AEPKABHA CJYKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKIHU OBJIACTI

npo.. CaiTmwarof Haadi, 3, M, Kuir, 02099, tenf/baxc: {044) 576-40-41
E-mail: dls.kog@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
HpO SIKiCTH BBE3€HOT0 B YKpaiuy aikapcbroro 3acoly

31.12.2024 Ne 68474/24/10

KEOITPA®

(mafivenyBanna aikapcixore 3acody arinse 3 peecTpaniiinM nocaigTentnm)
Ta0ACTKH, BKPHTI 0000HK010, 10 1000 Mr; mo 10 vadaerox y Gaicrepi; no 3 6aicrepu y
KapTOHHill mauni
(hopma Bumycry, A03yRaiis, B DAEYBaHHR IikapcsKore 3ncody)

Homep peecrpauiiiroro aocsigenns UA/D155/01/03 crpok aii peectpaniiinoro nocsixyenss 01.01.2099

Cepiz nikaperxoro sacofy Ne 406267 Kinekicts BBe3enOro nikapeskoro sacoby 200
BupobHHK OCB @apma, Bensria
{HaitmeHyBansa BupobHIIKA Nikapeskoro 3acoby, Kpaila MOX0AMCHIT)
Beeseno B Yrpainy Cninsie yRpaiHCEKO-eCTONChKE MANPUEMCTBO ¥ dopri ToBapucTBa
3 o0Mexenon0 Bianosigaaenictio " Curima-®apm, JATHA", igenr. kom:
21642228

{nafirenyrarHA Ta kog 3a EAPIIOY wopnanunol ocoln abe npisese, iM's, no duTerosi gizrauol
0co0H - TATPSEMULA, TF MiCHE IPOANBANHA T2 peecTpariitunit Homep o6AROROT REPTRIE NNATIFKA
mogarkiz abo cepis T2 HoMep nacnopTa)

Iiporokon sisyansuero vonrponio siz 31.12.2024 Ne 4117/4.

3a pesynpTAaTAMH AEPIKABHOTC KOHTPOMIC RCTAHOBAEHO, IO Nikapcekit 3acid Beeseo B VYipainy 3
AOTPHMARHAM pimor 3ak0i0gascTsa HioH0 3abesneventn AKocTi Aikapesiy 3acobin,

/g : @Z/ Bixtop CTEGKIBCBKHH

w4 ol e ;
7 ianncy (iminiant T2 npiaguuce}




Jlororun
YOCDB ®apma - Yemin [dro Dopiecr 1, Bpaine-JT’anneyn, 1420 (benbris)

Ceprudikar naprii Bupo6HuKa Ha JiKapchKi 3aco01 , IO €KCIOPTYIOTHLCS 10 KpaiH, sIKi miAnaxanTs
nix giro Yroan npo B3aemue BusHanus (MRA)

HarimenyBanus IIpoaykra Kennpa®
Kpaiua-BupoOuuk Benbris
Peectpaniitne mocBiguenns No UA/9155/01/03

Cuana pii/akTHBHICTB 1000 mr
Jlikapenka gopma Tabnetku, BKpUTi 000JOHKOIO
Po3mip nakysauus 30 (10x3) tabneTok

Tun nakyBanust onicrep

Cepin Ne 406267

Po3mip cepii 1382 ym.

HaiiMenysanus Ta aapeca BUPOGHHKA —~ BUPOGHUYOT AibHU LI, HOMeED Jtiensii

YyacTok Homep minensii

IOCE dapma 194H
Yemin dro Gopiecr 1
bpaine-JI’anneyn, 1420

Benbris
PesyabTaty aHanizy Ceprudikat aHanizy 101aeTbes
KomenTapi/Pemapku He 3acTocoByeTbest

3asBa npo cepTrdikaLiio:

[[um st 3acBia4y1O, 10 HaBeleHa BHILE iH(OPMALLis € ZOCTOBIPHO Ta TOYHOKO. [aHa cepis NiKapchKoro
3aco0y, Oyna BupoOneHa, BKIIOHAIOYH NaKyBaHHA/MapKyBaHHs Ta KOHTPOJIb IKOCTI Ha BUILE3a3HaueH i H(1X)
AinbHULI(sX) y MOBHIH BiAmoBiaHOCTI 3 BUMOraMn GMP, BCTaHOBJIEHMMH MICLIEBUM PETYJISTOPHHUM OPraHoM,
a TakoX BiAMOBiAHO 0 cneundikaLiii, o MiCTATHCS Y peecTpalifiHoMy JOChe KpaiHU-iMIopTepa.
[Iporokosn BUPOGHULTBA, NaKyBaHHs Ta aHani3iB GyJI0 MEPErIsIHYTO Ta BCTAHOBIEHO BiAnosiaHicts GMP.

Bpaine-JI’anneyn,

16 Bepecus 2024p.
Jlyi darens (auB. enexTpoHHuMit nignuc)
YnoeBHoBaxkeHa ocoba

Bin imeni

Kan-JIrok Jle Keitzep, loktop dapmanestiunnx Hayk, Jloktop dinocodii
VnosnoBaxeHa ocoba ninsHki KOCB dapma Bpaine

JupexTop 3 sKocTi papMaleBTHUHOr0 BUPOOHHIITEA

&y 1rir 2
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UCB PHARMA S.A.

CHEMIN DU FORIEST 1420 BRAINE-L'ALLEUD BELGIUM

Tel: +32 2 386 21 11

CERTIFICATE OF ANALYSIS

KEPPRA® 1000MG COATED TABLET 30 (10X3) TABLETS, BLISTER UA

Batch number; 406267
Product Code: CIA02877
Destination Country: Ukraine

Registered Storage Condition:
Manufacturing site:

Do not store above 25°C,Store in the original package
BE, UCB PHARMA SA, BRAINE

Complies with the required specifications as shown hereafter :

Test

Analytical results related to Drug Product
Appearance

Uniformity of dosage units
Water content

Dissolution

Identification of Levetiracetam
(Achiral HPLC)

Identification of Levetiracetam
(TLC)

Identification of Titanium dioxide
(E171)

Assay of Levetiracetam

Degradation products:

Specified identified:
2-pyrrolidone-N-butyric acid

Any unspecified

Total of specified and unspecified

Microbiological quality:

Certificate statement

Specification

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

and 1000 on one side.

Complies with Ph. Eur. 2.9.40
Not more than 2.0 %

Q = 80 % at 30 min.

Acceptance criteria USP, level 2

Positive

Positive

Positive (if tested)

1000 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. Bur. 5.1.4

Result

Complies

Complies

Performed Periodically

Complies

Complies

Complies

Not Performed

99.0 %
<LOQ (0.10) %
<LOQ (0.05) %

Not Quantifiable %

Performed Periodically

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured including quality control,
in full compliance with the GMP requirements of the local Regulatory Authority and Marketing Authorisation, The batch processing and analysis
records were reviewed and found to be in compliance with GMP.

Manufacturing Date: (DD.MM.YYYY) 05.12.2023 On Behalf of
Expiry Date: (DD.MM.YYYY) 30.11.2026 SITE QUALIFIED PERSON : JEAN-LUC DE KEYSER
This is an electronic signature P
Released by:  LOUIS FAGEL o
AUTHORIZED PERSON
Release Date: (DD.MM.YYYY) 16.09.2024 P

Version: 01
LIMS Lot Num:163000 (EU)

Page : 1 of 1

Created on: (DD.MM.YYYY)

16.09.2024
SAP Inspection lot: 040000202157



JloroTun

FOCB ®apwma C.A. Yemin mo Dopiect, 1420 Bpaine-JI’anneyn, benbris

Ten.:+322 38621 11

CEPTH®IKAT AHAJII3Y

Kennpa® 1000 mr, Tabnerku BKpuTi 060s0HK010, 30 (10x3) Tabnetok, 6aicrep, UA

Howmep cepii: 406267
Koa npoaykry: CIA02877
Kpaina-imnoprep: Ykpaina

YmoBu 30epiranusi: 36epiratu npu temreparypi He Buile 25 °C. 36epirati B opUriHanbHii ynakoBLi.
Bupobuux: beneris, KOCb ®apma CA, bpaine

Binnosinae Bumoram crienudikaulii sk 3a3Ha4eH0 HUXKYE:

Tecr Hopmu cneundikauii: PesyabTar:
Onuc Hosracri Tabnerky, BKpUTi miiBkoBow | Bignoeinae
060NTOHKOI, 6ioro Koneopy, 3 PHUCKOKO; 3
ONHIE] CTOPOHM Bi PHCKH BHUIPaBilOBaHO
«ucby, 3 xpyroi - «1000x»
OnHOPIAHICTb HO30BAHUX OAMHHLL 3riguo Esp. ®apm. 2.9.40 Binnorinae

Bopa (meron Kapna ®iwepa)

He Ginbiue 2,0%

[poBoauThCS MEPiOIUYHO

Turany anokeun (E 171)

[To3uTHBHMIA (SKILIO TECTYETHCA)

Pazuunenns Q= 80% uepe3 30 xs. Binnosinae
Kpurepiit npuiinstrocti @apm. USP pis. 2

Lonentudikariis

JNeserupaueram (axupansha BEPX) [o3uTHBHHUEH Binrnoeinae

Jlesernpaneram (THIX) IMozutnBHuMiH Binnosinae

He nposoauscs

KinbkicHe BU3HAYeHHs
nesetupaueramy (BEPX)

1000 mr/rabnerky
Jlimit = 95.0% - 105.0%

99,0%

Ipoayxry posnany:

Crieundyiuni inentudikosani:
2-nupponunoH N-macnsHa kuciora (BEPX)
Bynp-sxol Hecneundiunol (BEPX)

Cyma cnieumdiunux Ta HecrieLdiuHux
(BEPX)

ne 6inpwe 0,50 %
He Ginswe 0,10 %
ne 6insie 0,80 %

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

Mikpo6ionoriyna unucrora

BinnoeinHo Egp.®apm 5.1.4.

[MpoBoauTbCS MEepiogHyuHO

Bepcin: 01
LIMS Lot Ne 163000 (EU)

Crop. 1 u3 2

Croopeno: 16.09.2024

SAP lucnexuia cepis: 040000202157




JloroTun

HOCB ®apma C.A. Yemin mro Popiecr, 1420 bpaine-JI’anneyn, benbris
Ten.:+322386 21 11

CEPTU®IKAT AHAJII3Y

Kennpa® 1000 mr, Tabnetku Bkputi o6ononkoro, 30 (10x3) Tabnetok, Guicrep, UA

Howmep cepii: 406267

Koa npoaykry: CIA02877

Kpaina-imnoprep: Ykpaina

Ymosu 36epirannsi: 36epirati npu temreparypi He Buie 25 °C. 30epirati B OpuriHaibHii
yTaKoBL.

Bupo6uuk: benbris, KOCb ®apma CA, bpaine

3aaBa npo ceprudikaniio:

LM s 3acBingyro, IO HaBeeHa Buile iH(GOpMAaLlis € JOCTOBIPHOIO Ta TOUHO0. [laHa cepis nikapchkoro 3acoby,
Oyna BUpoOJieHa, BKIIFOYAOYH KOHTPOJIb SIKOCTI y MOBHIiit BianosigHocTi 3 BuMoramu GMP, BCTaHOBJIEHMMU
MICLIEBUM peryJisiTOpHUM opraHom. ITpoTokonn BUpOGHULTBA Ta aHaNi3iB Gy/10 MEPEryisHyTo Ta BCTAHOBJIEHO
Bianoeignicte GMP.

Jara suroroenenHs: 5.12.2023
TpunatHuH 0o: 30.11.2026

EnextponHuit nianuc

Bunanuit: JIyi darens
VYrosHoBaxceHa ocoba

Jara sunycky: 16.09.2024

Bix imMeni YnosHoBaxceHoi ocobu pinbHMLL: XKan-JTrok [le Keizep

Crop. 2 u3 2

Bepcin: 01 Crsopeso: 16.09.2024
LIMS Lot Ne 163000 (EU) SAP Incnexuis cepis: 040000202157



AEPIKABHA CJIYVIKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMY Y KMIBCBKIA OBJIACTI

npos, CeiTanunol Haxii, 3, m.Kuis, 02099, ren/paxc: (044) 576-40-4]
E-mail: dis.ko@dis.gov.ua, Koa €APIIOY 37078774

BUCHOBOK
TIIpO IKICTL BBE3EHOT0 B YKpaiHy JikapcbKoro 3acofy

29.04.2025 Ne 19872/25/10

KEIIITPA®

(safimenynannd nikapcpkoro sacoby IriIHO 3 precTpanifiEnn NoCsin et}
TabneTkH, BRpHTI 06010HK010, o 1000 Mr; no 10 rabaevor y Guicrepi; no 3 Gaicrepu y
KApPTOHHINA nayui

{thopma pitycEY, AO3YBRRHA, RILIL (AKYBAHMA AiKAPCHKATO 3ac0by).

Hoaep peectpauiiinoro nocsinvenas UA/9155/01/03 crpok aii peectpamiiinoro nocsiavenna 01.01.2099

‘Cepia nikapcekoro 3acofy Ne 412405 Kingkicrs apezenoro sirapebkoroe sacody 300
BupoSuuk IOCE ®apwa, Bensrisa
(naiimenysasHa BIPOGHIKA 2KAPCLROTG 3ac0BY, KpPaTHA NOXOZKEHHS )
Baeseno 8 Yrpainy Crinbpae ykpailHChKO-eCTOHChKE MiANpHeMeTBo y $opaii ToBapucTRa
3 oOmexeHo0 RignosinassnicTo "Onrtima-®apm, JITT", inenr. ko
21642228

{mafistesryBanna Ta kog 1a CAPTIOY ropiythaio ocoBis ao npispuwe, in's, no Gatskosi (isuamof
ocolit - nianpremus, 17 Miclie RPOAHBAHYNA Ta peeCTpaliitanii noMep 06nikoBoT KRAPTRN NAATHHKA
nopatkis abo cepii Ta HoMep nacnopra)

HpoToron isyaassioro keurpomo gin 25.04.2025 N2 1281/2.

3a pesysbTaTAME AePHARAOrO KOHTPOMO  BCTAHOBAEHO, 1O Jikapeekuii 3aci mpeseno B Vipainy 2
IlOT'[J HMAHHSM BEMOT 2aKOHOXABCTBR W00 3a0eaneyeHHs 1KocT] NiKapesKHX 3acoGin.

4/77& - Onsra EPBOMEHKO

[CTHTEES) (fHinEu T nplisnue}




JloroTun

IOCB ®apma C.A. Yemin aio ®opiecr, 1420 Bpaine-J1'anney s, beanris
Ten.:+322 38621 11

CEPTH®IKAT AHAJLI3Y

Kennpa® 1000 mr, Tabnerku BkpuTi o60s0mkor0, 30 (10x3) Tabretox, 6nictep, UA

Homep cepii: 412405
Kon npoayxry: CIA02877
Kpaina-imnoprep: Ykpaina

Vmogn 36epiranus: 36epiratu npu Temnepatypi ne Buie 25 °C. 36epirat B opHriHaibHI} ynakopLi.

Bupo6uuk: Bensris, JOCB ®apma CA, bpaine

Binnorigae Bumoram crietudikaiii Sk 3a3Ha4€HO HIKYE!

Kpurepiii npuitnsataocti ®apm. USP pis. 2

Tecr Hopmu cneundikauii: PesyapTat:
Onuc Tosracti Tabnetkd, Bkpuri nuikosoro | Binosinae
000710HK010, 6iNOro KOJLOPY, 3 PHUCKOND; 3
oxmiel CTODOHM BiJl PHCKH BMIPaBilOBaHO
«ucby, 3 apyroi - «1000»
OJHOPIAHICTE JO30BAHUX OJHHHILb 3rigno Esp. ®apm. 2.9.40 Binnosinae
Boxa (Meron Kapna ®imepa) e Ginsie 2,0% [poBoaUTLECS NEPIOAUUHO
Pazyunens Q= 80% uepes 30 xB. Binnosinae

LnenTudikanis

Jlepetupaneram (axupansua BEPX) Tlo3uTuBHEH Bianosinae
Jleserupaueram (TIIX) [To3uTHBHUH Binnogigae
Turany puoxcun (E 171) T103UTHBHHH (SIKIIO TECTYCTHCS) He npoBoauBCs
KinpkicHe BU3HauEHNs 1000 mr/TabneTky 98,9%
seserupaneramy (BEPX) Jlimit = 95.0% - 105.0%

ITponyxTn posnany:
Creuudivui inentndixopani:
2-nupponunon N-macisiHa kucnora (BEPX) ue 6isie 0,50 %

<L0Q (0.10) %

Bynp-sioi Hecrienudiunoi (BEPX) ne Ginswe 0,10 % <LOQ (0.05) %
Cywma cneundiunnx Ta Hecneuuianux e 6impuie 0,80 % He usinieno %
(BEPX) _
Mikpobiosioriyna uncroTa Bignosiguo Erp.®apm 5.1.4. [1poBoaUTECS NEPIOAHUHO
Crop. 1 u3 2
Bepcis: 01 Crsopeno: 26.11.2024
LIMS Lot Ne 170242 (EU) SAP Incnexuin cepist: 040000204665

r’af o MAn5E Q-Lg 180445 dt%




Jlororun
IOCE ®apwma - Uemin Hro Popiect 1, Bpaine-JI’anneyn, 1420 (benbris)

Ceprudixar naprii BUpoGHHKA Ha dikapcbki 3aco0H , 110 eKCNOPTYIOTHCS A0 KPaiH, AKi nianaaaoTe
g piro Yrogu npo B3aemue susnanus (MRA)

Haiimenypanus Ilpoayxra Kennpa®
Kpaina-pupobuux bensris
Peecrpauiiine moceinuenns Ne UA/9155/01/03

Cuuna gii/akTHBHiCTB 1000 mr
Jlikapcepka ¢popma Tabnerku, BKpUTi 000JI0HKOIO
Po3mip makyBanus 30 (10x3) Tabnerox

Tyun nakyBanust brictep

Cepin Ne 412405

Po3mip cepii 2 844 yn.

HajlimenyBanHsi Ta aapeca BUPOOHNKA — BUPOOHUYOI AiTbHUUI, HOMeD JileH3il

Yyacrox Homep aiuenzii

FOCB ®apma 194H
Yemiu o opiecr 1
bpaine-JI’anneyn, 1420

Benpris
Pesynprary aHamizy Ceprudikar aHanizy n0JaEThCs
KomenTapi/Pemapku He 3acTocoByeThCS

3asBa npo cepTudikairo:

LM 5 3acBifuyI0, 1O HaBeJeHa BUILE iHhopMaLlis € JOCTOBIPHOO Ta TOUHOMK. JlaHa cepis JikapChKoro
3aco0y, Oyna BUpobIeHa, BKIIIOYAIOUH [TAKY BaHHA/MapKyBaHHs Ta KOHTPOJIb SIKOCTI HA BHILE3a3HAYEH (11X )
NineHULI(SX) y TIOBHIM BignoBigHocTi 3 BUMoramy GMP, BCTAHOBIEHAMH MICUEBUM PETYIATOPHAM OPraHOM,
a TaKOX BiAmoBifgHO 10 crienudikanuiii, 1o MicTATbCS Y peecTpauifiHoMy 1oCke KpaiHu-iMIopTepa.
I1poTokonu BUpoOHKMUTBA, IaKyBaHHs Ta aHaTi3iB OyJ10 NepernsHyTo Ta BCTaHOBJIEHO BianoBianicts GMP.

bpaine-JI’anneyn,

Kan-Jlrox [le Ke#tzep, Jokrop dapmanesTuuHux Hayk, Jokrop dinocodil
VrnosHoBaxxeHa ocoba minsHku FOCB @apma Bpaine
HupexTop 3 AKOCTI (hapMaLeBTUIHOTO BUPOOHHULITRA




3arBepKeHHs 10KYMEHTIB

Hata cxBanenns: 26 nucronana 2024p.

3aBaHHSA Ha 3aTBEPIKEHHS Im's: Minen Jloep'ep

BepaukT: 3aTBepIKyIo Ponb: 3aTBepmKeHHs
kBaniikoBaHol/BigoBinANEHOT 0cO6H

Hara nipnucy: 26-11-2024 10:56:31

GMT+0000




Fab‘anu i

CLASSIFICATION

cates Certificate of Compliance

DOCUMENT NUMBER

proc-q-167530

VERSION

1

.0

STATUS

Approved

APPROVED DATE

26 Nov 2024

wen._KEPPR/—\ 1000 MG batch 412405

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

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/9155/01/03

STRENGTH : 1000 MG

DOSAGE FORM : Coated tablet
PACKAGE SIZE : 30 (10x3) tablets
BATCH NUMBER : 412405

BATCH SIZE : 2.844 EA

TYPE : blister

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

Site

Manufacturing authorization(s)

UCB Pharma
Chemin Du Foriest 1
Braine-L’alleud, 1420
Belgium

194H

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,

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
ISrug Product Records and
Certificates

CLASSIFICATION

Certificate of Compliance

DOCUMENT NUMBER VERSION STATUS

proc-g-167530 1.0 Approved

APPROVED DATE

26 Nov 2024

Fab_manuf. batch cert._KEPPRA 1000 MG batch 412405

Document Approvals
Approved Date: 26 Nov 2024

Approval Task
Verdict: Approve

Name: Myléne Lauweriére

Role: Qualified/Responsible Person Approval
Date of signature: 26-Nov-2024 10:56:31
GMT+0000

Page 2of 2
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R UCB PHARMA S.A.
EB‘

g CHEMIN DU FORIEST 1420 BRAINE-L'ALLEUD BELGIUM

F
fk J Tel: +32 2 386 21 11

CERTIFICATE OF ANALYSIS
KEPPRA® 1000MG COATED TABLET 30 (10X3) TABLETS, BLISTER UA

Batch number: 412405

Product Code: CIA02877

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 Specification Result

Analytical results refated to Drug Product

Appearance White, oblong film-coated tablet, scored and debossed Complies
with the code uch
and 1000 on one side.

Uniformity of dosage units Complies with Ph. Eur. 2.9.40 Complies
Water content Not more than 2.0 % Performed Periodically
Dissolution Q = 80 % at 30 min. Complies

Acceptance criteria USP, level 2

Identification of Levetiracetam Positive Complies
(Achiral HPLC)

Identification of Levetiracetam Positive Complies
(TLC)

Identification of Titanium dioxide Positive (if tested) Not Performed
(E171)

Assay of Levetiracetam 1000 mg per tablet 98.9 %

Limit = 95.0 % - 105.0 %

Degradation products:

Specified identified: Not more than 0.50 % <LOQ (0.10) %
2-pyrrolidone-N-butyric acid

Any unspecified Not more than 0.10 % <LOQ (0.05) %

Total of specified and unspecified Not more than 0.80 % Not Quantifiable %
Microbiological quality: Complies with Ph. Eur. 5.1.4 Performed Periodically
Certificate statement

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured including quality control,
in full compliance with the GMP requirements of the local Regulatory Authority and Marketing Authorisation. The batch processing and analysis
records were reviewed and found to be in compliance with GMP,

Manufacturing Date: (DD.MM.YYYY) 10.09.2024 On Behalf of
Expiry Date: (DD.MM.YYYY) 31.08.2027 SITE QUALIFIED PERSON : JEAN-LUC DE KEYSER
This is an electronic signature - .
Released by: MYLENE LAUWERIERE i ) : ,.’ ey
AUTHORIZED PERSON /
Release Date: (DD.MM.YYYY) 26.11.2024 et B
« / 1

| !

i
Version: 01 Page:10of1 Created on: (DD.MM.YYYY)
LIMS Lot Num: 170242 (EU) 26.11.2024

SAP Inspection lot: 040000204665
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