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(: ferrer

Ferrer Internacional S A.
Joan Buscalla 1-9

08173 Sant Cugat del Vallés
Barcelona - Espafia / Spain

Certificate of analysis /
CepTudikat aHanisy

Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5 ampoules in carton box /
MpoaykT: Liepakcox®, po3unH ans iH'ekuin, 500 mMr/4 mn no 4 mn B amnynax; no 5 amnyn y KapToHHiA Kopobui

Code / Kog: 1301031

Batch / Cepis: SO02U3

Amount / Po3amip cepii: 16639,000 UN

Delivery / Haknagxa: NA

Semi finished batch /

Cepist HeposdacosaHoro npoaykty: 2044303 S002U3

Manufacturing date / [lata supobuuyrsa: 02/06/2022
Expiry date / Tepmin npuaarHocTi: 06/2025

Components / [foka3zunku Result / Pesynsrar

Appearance /

Onuc PASS / Bignosigae
Extractable volume / 43

O6'em, W0 BUTAraeTbCA

pH ) 6.8

Sub-visibles particles/
MexaHiuHi BKNIOYEHHSR:
HEBUAUMI YacTKn

PASS / Bignosigae

IDENTIFICATION /

laeHTudikauis

Citicoline Identification (HPLC)/
Uutukonin (BEPX)

Citicoline Identification (UV)/
LUntukonin (Y®-cnektpodoTomeTpis)

ASSAY Citicoline (HPLC) /

PASS / Bignosigae

PASS / Bignosigae

Requirements / Cneundikauin

Transparent liquid colourless particies free /
fipo3sopwit 6e3BGapsHUiA pO3UUH, BifIbHWA Big BUAUMUX
4yacTok

>= 4.0 (ml) /
2 40mMn

65-71/65-71

Complies Eur. Ph/
BmicT HeBugnmux Yactok mae BignosigaTtn Bumoram €sp.
Dapm.

Must comply with requirements /
MoBuHHI BignosiaaTn sBumMoram
Must comply with requirements /
fMosuHHi BignosiaaTu BuMoram

KinbkicHe Bu3HauYeHHS S5 93.0-105.0/(%)
_ o,

Uutukonin (BEPX) 9 f—305,0%
RELATED SUBSTANCES (HPLC)/
BusnadeHnns gomiwok (BEPX)

DP Choline /
CRFEhnIE 0.44 <=1.0 (%) /
UDP-xoniu <10%

) =1, 0
ShGMP . . <0.05 <=0.2(%)/s02%
Any other impurity / <=02 (%)
Byab-aka iHwa pomilika <0.05 <-0 2’ o/( 6)
Total impurities / A
CyMa BCix 40OMiLLIOK 0.44 == 20 (%)

) £20%
Analysis date / lata ananisy: 16/05/2023 Specification / Cneuundikauis: 2044303 CERAXON 500 INY UKR (SEC)
Status / Cratyc APPROVED/ 1301031 CERAXON 500MG UCRANIA
3ATBEPPKEHO

Quality Control/
KoHTonb sKOCTi

B #&3@:
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(2 ferrer

Ferrer Internacional S.A.
Joan Buscalla 1-3

08173 Sant Cugat del Valles
Barcelona - Espafia / Spain

Certificate of analysis /
CeptudikaT aHanisy

Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5 ampoules in carton box /
MpoaykT: LiepakcoH®, po3uunH Ans iH'ekuiin, 500 Mr/4 Mn no 4 Mn B amnynax; No 5 amnyn y KApTOHHiIA KOpooLyi

Code / Koa: 1301031

Batch / Cepis: S002U3

Amount / Poamip cepii: 16639,000 UN
Delivery / Haknagna: NA
Semi finished batch /

Manufacturing date / [lata supobuuursa: 02/06/2022
Expiry date / Tepmin npuaaTHocTi: 06/2025

Cepin HeposchacoBaHoro npoaykry: 2044303 S002U3

Result / Pesynsrtar
PASS / Bignosigae

Components / Mokazuuku
Sterility /
CTepunbHICTb

Bacterial endotdxins /

; ) <5.00
BakrtepianbHi eHA0TOKCUHU

Requirements / Cneuudikauin
Sterile /

Mpenapat noBuHeH ByTu cTepunbHUM

<=43.7 (EU/ml)/
<43,7 OE/mMn

Release notes: This is a batch quality certificate for medicinal product and the analysis has been done according to

quality control methods

MpumiTtkn po sunycky: Llen ceprudikat AaKoCTi Ha cepito nikapcbkoro 3acoby Ta aHanis Bynu nposeaeHi y BiaNOBIAHOCTI 3

MeTOoAaMWU KOHTPONIO AKOCTI.

Quality Control / KoHTponb sikocTi

Marc Pastor Martinez

Analysis date / lata ananisy: 16/05/2023

Status / Craryc APPROVED/
3ATBEPIPKEHO

Quality Control/ N .

KoHTons sKocTi - ¥jv

Specification / Cneundikaiis:

2044303 CERAXON 500 INY UKR (SEC)
1301031 CERAXON 500MG UCRANIA
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‘ﬁ fe rrer ‘ Fermer Internacional S A.

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

CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/
CEPTU®IKAT BIANOBIAHOCTI GMP BUNYLLEHOI CEPII

Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 m! in ampoules, 5 ampoules in carton box /
MpoaykT: LiepakcoH®, po3unH ans iH'ekuivi, 500 mr/4 mMn no 4 mn B aMnynax; No 5 aMnyn y xapToHHi kopobui

Code / Koa: 1301031

Batch / Cepia: S002U3

Manufacturing date / Jata supo6uuyrsa: 02-06-2022 | Delivery / HaknagHa: NA

Expiry date / Tepmix npuaarHocri: 06-2025 Amount / Po3mip cepii: 16639,000 UN

Release date / aTta Bunycky: 17-05-2023

CERTIFICATION STATEMENT / 3AABA NPO CEPTUDIKALIO:

| 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 analysis records were reviewed and found to be compliance with GMP. /

Lium s 3aceigqylo, Wo HaseaeHa BuLe iHPOPMaLia € ROCTOBIPHOIO Ta To4HOI0. Liio cepito npoaykuii 6yno supobneHo,
BKITIOHAIONM NAKyBaHHA/MAPKYBAHHS, Ta NPOBEAEHO KOHTPONb 1i AKOCTI Ha BULIE3A3HAYEHIN BiNbHUALI Y NOBHIV BiANOBIZHOCTI 3
sumorami GMP, BCTaHOBREHUMIU MICUEBUM PErynaTOPHUM OpPraHoM, a TaKoX BiaNOoBIAHO A0 cneuudikauin, uo MICTATLCA ¥
peecTpauinHoMy A0CbE KpaiHu-imnopTepa, abo y Aocbe cneumdikaui Ha NpenapaT ANs A0CNIAXYBAHOrO NIKAPCbKOro 3acody.
MNpoTtokonu BupobHUUTBA, NaKkyBaHHA Ta aHanisis 6yno nepernsHyTo Ta BCTAHOBNEHO BiANOBIgHICTe GMP.

Release notes / MpumiTkn Ao Bunycky:

Marketing Authorisation number in Ukraine / PeectpauinHe Mocsiguerns B Ykpaini: UA/4464/01/01
Dosage form: solution for injection 500 mg/4 ml / Nikapcoka dopma: posunH Ans iH'ekuin, 500 mr/4 mn
Package size/type: 4 ml in ampoule; 5 ampoules in carton box/

Bug i posmip ynakosku: no 4 Mn B aMmnynax; no 5 amnyn y KapTOHHi# kopobui

Strenght/Potency: 1 ampoule contains 522,5 mg citicoline sodium as 500 mg of citicoline /

Cuna AilfAKTUBHICTB: 1 aMnyna MICTUTb: LUTUKONIHY HaTPIO 522,5 Mr, wo Bignosigae 500 mr uuTUKONIHY
Manufacturer: Ferrer Internacional, S.A. / Bupo6ruk: ®eppep IHTepHadionans, C.A.

License number / Homep niueHsii supobHuka: MIA-0183

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

Appeca supobHu4oi ginsHuui: Jxoan byckanna, 1-9, CanT-Kyrat-gene-Bannec, 08173 Bapcenona
Country of origin: Spain / Kpaina-eupo6Huk: Icnauis

Qualified Person/
YnosrosaxeHa ocoba
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