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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

Page 2 of 2/CtopiHka 2 i3 2
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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

iHka 1131

biterrn 0O
Ot 407




npos. Can'nn‘mol Haaii, 3, m.Knis, 02099 tcnlg{)axc (944) 363-06-50

E-mail: dis.ko@dls.gov.ua, Kon EAPHIOY 37078774

BHCHOBOK
Npo AKiCTL BBe3eHOro B YKpaiHy jixapcskoro 3acofy

23.10.2023 Ne 51559/23/10

HEPAKCOH®
(RaifMeHYBaHHS TiKapcbKOro 3aco6y 3CiAHO 3 PeeCTPaRifHUM MOCBIAUCHHAM)
po3unH Aan in'exuiii 500 mr/4 ma, no 4 Ma B aMmnyaax; 5o 5 amnya y Kapronuiii kopobui
(bopma BHIYCKy, J03YBaHHS, U NAKyBaHHA NKAapChkoro 3acoby)

Howmep peectpauiiinoro nocsixuenns UA/4464/01/01 crpox aii beecrpauii'moro noceiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne TO01U3 KinbkicTb BBE3€HOrO MiKapchkoro 3acoby 16935

BHpoGHHK Deppep InrepHauionans, C.A., Icnanis
(HafiMeHyBaHHA BUPOOHNKA ;TIKAPCLKOTO 3ac00Y, KPaiHa MOXOMKEHHS)

Baeieno 8 Yipainy ToBapucrBo 3 06mexkenolo BianoBizansnictio "TAKEJIA

VKPATHA", inent. xon: 35849505
(saitMenyBanHs T2 koJ 33 €/IPTIOY ropugmaHoi ocobu aGo npissHute, iM's, no 6aTekOBI PizUaHOI

0c06H - MAMPHEMLA, Tl MiCHC NPOXHBAHHA TA PEECTPaLiHMI HOMCP 06/1iK0OBOT KAPTKH MIATHHKA
nojarkis abo cepid Ta Homep macrnopra)

IpoToxoa Bizyanuuoro koutposo ein 20.10.2023 Ne 3323/4.

3a pe3ynsTaTaMu [JCPKABHOrO KOHTPOMIO BCTAHOBMEHO, WIO JiKapchkuit 3aci® BBezeHo B Vkpainy 3

ROTPHMAHHAM BuMOr 3aKOHOAABCTBA MO0 3a6e3neYeHHA AKOCTi NiKapChKUX 3aC06iB.

Ipuna [TAJIAMAP

3acTynHHK na%@&uﬁﬁk N

(nocazosa of ,‘ll’m (ininiam Ta npizanie)
&5 5o
vl. g :'." 1 L A
e ;.,;,3',3
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" fe rref Ferrer Intemacional SA.

Joan Buscalta -9
08173 Sant Cugat del Valles
Barcelona - Espafia / Spain

Certificate of analysis /
Ceptudikar aHanisy

| Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5 ampoules in carton box /
| NpoayxT: Liepakcox®, po3uuH ans iK'exuin, 500 mr/4 mn no 4 mn B amnynax; rno 5 amnyn y KapToHHin kopobui

Code / Koa: 1301031 Batch / Cepis: TOO1U3

Amount / Poawmip cepii: 16935,000 UN Manufacturing date / lata supobHuursa: 02-06-2023
Semi finished batch / Expiry date / Tepmin npuaatHocTi: 06-2026

Cepin HepoadacosaHoro npoaykTy: 2044303 T001U3

Components / Moxasnnuxu Result / Peaynsrar Requil nts / Cn i
Appearance / Transparent liquid colourless particles free /
Onuc PASS / Bignosigae Mpo3opuin 6e36apsHuiA PO3UKH, BINbHWA BIA BUANMKX
4acrok

Extractable volume / 43 >=4.0 (mt)/
O6'em, IO BUTAracTLCA 2 40mn
pH 6.7 65-7.1/65-171
Sub-visibles particles/ PASS / Bignosigae Complies Eur. Ph/
MexaHiuHi BKNIQHEHHR. BMiCT HEeSMOUMUX YACTOK MAE BIANOBIRATH BuMOram €ap.
HEBUANMI 4acTKn ®dapm.
IDENTIFICATION /
{aenTndikauin .
Citicoline Identification (HPLC)/  pASS / Bignosigae Must comply with requirements /

) MosuKHi SIANOBIAATH BUMOram
Uwntukonix (BEPX) Must /
Citicoline Identification (UV) / PASS / Bignosigac A °H°i"'.’" with requirements
Unmuxonin (Y®-cnextpogoTomeTpis) SYPIORETH.BUMOEM

iticoli H /
;SSA'Y Citicoline (HPLC) 100.7 95.0 - 105.0 (%)
INbLKICHE BU3HAYEHHN 95.0 — 1050 %
Untukonin (BEPX) ' 4
RELATED SUBSTANCES (HPLC)/
BuanauenHa gomiwox (BEPX) A ET TS
/ s
UOP Choline 046 <= 1.0 (%)/ :
UDP-xonin
5'-CMP $1.0%
. . <0.05 <=02(%)/s02%
Any other impurity / <=0.2 (%
Byab-sxa iHWwa aomiluka <0.05 (%)
i “ $0.2%
Total impurities / <=2.0 (%)/
Cyma 8cix aoMiwok 046 $20% . )
Analysis date / [lata anamiay: 29-08-2023 Specification / Cneundixauin: 2044303 CERAXON 500 INY %} ’
Status / Cratyc APPROVED/ 1301031 CERAXON SO0MG UCRANIA
3ATBEPDKEHO

Quality ControV \ 2

KOHTONL AKOCTI - - S Page 1 of 2/Cropinxa 1i32
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" Fe rref Ferer Internacional S A.

Joan Buscafla 19
08173 Sant Cugat del Valles
Barcelona - Espafia / Spain

CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/
CEPTU®IKAT BIANOBIAHOCT! GMP BUNYLWEHOI CEPII

Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5§ ampoules in carton box /
MpoayxT: LiepakcoH®, po3uuH ans iH'ekuin, 500 mr/4 Mn no 4 mn B amnynax; no 5 aMnyn y KapToHHiW kopobui

Code / Koa: 1301031

Batch / Cepia: TO0O1U3

r

Manufacturing date / [lata supobruurtea: 02-06-2023 | Amount / Po3mip cepii: 16935,000 UN

1 Expiry date / Tepmin npuaatHocri: 06-2026

Release date / flata sunycky: 29-08-2023

CERTIFICATION STATEMENT / 3AAABA NMPO CEPTU®IKALIIO:

| 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. /

LM 51 3aceiauyto, Wwo HaBeaeHa eulie iHopMaLin € AOCTOBIPHOI Ta TouHOI. Lo cepilo npoayxuii 6yno Bupobnexo,
BK/IOMAIOUM NAKYBAHHA/MAPKyBAHHA, Ta NPOBEAEHO KOHTPOMD il IKOCTI Ha BULLE3A3HAYEHIN AINBHULI Y NOBHIA BIANOBIGHOCTI 3
sumoramu GMP, BCTaHOBNEHUMM MICUEBUM PETYNATOPHUM OPraHOM, a TaKOX BIANOBIAHO A0 CNEUNdIKALIIN, WO MICTITLCR y
peecTpauitHoMy AOCLE KpaiHu-imnopTepa, abo y aocke cneundixanik Ha Npenapat AN AOCNIAXYBAHOIO NKAPCHLKOTO 3acoby.
Mporoxonu BupobHKUTBA, NaKyBaHHA Ta aHani3ie Gyno nepernsHyTo Ta BCTaHOBNEHO BiaNoBIiaHICTL GMP.

Release notes / Npumitku fo sunycky:

- Marketing Authorisation number in Ukraine / Peectpauime NocsinuenHn 8 Yipaini: UA/4464/01/01

. Dosage form: solution for injection 500 mg/4 mi / flikapcska popma: po3unH Ans iH'exuin, S00 mr/4 mn
i Package size/type: 4 ml in ampoule; 5 ampoules in carton box/

Bupa i po3mip ynakoskiu: no 4 mn B amiiynax; no 5 amnyn y KapToHHin kKopobui

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

Cwuna Qii/AKTMBHICTL: 1 aMnyna MICTUTL: LUTUKONIKY HaTpilo 522,5 Mr, wo sianosinac 500 Mr UWTUKONIHY
Manufacturer: Ferrer Internacional, S_A. / Bupo6xnk: deppep IHTepHauionans, CA.

License number / Homep niuensii Bupobrnxa: MIA-0183

Manufacturing Authorization number of the laboratory / Homep niuen3ii nabopatopii swpobruka: 2515-E
Manufacturing site: Joan Buscalla, 1-9, Sant Cugat del Valles, 08173 Barcelona /

- Anpeca BupobHuuoi ainbHuui: xoax byckanna, 1-9, CanT-Kyrat-aens-Bannec, 08173 Gapcenona

. Country of origin: Spain / Kpaita-supo6mx: lcnanis

Qualified Person/
=77 7T -YnosHosaxeHa ocoba
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" fe rrer Ferrer Intemacional SA.

Joan Buscalla 1-8
08173 Sant Cugat del Valles
Barcelona - Espadia ' Spain

Certificate of analysis /
Ceéprudpikar aHanisy

. Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5 ampoules in carton box /
 NpoayxT: LiepakcoH®, po3uuH ans iH'ekuin, 500 Mr/4 mn no 4 Mn B aMnynax; no 5 aMnyn y kKapToHHiIA kopobui

Code / Koa: 1301031 Batch / Cepis: TOO1U3
Amount / Poamip cepii: 16935,000 UN Manufacturing date / [lata supobuuyrea: 02-06-2023
Semi finished batch / Expiry date / Tepmin npuaartHocti: 06-2026

Cepin HepoadacosaHoro npoaykty: 2044303 T001U3

Components / Moxaannkm Result / Pesynurar Regqu nts / Cn i

Sterility / PASS / Bignoeigae Sterile /

CrepunsHicTs Mpenapat noausex 6yTu CTEpUNbHUM
Bacterial endotoxins / <5.00 <= 43.7 (EU/ml) /

BakrepianbHi eHQ0TOKCUHN ' <437 OE/Mn

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

MNpumitin Ao eunycky: Llen cepTudikaT AKOCTI Ha cepilo MkapcuLkoro 3acoby Ta axania 6ynu nposegeHi y BIANOBIAHOCTI 3
MEeTOAaMWU KOHTPONIO AKOCTI.

Quality Control / KoHTponb RKOCTi

Jordi Tomé Garcia

Analysis date / lata avaniay _ 29-08-2023 Specification / Cneundixauim: 2044303 GERAXON 500 INY UKR {SEC)

Status / Craryc APPROVED/ 1301031 CERAXON 5088IG UCRANIA
3ATBEPHKEHO . o ;

Quality Contro¥ \ ! e T

KOHTONL AXOCT! <5 Page 2 of 2/Cropivxa 232
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JTEPKABHA CJIIYKBA 3 JIIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIBCBHKIN OBJIACTI
npos. Ceimmmamoi Haxii, 3, m.Knis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JPIIOV 37078774

BHCHOBOK

1po sikicTh BBE3EHOr0 B YKpaiHy Jlikapehkoro 3acody

19.07.2024 Ne 35293/24/10

HEPAKCOH®
(MalMeITyBANIS HKAPCLKOTO 3ac00y 3rIANO 3 peecTPalifHAM TIOCBIAYCHTINM)
po3uM JUKst in' et SO0 mr/4 mir, o 4 MuI B aMIyJIax; o 5 aMiydl y KapTrounii kepoGui
((hopma BUITYCKY, HOIYBAHHA, BY TTAKYBAHHS JHKAPCHKOIQ 3a¢00Y)

Howmep peecrpauiiinoro nocsiguerns UA/4464/01/01 crpox nii peectpauittnoro nocaijuenus 01.01.2099
Cepis nixapeskoro 3aco6y Ne VOOTU3 KinpkicTs BRE3CHOTO TiKapeskoro sacoby 8640

BupoGuix Mdeppep Inrepuamionans, C.A., Ienamis
(HaliMenyBalIA BIPOOHUKA HIKAPCHKOro 3acoBy, Kpalla TOXOKCHIL)

Beesero s Vipaiiy Tosapucreo 3 odmexenoro BixnopinansnicTio "TAKEA
YKPAIHA", incnr. wou: 35849505
(maitvenyruas Ta ko 3a EJPTIOY opuiuioi ocotn ado npissrime, iv'a, o Sarskopi
Qiznuiol 0co6H - HATPHEMI, 1T MICHE TIPOKIBARES Ta peecTpatifunil nomep obiironoi
KapTKH NAATHIKA HOAATKiB afo cepis Ta HOMEp racnopra)

IpoToicon Bisyannbuoro koutpodio sin 15.07.2024 Ne 2047/2.

Ba  pe3ynBTaTAMH  JCpPKABHOTO KOWTPONIO BCTAHOBNCHO, MO JNikapchkui sacid srezemo B Yipainy 3

JOTPHMAHHSAM BUMOI 3AKOHONABCTBA IOA0 3a0e3TC EHIA AKOCTL JIKAPCBKHX 3aC001B.

% : @J/ Bikrop CTEGKIBCHK U

= T (ininigat
#

?Izb&}(paxm Aepy
YME
MHl]l-m

fr @ o Owse  Gep ofroser =



®
a
©
£
]
o
°
<
©
©
T
n
0
o
[
]
3
@
=1
o
hrd
<
@
©
ol
P
n
w
I
S
°
”
N
c
o
S
m
o
3
=
B
=1
©
K
[
Py
c
&
&
@
©
o
@
]
9]
2
o
a

£
a
5
i
]
3
8
3
3
8
8
2
g
8
2
5
i
@
uw
g
8
E]
2
k-
g
g
2
£
&
p
3
€
3
o
2
¢
2
£
£
E3
;
£
8
S
:
8
2
E
&
2
2
H
E
£
2
&
8

Ferrer Internacional S A,

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

Certificate of analysis /

Ceprudcpikat aHaniay

Product: Ceraxon®, solution for injections 500 mg/4 mi, 4 ml in ampoules, 5 ampoules in carton box/
MpogyxT: Uepakcon®, posuuH ans iH'ekuiiid, 500 mr/4 mn no 4 Mn B amnynax; no 5 aMmnyn y kapToHHIN kopobi

Code / Kop: 1301031

Batch / Cepis: VO01U3

Amount / Poswmip cepii: 16842,000 UN

Semi finished batch /

Cepia HepoacpacoBaHoro npoaykry: 2044303 V001U3

Manufacturing date / [JaTa Bupo6HuyTsa: 02-01-2024
Expiry date / Tepmin npupaTtHocrti: 01-2027

Components / [TokazHUKU
Appearance /
Onuc

Result / Peaynbrar

PASS / Bignosigae

Requirements / Cneuudikauia

Transparent liquid colourless particles free /
Mpo3opuit 6e3bapBHUA PO3UUH, BINbHUA Big BUAUMUX
4acToK

Extractable volume / 49 >= 4.0 (ml)/
O0'eM, WO BUTAraeTLCH ' 2 4,0 mMn
pH 6.7 6.5-7.1/65-7,1
Sub-visibles particles/ PASS / Bignosigae Complies Eur. Ph/
MexaHiyHi BKMYEeHHS: BmicT HEBUOMMUX YACTOK MaE BiANOBIAATY BUMOraM €Bp.
HEBUAUMI YaCTKK dapm.
IDENTIFICATION /
laenTudikauis . .

e e e Must comply with requirements /
Cltlcolmle Identification (HPLC)/ PASS / Bignosigae MoBuHHI Biﬁri)ai,qam gMMOI‘aM
U'{A.TMKO.NH (BEP.X.) ; Must comply with requirements /
Citicoline Identification (UV)/ PASS / Bianosigae -
LiuTukonin (Yd-cnekrpogotomeTpis)

— 0,

Lutukoniv (BEPX) 95,0-105,0 %
RELATED SUBSTANCES (HPLC)/
BuaHaueHHa gomiwok (BEPX)
UDP Cho.lme / 0.45 <=1.0 (%)) /
UDP-xoniH
5-CMP =1,0%

" . . <0.05 <=0.2(%)/<02%
Any other impurity / <= 0,2 (%)/
Byab-sika iHwa AoMiLLKa <0.05 1 2’ % °
Total impurities / :_’2 00(%) / /MM

i i e i ""r%»\x
CyMa BeixX AOMILUOK 0.45 <2,0% 2
Analysis date / [laTta ananiay: 22-02-2024 Specification / Cneuudikauis: 2044303 CERAXON 5 ‘)»}NY“{"KR (SEC) 5’ \
Status / CTaryc APPROVED/ 1301031 CERAXON JQMG 6CRAN€/‘§} A
3ATBEPIDKEHO * ( - g&

Quality Control/
Koutonb sxocTi

o . \CERTI DIKATIB S



f @ﬂ' @f Fermer Internacional S.A,

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

Certificate of analysis /
CepTudikar aHaniay

Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5 ampoules in carton box/
MpoaykT: LiepakcoH®, posvuH ans in'ekyii, 500 Mr/4 mn no 4 mn B amnynax; no 5 amnyn y KapTokHilh kopobui

Code / Kog: 1301031 Batch / Cepisa: VO0O1U3
Amount / Poamip cepii: 16842,000 UN Manufacturing date / [lata Bupobruuraa: 02-01-2024
Semi finished batch / Expiry date / TepmiH npuaarHocri: 01-2027

Cepisa HepoadacosaHoro npoaykty: 2044303 V001U3
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Components / [oka3Huku Result / Pesynbrar Reguirements / Cneuunddikauis
Sterility/ PASS / Bianosigae Sterile /

CTepunbHicTb MpenapaTt noBUHeH BYTI CTepUnLHUM
Bacterial endotoxins / <5.00 <=43.7 (EU/ml)/

BakrepianbHi eHaoTOKCUHN ’ < 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

MpumiTkn go Bunycky: Llel cepTudikaT skocTi Ha cepito nikapcbkoro 3acoBy Ta axania 6ynu npoBegeHi y BiANoBiAHOCTI 3
MeTOAaMU KOHTPOIIO SIKOCTI.

Quality Control / KonTponb sikocTi

Jordi Tomé Garcia

Analysis date / faTa ananiay: 22.02-2024 Specification / Cneuudikauis: 2044303 CERAXON 500 INY UKR (SEC)

Status / Craryc APPROVED/ 1301031 CERAXON 500MG %gﬁﬁi”i"’*“\\%\
SATBEPIKEHO AN THESN

D Hiy

Quality Control/
KoxTons skocTi
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f@ ‘T e{ Ferer Internacional S.A.

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

CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/
CEPTU®IKAT BIAMOBIAHOCT! GMP BUMNYLEHOI CEPIT

Product: Ceraxon®, solution for injections 500 mg/4 ml, 4 ml in ampoules, 5 ampoules in carton box /
MpoaykT: LiepakcoH®, po3uvH ans iH'ekii, 500 mr/4 mn no 4 mn B amnynax; no 5 amnyn y kapToHHil kopobui

Code / Kog: 1301031

Batch / Cepis: VO01U3

Manufacturing date / Jata supobHuutea: 02-01-2024 | Amount / Poamip cepii: 16842,000 UN

Expiry date / TepmiH npugatHocTi: 01-2027

Release date / [lata Bunycky: 23-02-2024

' CERTIFICATION STATEMENT / 3AAABA PO CEPTUGIKALIFO:

| 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 5 saceigqyto, Wo HaBedeHa BUlle iH(hopMaUis € [OCTOBIPHOW Ta TouHo. Lito cepito npoaykuii 6yno supobnewo,
BKITHOMEI04Y NaKyBaHHA/MapKyBaHHS, Ta NPOBEAeHO KOHTPONb 1 AKOCT Ha BULLIe3a3HaueHilk AinbHULI Y NOBHIRA BignosiaHocTi 3
BuMoramm GMP, BcTaHOBNEHUMU MiCLIEBUM PErynsiTOpHUM OpraHom, a Takox BiAnoBiAHO Ao cneuudikauii, wo MictaTecs y
peecTpaLiiiHoMy [ocke KpaiHu-iMnopTepa, aBo y focke cnelmdikalliil Ha NpenapaT 4s [ocniaxysaHoro nikapcbkoro sacoby.

MpoTokonu BUpoBHULTBA, NakyBaHHs Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBNEHO BiANoBigHicTs GMP.

Release notes / [MpumiTk go BUNYCKY:

Marketing Authorisation number in Ukraine / Peectpauiiiie MocsigyerHs B Ykpaii: UA/4464/01/01
Dosage form: solution for injection 500 mg/4 ml / Nikapcbka chopma: posunH Ans iH'ekuii, 500 Mr/4 Mn
Package size/type: 4 ml in ampoule; 5 ampoules in carton box/

Bua i poamip ynakosku: no 4 Ma B aMnynax; no 5 aMmnyn y KapToHHii kopobli

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

Cuna gii/AKTUBHICTb: 1 amnyna MICTUTb: LIMTUKONIHY HaTpio 522,5 Mr, Wo Bignosigae 500 Mr uuTUKONIKY
Manufacturer: Ferrer Internacional, S.A. / BupoGruk: ®eppep IHTepHauioHans, C.A.

License number / Homep niueHaii supobruka: MIA-0183

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

Appeca BupobHuuoi ginsHUui: [brkoak Byckanna, 1-9, CanT-KyraT-nens-Bannec, 08173 Bapcenoxa
Country of origin: Spain / KpaiHa-supobHuk: lcnanis

Qualified Pers gjm“\
YnOBHoaa}KM‘ag&}\
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