval Task
Verdict: Approve

Name: Louis Fagel
Role: Owner Approval

Date of signature: 16-Jan-2025 14:47:21 GMT+0000

Final Approval (QA, QP, RP, Legal) Task
Verdict: Approve

Name: Louis Fagel

Role: Qualified/Responsible Person Approval
Date of signature: 16-Jan-2025 14:47:44 GMT+0000

Page 2 of 2
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UCB PHARMA S.A.

uﬂh CHEMIN DU FORIEST 1420 BRAINE-L'ALLEUD BELGIUM

Tel: +32 2386 21 11

CERTIFICATE OF ANALYSIS
KEPPRA® 250MG COATED TABLET 60 (10X6) TABLETS, BLISTER UA

Batch number: 410226
Product Code: CIA02828
Destination Country: Ukraine

Registered Storage Condition: Do not store above 25°C,Store in the original package
Manufacturing site: BE, UCB PHARMA SA, BRAINE

Complies with the required specifications as shown hereafter :

Test

Analytical resuits related to Drug Product

Appearxance

Uniformity of dosage units
Water content

Dissolution

Identification of Levetiracetam
(Achiral HPLC)

Identification of Levetiracetam
(TLC)

Identification of Titanium dioxide
(E171)

Identification of FD&C Blue #2
Indigo Carmine aluminium lake
(E132)

Assay of Levetiracetam

Degradation products:

Specified identified:
2—pyrrolidone—N—butyric acid

Any unspecified

Total of specified and unspecified

Microbiological quality:

Certificate statement

| hereby certify that the above information is auth
in full compliance with the GMP requirements of the local Regulatory

Specification

Blue, oblong film-coated tablet, scored and debossed
with the code ucb

and 250 on one side.

Complies with Ph. Eur. 2 940
Not more than 2.0 %

Q = B0 % at 30 min.

Acceptance criteria USP, level 2

Positive

Positive

pPositive (if tested)

positive (if tested)

250 mg per tablet
Limit = 95.0% - 105.0%

Not more than 0.50 %

Not more than 0.10 %
Not more than 0.80 %

Complies with Ph. Eur. 5.1.4

records were reviewed and found to be in compliance with GMP.

Manufacturing Date: (DD.MM.YYYY) 22.08.2024
Expiry Date: (DD.MM.YYYY) 31.07.2027

This is an electronic signature
Released by: LOUIS FAGEL
AUTHORIZED PERSON

On Behalf of
SITE QUALIFIED PERSON : JEAN-LUC DE KEYSER

Resuit

Complies

Complies
performed Periodically

Complies

Complies

Complies

Not Performed

Not Performed

100.1 %

<LOQ (0.10) %

<LOQ (0.05) %
Not Quantifiable %

performed Periodically

entic and accurate. This batch of product has been manufactured including quality control,
Authority and Marketing Authorisation. The batch processing and analysis

Release Date: (DD.MM.YYYY) 31.10.2024 e
Version: 01 Page : 1 0of 1 Created on: (DD.MM.YYYY)
LIMS Lot Num:169516 (EU) 31.10.2024

SAP Inspection lot: 040000203830
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