JTEP)KABHA CJIY)KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npoB. Ceitnuanoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko(@dls.gov.ua, Kog €IPI1OY 37078774

BUCHOBOK
Npo AKICThL BBE3CHOI0 B YKpAiHY JIKAPChKOIo 3aco0y

29.12.2023 Ne 65518/23/10

HEPAKCOH®

(HafiMEHyBaHHA JIIKapcbKoro 3acofy 3TiaHO 3 peECTpaLiiiHUM MTOCBi T4EHHAM )
Ta0JIeTKM, BKPHTI IVIIBKOBOK 000/10HK010, 10 500 Mr; mo 5 Tabaerok y 6Jicrepi; no 4
0J1icTepH B KaPTOHHI KopoOui

(popma BurycKy, 103yBaHHs;, BU/ TaKYBaHHA JKapCchbKOro 3acofy)
Homep peectpauiitnoro nocsiguenns UA/4464/03/01 crpok ail peectpauiiinoro nocsizuenns 01.01.2099
Cepis sikapcbkoro sacoby Ne T004U4 Kinskicts BBe3eHOTO nikapcekoro 3acody 11774

Bupobuuk (I)Egpep Intepuanionans, C.A., lcnanis

(HaiimeHyBaHHA BUPOOHMKA JIIKAPCHKOIo 3aco0y, KpaiHa 110XO0IKEHHN )

Beeseno B YkpaiHy ToBapucrso 3 odmexenoro sinnosigaapnictio "TAKEJA
YKPAIHA", inent. kon: 35849505

(HafiMeHyBaHH: Ta ko 3a CIPTIOY topuiuunoi ocotu abo npizeuiue, iM's, 110 6aTbKoBI hi3HuHOT
0COOH - MIANPHEMIA, Ti MiCLE MPOKUBAHHA Ta PEECTPALIHHMAI HOMEp 0071iKOBOT KapTKH MUIaTHHKA
MoJaTKiB abo cepis Ta HOMEp nacropTa)

Iporokou BisyansHoro kourpomo Bix 27.12.2023 N 4175/2.

3a  pesynbTaTamMu JIEPKABHOMO KOHTPOJIK) BCTAHOBAEHO, W10 JIKApCbKUM 3aci®  BBeseHo B Ykpalny 3

AOTPHMAHHSHAM BuMOr 3aKOHOJABCTBA 11010 3a0e3MeUeHHs SKOCTI TiKapchKUX 3acobiB.

B.o. 3acrynnm<a Haqaﬂbnmga mgmmy
ZepxxaBHOI cny)hﬁu 3 mlcapcmm
3aco0i1B Ta KoﬂTpﬁmb -3 H@gKOTHHdMH y

T

KuiBcekii OGHaCTI F, [puna LUAJTAMAW

e i L L L T ———————————

(imivianu Ta npissuule)
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12 ferrer

Certificate of analysis /

Ferrer Internacignal S.A.

Joan Buscalla 1-9
08173 Sant Cugat del Vallés
Barcelona - Espaia f Spain

CeptudikaT ananiay

Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister; 4 blisters in carton box
[fpofdykT: LiepakcoH®, TabneTku, BKpWTi NNiBKOBOK 060n0HKoW, no 500 mr; no 5 tabnetok y Grictepi; no 4 Bnictepu B

KapTOHHIN kopobui
Code / Koa: 1302634

Batch / Cepia: T004U4

Amount / Poamip cepil:
Semi finished batch /

11774,000 UN

Cepin Hepoadpacoraroro npoaykty: 23G3634 2005555

Manufacturing date / [lata Bupobumurea: 06-09-2023
Expiry date / TepmiH npuaaTHocTi:

30-09-2026

Components / MokazHuiun
Appearance /

Onue

Identification / IneHTudbikayis
Citicoline identification (HPLC) /

Lutukonix (BEPX)

Citicoline identification (UV) /

LiTmkonid (Yd-crekTp)

Uniformity of dosage units /
OAHOPIAHICTL A030BAHUX OAUHULL

Water (K.F.)} /
BumicT BOAU

Dissolution test /

Result /| Peaynkrar
PASS / Binnoeinae

PASS / Bignoeipae

FPASS / Bignoeinae

PASS / Binnorinae

5

PASS / Bignosipae

Requirements / Cneuudikauis

White , oblong film-coated tablets with “C500”
marked /

Binoro konwopy, gosracTol hopmn Tabnerkn, BrpuTi
NAIBKGBOK 0DONOHKOK, 3 TWCHEHHAM «C500»

The retention time of the main peak on the
chromatogram of the test solution must comply
the retention time of the main peak on the
chromatogram of the standard solution. /

Hac yTpruMyBaHHA OCHOBHOIO Nika Ha XpoMartorpami
BMNPOBYBAHOro PO3YNHY NOBUHEH BIQNOBIgaTH Yacy
YTPUMYBAHHA OCHOBHOIO Mika CTAHAAPTHOTC PO3dnHy.

Spectrum of the test solution and the standard
solution should be identical to the maximum. /
CnexkTpy sunpobyBaHOro POsUNHY | CTaHAAPTHOIO
PO34UWUHY NOBUHHI BYTH iQEHTUYHUMM,

Complies Eur. Ph. /
[loBuHHa BignosigaTH BUMoram €ep. dapm.
Not more than 8 (%) /

He Ginblie 8 %

Not less than 70% at 30 min /

Sl

Po3yuHeHHs He meHwe 70% yepea 30 xB
Assay (HPLC) / 101.4 (475.0 — 525.0 mgitablet} 95.0 — 105.0 (%)
KinbkicHe BuaHaqerHa (BERPX) (475,0 — 625,0 mrfratn.) 95,0 — 105,0 (%)
Analysis date / [lata ananisy: 07-11-2023 Specification / 1302634 CERAXON 500MG 20 COMP UKR
Cneunchikauin: 2005555 CERAXON 500MG COMP REC UA
Status / Craryc APPROVED/
SATBEPIXEHO

Quality Control /

Page 1 of 2/Ctopinka 1i3 2
KoHTpone sKoCTI

S
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‘? Fe rrer Ferrer Internacional S A,

- Joan Buscalla 1-9
08173 Sant Cugat del Vallés
Barcelona - Espana / Spain
Certificate of analysis / '

Ceptudikart aHaniay

Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister; 4 blisters in carton box

[MpoAykT: LlepakcoH®, Tabnetki, BKpUTi NNiskoBoto obonoHkow, No 500 Mr; no 5 TabneTok y Gnictepi; no 4 6nicTepy 8
KEapTOHHIA KOPODLI|

Code / Kon: 1302634 Batch / Cepis: TO0444
Amount / Poamip cepii:  11774,000 UN Manufacturing date / [lata BupobHuyTsa: 06-09-2023
Semi finished batch / Expiry date / Tepmin npvgartHocTi: 30-09-2026

Cepia HepoagacoBaHoro npoaykTy: 23G3634 2005555

Components / MokazHyku Result / Pe3syneTart Requirements { Cneuundikanin
Related substances (HPLC)/

BuanaueHHs gomiuiok {(BEPX)

UDP choline / Not more than 0.5 (%) /
UDP-xoniH <0.05 He 6inbwe 34,5 %
5 CMP/ Not more than 0.2 {%) /
5- CMP <0.05 He binewe 4,2 %
Any other impurity / Not more than 0.1 {%) /
Eyab sika iHWa aoMiLLKa <0.05 He Ginbwe 0,1 %
Total impurities / <0.05 Not more than 1.0 (%) /
CyMa BCix QOMILLIOK ' He binbiue 1,0 %

Microbiological control? /
MikpoBionoriyHa yuctoTa’

Tame <10 <=1 E3 (10%) (CFU/g) /
<10 <=1E3 (10%) KYQO/r
Tymes <=1 E2 (10?) (CFU/g) /
o 2
;5 s . ASSURED / Bignosigae <=1E2 (10_ ) KYOfr
Escherichia coli* Absence in 1 g sample/

BiacyTHictTe B 1T

! Test is done at the begining and at the end shelf life by sampling method /
! TecT npoBOAKTLCS Ha MOYATKY Ta B KiHLi TepMiky 36epiraHHs, 3rigHo 3 MEeToa0M BUDIPKOBOrO KOHTPOHO.

Release notes: This is a batch quality certificate for medical product and the analysis has been done according to quality
control methods / Mpumitki ao aunycky: Lien ceptudikaT sikocTi Ha cepito nikapeskoro 3acoby Ta aHanisy 6ynu nposeaeHi Y
BIAMOBIAHOCTE 3 METOHAAMMW KOHTPOMNIO AKOGTI.

Assay (HPLC): The result for this test is always calculated in (%} / KinbkicHe BU3HaYeHHA {BEPX): PeaynbTaT Ang uboro
TECTy 3aBXOW po3paxoByeTesca v (%)

* Guaranteed by methods and procedures /* MapaHToBako MeTofaMmu Ta ApoLeaypamu

Quality Control / Kontponb sakocTi
Jordi Tomé Garcia

Analysis date ! lata ananiay: 07-11-2023 Specification / 1202634 CERAXON S00MG 20 COMP UKR
Cneuvdpikaulis: 2005555 CERAXON 500MG COMP REC UA
Status / Craryc APPROVED/
SATBEP[KEHO

Quality Control / i
KOHTponb AkocTi J.,—%f; Wy, o Page 2 of 2/CTopinka 2 i3 2
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‘% Fe frer Ferrer Internacional S.A.

Joan Buscalla 1-8
08173 Sant Cugat del Vallés
Barcelona - Espana / Spai

CERTIFICATE OF RELEASE AND GMP
COMPLIANCE /
CEPTUDIKAT BIAMIOBIAHOCTI GMP
BUMYLLEHOT CEPII

Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister: 4 blisters in carton box

MNpoaykr: Liepakconu®, Tabnerkn, BkpuTi nniskosoto oBonoHkoto, no 500 Mr; no 5 rabneTtok y 6ricTepi; no 4
bricTepn B KAPTOHHIR KOPOLLi

Code / Kog: 1302634

Batch / Cepis: TO04U4

Manufacturing date / [lata supoGhuytea: 06-09-2023 | Amount / Posmip cepii: 11774,000 UN
Expiry date / Tepmin npyuaaTHOGTI: 30-09-2026
Release date / [laTa sunycky: 08-11-2023

CERTIFICATION STATEMENT / 3AABA NMPC CEPTUDIKALLIIKO:

| 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 specification in the Marketing Authorisation of the
importing country or product specification file for Investigational Medical Products. The batch processing, packaging
and anaiysis records were reviewed and found to be compliance with GMP. /

Lium 51 3aceiguyro, wio HaeeneHa BuLLe iHOPMAL(i € 4OCTOBIPHOW Ta TouHow. Lk cepiio npogykuit Byno srupobneHo
{BKNIOYAICYM NAKYBAHHA/MAPKYBaHHS) Ta MPOBEAEHO KOHTPOND i SKOCTI HA BULLE3A3HAYeHIR AinbHWL y NCBHIA BIAMORIAHOCT! 3
BUMorammn GMP, BCTaHOBNEHUMUN MiCUEBUM DErynSTORHYM OPraHoM, a Takox BiANOBIAHO A0 cneuudikallii, 1o MICTITLCS y
peecTpauinHoOMy A0CkE KpalHu-imnopTepa, abo y gocee cneyndikaluiil Ha NnpenapaT ans AOCPKYBAHOrO NKapcuLKoro 3acoby.
lMpoTtokonu BupoBHKMUTBa, NaKyBaHHR Ta aHanisiB Gyno nepernaHyTo Ta BCTaHOBNEHO BiONoBiaHicTL GMP.

Release notes / [MpumiTkn o sunycky:

Marketing Authorisation number in Ukraine / PeccTpauiiiHe nocsiquenHs B Ykpaini: UA/4464/03/01

Dosage form: film-coated tablets, 500 mg / Jlikapceka dopma: TaBnetkn, BKPUTI MNIBKOBOK 0GONOHKOID, Mo 500 Mr
Package size/type: 5 tablets in blister, 4 blisters in carton box /

Bua Ta poamip ynakeskn: no 5 tabnetok y Gnictepi; no 4 Gnictepy B KapTOHHIA KOPOGL

Strenght/Potency: 1 tablet contains 522.5 mg Citicoline sodium which is equivalent to 500 mg citicoline /
Cuna pilfAKTUBHICTL: 1 Tabnetka MiCTTE 522,5 MI UMTUKONIHY HATPIIO, WO eKBiBaNeHTHO 500 mr HATUKOSIHY
Manufacturer; Ferrer internacional, S.A. / Bupo6Huk: ®eppep InTepHauicrans, C.A.

License number / Homep niueHsii BupobHuka: MIA-0183

Manufacturing Authorization number of the laboratory / Homep niuensii nabopaTtopii Bupo6Huka: 2515-E
Manufacturing site: Joan Buscalla, 1-9, Sant Cugat del Valles, 08173 Barcelona /

Appeca BrupobHuyoro maraangmky: dxoaH byckanna, 1-9, Cant-Kyrat-genb-Bannec, 08173 bapcenona
Country of origin: Spain / KpaiHa-BupobHuk, lcnaHin

4

Qualified Person/
YNOBHOBaXEHAa ocoba
Lidia Gutiérrez Vicario

08/11/2023

Page 1 of 1/CtapiHka 1i3 1




