JIEPY)KABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. Caitnuuuoi Hazii, 3, w.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHUCHOBOK
npo AKicTbL BBE3eHOro B YxpaiHy JiKapcbKOro 3aco0y

30.08.2024 Ne 42385/24/10

IEPAKCOH®
(saliMeHyBaHHs TIKAPCHKOTO 3acoBy 3riIHO 3 peccTpailiHHuM FOCBIZMEHHAM)
TabaeTkn, BKPUTI MIiBKOBOIO 0G0JIOHKOI0, MO 500 mr; no 5 Tabaerok y Guicrepi; no 4
GiicTepy B KAPTOHHIHA Kkopobui
(opma BUIYCKY, AO3YBAHHH, BUL naKyBaHHs1 Jikapchbkoro 3aco0y)

Homep peecTpaLifHoro nocBiAueHHs UA/4464/03/01 crpox nii peecTpattifiHOro nocsiAeH s 01.01.2099
Cepis nikapcbkoro 3acoby Ne V003U4 KisbKicTh BBE3EHOFO JTikapchkoro 3acody | 1654

BupoGHUK deppep IHTepHaLioHaND, C.A., IcnaHis
(natiMeHyBaHHs BUPOOHHKA nikapehkoro 3acofy, kpaiia TIOXOKCHHS )

Bsesetio B Yipaiiy ToBapucTBO 3 00MEKEHOI0 ginnosizanbuicrio "TAKEJA
VKPATHA", ineur. xox: 35849505
(naiiMeHyBaHHs TA KOA 38 €JIPTIOY 1opuamtHof ocobn aBo npizsrLe, iM'a, N0 Garbosi (izuunol
0cobu - mianpuemu, 1 Micue NpoXuBaxHs Ta peecrpauiiinnit nHoMep 061iKk0BOT KapTKK MIATHUKA
nonarkis abo cepis Ta HOMEP nacrnopra)

TIpoTOKO Bi3yANLHOTO KOHTPOJIO Bil 26.08.2024 Ne 2519/1.

3a pesynbTaTaMi JIEPAKABHOTO  KOHTPOIIO BCTAHOBJIEHO, IO  JiKapChKHi saci6 BBezeHo B YKpaiHy 3

lIOTpPlMaHHﬂM BUMOT 3aKOHOJABCTBa WOAO 3abesreveHHs sKocTi Jikapebknx 3aco6iB.

P AT
S8 TAKOHTzy

GARHB

Biktop CTEGKIBCHKHUH
T opA AepA

10K YMEH K
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Documento firmado electsdnicamente a través de Signatunt Salutions. S.L.U. ea 17/0772024 06:50:35 U/

Ferrer Internacional S.A.

Joan Buscalia 1-9
08173 Sant Cugat del Vallés
Barcelona - Espafia | Spai

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

Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister; 4 blisters in carton box T
MpopyxT: Liepakcon®, Tabnetku, BKpUTi NAiBKOBOK 0BOMOHKOIO, TIO 500 mr; no 5 TabneTok y 6nicTepi; no 4
EricTepy B KAPTOHHIK kopoBL

Code / Kog: 1302634

Batch / Cepia: V003U4

[ Manufacturing date / [JaTa BupobHuLTBa: 30-04-2024 Amount / Poamip cepil: 11654,000 UN j
Expiry date / TepmiH npuaaTHoCTI: 04-2027
Release date / [lata Bunycky: 10-07-2024
CERTIFICATION STATEMENT / 3AABA MPO CEPTUDIKALIHO: j

i 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. /

Lum s saceiguyto, Lo HaBeAeHa suLle iHthopMaLlis € [OCTOBIPHOIO Ta TOUHO. Lito cepito npogykuii 6yno BupobneHo
(BKIIOHAIOYH naKyearHs/MapkysaHHs) Ta NpoBeAeHo KOHTPOMb Ti IKOCTi Ha BULLe3a3HaveHIN AinsHL Y NOBHIN BIANOBIAHOCTI 3
BUMOraMu GMP, BCTaHOBIEHUMA MICLEBUM PEryNATOpHAM opraHoMm, a Takox BianoBigHO A0 cneundikaLliid, Lo MicTATLEA Y
peecTpauintioMy 4OCkE kpaiHu-imnopTepa, abo y AoCkE cneumdikauii Ha npenapat AnA [ocnimpKyBaHoro Mikapcbkoro 3acoby.
MpoTokosi BUpoBHULTEA, NakyBaKHA Ta ananisis 6yno nepernsHyTo Ta BCTAHOBNEHO signosigHicte GMP.

Release notes / [pumiTku 8O BUMYCKY: j

Marketing Authorisation number in Ukraine / PeecTpauiiiHe noceiadeHHs B YkpaiHi: UA/4464/03/01
Dosage form: film-coated tablets, 500 mg / Jlikapcbka dopma: TaBneTky, BKpUTI NNIBKOBOIO 0BONOHKO, 1O 500 mr
Package size/type: 5 tablets in blister, 4 blisters in carton box /

Bug Ta poamip ynakosku: no 5 Tabnertok y 6nicTepi; no 4 brictepu B KapTOHHil kopobui

Strenght/Potency: 1 tablet contains 522.5 mg Citicoline sodium which is equivalent to 500 mg citicoline /
Cwna aii/AkTuBHiCT:: 1 Tabnetka MictUTh 522,5 Mr UMTUKONIHY HaTpito, WO exBiBaneHTHO 500 Mr UUTUKONIHY
Manufacturer: Ferrer Internacional, S.A. | Bupo6rux: deppep IuTepHauionans, C.A.

License number / Homep niuenail BupoBHuka: MIA-0183

Manufacturing Authorization number of the laboratory / Homep niueHsil nabopatopii BupoBHuka: 251 5-E
Manufacturing site: Joan Buscaila, 1.9, Sant Cugat del Valles, 08173 Barcelona/

Apnpeca BUPOBHUHOTO maiinanuuky: [hkoan Byckanna, 1-9, Canr-Kyrat-nenb-Bannec, 08173 bapcenora

Country of origin: Spain/ Kpaina-supobHuk: Icnanis

QU':/lilfie;"c?’l Perstil o]
ynoag feafiilu

Eduard
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Ferrer Internacional S.A.

Joan Buscalla 1-9
08173 Sant Cugat del Valiés
Barcelona - Espafia / Spai
Certificate of analysis /

Ceptudikat arariay

Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister; 4 blisters in carton box
MpoaykT: LiepakcoH®, TabneTky, BKpWTI NNiBKOBOIO 0GONOHKOM, MO 500 mr: rio 5 TabneTtok y 6nicTepi; no 4 Bnictepu B
KapTOHHi# kopobui

Code / Kog: 1302634 Batch / Cepisi: VO03U4
|
Amount / Poamip cepii:  11654,000 UN Manufacturing date / [lata BupoGHuLTBEa: 30-04-2024
Semi finished batch / Expiry date / TepmiH npuaatHocti:  04-2027
Cepia Hepo3dacoBaHOro NpPoaykTy: 24D1597 2005555
Components / MoxasHWKW Result / Pesynbrar Requirements / Cneuudikauis
Appearance / PASS / Bignoeigae White , oblong film-coated tablets with “C500”
marked /
Onuc Binoro Konbopy, AosracTol hopmu TabneTk, BKPUTI
NNiBkoBolo 0GONOHKO, 3 TUCHEHHAM «C500»
identification / IneHTUdikauis The retention time of the main peak on the
Citicoline identification (HPLC) / ' chromatogram of the test solution must comply
PASS / Bignosigae the retention time of the main peak on the
chromatogram of the standard solution. /
Lutukonid (BEPX) Uac yTpuUMyBaHHs OCHOBHOTO Nnika Ha xpomarorpami

BUNPOBYBAHOIO PO34MHY NOBUHEH signosigartu Yacy
YTPUMYBaHHSA OCHOBHOTO Mika CTaHAaPTHOro PO3YUHY.

Citicoline identification (UV) / Spectrum of the test solution and the standard
. PASS / Bigrosigae solution should be identical to the maximum. /
LinTukonid (Y ®-cnextp) CrekTpu BUApOBYyBaHOro po3HURY i CTaHABPTHOTO

PO3UUHY NOBUHHI BYTY INEHTAYHUMA.

Uniformity of dosage units / Complies Eur. Ph./

OnHopigHicTh A030BAHUX 0AUHUUbL MosuHHa BiANOBIAaTY BUMoram €ap. Papm.
AHOPIAKICTR A AvRAR PASS / Bignosiaae AnosiA p. ®ap

Water (K.F.)/ ‘
ater (K.F.) Not more than 8 (%) /

5
BmicT Boaux He Ginbiue 8 %
Dissolution test/ PASS / Binnosinae Not less than 70% at 30 min/
PoaYuHeHHA He meHwe 70% yepes 30 xB
Assay (HPLC)/ (475.0 — 525.0 mg/tablet) 95.0 — 105.0 (%)
KinbkicHe BuaHaderHs (BEPX) 98.1 1475,0 — 525,0 mr/tabn.) 95,0 — 105,0 (%)
/ R
Analysis date / [lata ananisy: 09-07-2024 Specification / 4302634 CERAXON 500{1G ZQ{COMP "A{”*"@
. Creuucpikallis: 2005555 CERAXON 500?{43 CG)MEgiﬁ?(
Status / CraTyc APPROVED/ B x\” L
3ATBEP/PKEHO - S \\\1 '

Quality Control / %

uality Gontro \\\\

KoHTporb AKocTi
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ferrer

Ferrer Internacional S.A.
Joan Buscalla 1-9
08173 Sant Cugat dei Vallés
Barcelona - Espafia [ Spai
Certificate of analysis /

Ceptudikat aHanisy

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

MpoaykT: LiepakcoH®, TabneTku, BKp
KapTOHHIN kopobui
Code / Ko 1302634

WTi nniBkoBOlo 0B0OHKOW, No 500 Mr; no 5 TabneToky 6nicTepi; no 4 6nictepu B

Batch / Cepin: VOO3U4

Amount / Poamip cepil:
Semi finished batch /

Cepia Hepo3(hacoBaHOro NMPORYKTY:

11654,000 UN

24D1597 2005555

Manufacturing date / Jata BupoGHuLTBa: 30-04-2024
Expiry date / Tepmi npuaaTHoCT:

04-2027

Components / [Toka3HUKU
Related substances (HPLC)/
BuaHayeHHs nomiwok (BEPX)
UDP choline /

UDP-xonix

5 CMP /

5'- CMP

Any other impurity /

Byae Aka iHuwa poMiwka
Total impurities /

CyMa BCiX AOMILLIOK

Microbiological control® /
MikpoBionoriuxa uncrora’
TAMC*

TYMC*

Escherichia coli*

Result / PesynbTar

<0.05
0.09
<0.05

0.09

ASSURED / Bignosifiae
ASSURED / Bianosigae

ASSURED / Bignosipae

Requirements / Crieuudikatlis

Not more than 0.5 (%) /
He 6inblue 0,5 %
Not more than 0.2 (%) /
He 6insiwe 0,2 %
Not more than 0.1 (%) /
He 6inbwe 0,1 %
Not more than 1.0 (%) /
He 6Ginble 1,0 %

<=1 E3 (10%) (CFU/g) /
<=1E3 (10%) KYOIr

<=1 E2 (10%) (CFU/g)/
<=1E2 (10?) KYOIr
Absence in 1 g sample /
BincyTHicTe B 1T

1Test is done at the begining and at the end shelf life by sampling method /
1 TeCT NPOBOAUTLCS HA NOYATKY Ta B KiHUi TepMiHy 36epiraHHs, arigHO 3 MeToAOM BUBIPKOBOTO KOHTPOTIO.

Release notes: This is a batch quality certificate for medical produc
control methods / Mpumitkn Ao sunycky: Lied cepTudikaT sikocTi Ha cep

t and the analysis has been done according to quality
ito nikapcbkoro aacoBy Ta aHanisy Bynu nposeaeHi y

BiNOBIAHOCTI 3 METOAAMU KOHTPOITIO AKOCTI.

Assay (HPLC): The result for this test is always calculated in (%) / KinbkicHe BU3Ha4eHHA (BEPX): PesynsTar Ans
LIbOFO TECTY 3aBXAN PO3PAXOBYETECA Y (%) ‘

* Guaranteed by methods and procedures /* FapaHTOBaHO MeToAaMu Ta NpoLeaypamu

Quality Control / KoHtponb AKOCTI

Jordi Tomé Garcia PAAIRY.
R
1'75 0 NG
Analysis date / laTa ananiay: 09-07-2024 Specification / 1302634 CERAXON 500!\;3;’(&;20.«.-(/'{OMP U‘KR‘ A
Cneuudikauis: 2005655 CERAXON 50006 comp RECG.UA
Status / Cratyc APPROVED/ K . :’pg‘;wgg; AR
3ATBEPIPKEHO

Quality Control/
KOHTpOns SIKOCTI




