AEPKABHA CIYXKBA 3 JIKAPCBKIX BACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIHY OBJIACTI

npos. Ceitanunol Haaii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dis.ko@adls.gov.ua, Kog €IPITOY 37078774

BUCHOBOK
Opo AKICTh BBE3EHOT0 B YKpaiHy JHKAPCHKOro 3acody

19.02.2025 Ne 6154/25/10

IIEPAKCOH®

(naiiMenyBsaiug MKapeLKoro 33coBy IriAta 2 peecTpariiiHIM FOCBINICHHAN)
Ta0JeTKH, BKPHTI IAIBKOBOIO 00010KK0M0, 110 500 Mr; to 5 TaGaerok y 6aicrepi; no 4
@aicrepu B KapToHHiH Ropobui

(Gbopma BINYCKy, J03YBaHNA, B TEKYBAHES AiKapchRoro 3acoby)
Honep peectpaniiinoro nocsinuenns UA/4464/03/01 crpox il peecrpaniiinoro nocsingerns 01.01.2099
Cepia aixapesxoro sacoby Ne V04U4 Kinbkicts BBe3eHOrO Nikapcrkoro sacoby 3000

Bnpobuuk Deppep JuTepHartionans, C.A., [cniagis

{uaiiMenyRani BIIPoOHIKE iKApPCEKOTD 3acnby, Xpaiua ToXeLECHHE}

Baeseno 8 Yrpainy Cninene ykpalncbK0~€CTOHChKE NIANPHEMCTED ¥ hopai TOBAPHCTEA
3 o0MesKen 010 BignoBigaasnicro "Ourima-®apm, JITA", ixeur. xox:
21642228

{(natimenysannua Ta ko 32 CAPTIOY wpranunoi ocolu abo mpizeiume, in'a, no Garsraei hiznanol
cco - ipnpnemud, T siclle Npondsanng Ta peecTpaniitnnit Homep ofnikosoi KAPTKH NIATHIIK
nopatkis abc cepia Ta KoMEp macnapia)

Hporoxon sisyaasuoro koutpoaio six 14.02.2025 Ne (0408/26.

3a pe3yARTATAMH OEPAEBHOTO KOHTPONIO BCTAHOBJIEHO, [0 AIKAapehbiumit 3acid  pReseHo B YKpaiHy 3
HOTPHMAHHSIM sivor 3aK0HOJIBCTRA 100 3abe3nenenns 2KOCTI MiKapChKiix 3acobis.
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a: 29ecSfle-dega-4

ID Proceso de firma electronica avanzad
Documenta firmado electronicomente 3 través de

Fe ffef Ferrer Internacional S A.

Joan Buscalla 1-9
08173 Sant Cugat del Valiés
Barcelona - Espaiia / Spai

CERTIFICATE OF RELEASE AND GMP
COMPLIANCE /
CEPTUGIKAT BID,I'\OBIHHOCTI GMP
BUMYLEHOI CEPII
Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister; 4 blist
MpoAaykT: LiepakcoH®, taBneTky, BKpUTI NNIBKOBOK o6onoHkoto, o 500 mr; no 5 tabneTok y 6nictepi; No 4
GricTepy B KAPTOHHIN xopobui
Code / Koa: 1302634

ers in carton box

Batch / Cepisi: V004U4

Manufacturing date / JaTa BUpOOHULTBE! 25-07-2024 Amount / Poamip cepiit 11519.000 UN

Expiry date / TepmiH npuaaTHoCT: 07-2027
13-11-2024

Release date / [lata BUNYCKY:

CERTIFICATION STATEMENT / 3AABA PO CEPTUOIKALIKO:
| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/|abeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Reguiatory Authority and with the specification in the Marketing Authorisation of the
importing country or product specification file for Investigational Medical Products. The batch processing, packading
and analysis records were reviewed and found to be compliance with GMP. /

Lum a1 3aceifuyio, Wo HasefeHa BuLe iHcpopmallis € [OCTOBIPHOLO T TOHHO. Lo cepito npogaykuii 6yno BuUpoBneHo
(BrMIOHBI0HM ﬂaKyBaHHﬂ/MapKyBaHHﬂ)Ta npoBeAeHo KOHTPOIie i akocTi Ha BLLe3a3HaqeHil AinbHUL Y NOBHIf signosigHocTi 3
sumoramut GMP, BCTaHOBMEHUMU MiCLIeBUM PEryNATOPHUM OpraHoMm, a TaKox BiAnosiAHoO A0 cneuudikalii, Wo MICTATHCA Y
peecTpaliiHoMy A0CbE KpaiHu-imnopTepa, abo y AOChE cneundikauivi Ha npenapat Ana LOCNIoKYyBaHOIO nikapcbKkoro sacoby.
MpoTokomm BUpOBHULTEA, NakyBaHHA Ta ananiais 6yno nepernayyTo Ta BCTaHOBNEHO BIANOBIAHICTL GMP.

Release notes / NPUMITKA A0 BUTYCKY:

Marketing Authorisation number in Ukraine / PeecTpaliifite NoceiaqeHHs B YrpaiHi: UA/4464/03/01
Dosage form: film-coated tablets, 500 mg | Nikapcbka opma: rabneTky, BKpUTI NNiBKOBOIO oBonoHkoo, no 500 Mr
package sizeltype: 5 tablets in blister, 4 blisters in carton box /

By Ta PO3MIp yrakosku: no 5 taBneTok y Brictepi; no 4 GricTepu B KAPTOHHIN kopobui

Strenght/Potency: 1 tablet contains 522.5 mg Citicoline sodium which is equivalent to 500 mg citicoline /
Cuna Aii/AKTUBHICTb! 1 TabneTka MicTUTb 522,5 Mr LUMTUKONIHY HaTpito, Wo ekgisaneHTHo 500 Mr UUTUKONIHY
Manufacturer: Ferrer Internacional, S.A./ BupobHrvik: Peppep |HTepHaujoHanb, C.A.

License number / Homep nitleHail BupoBruka: MIA-0183

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

Afpeca BUpoBHNHOrO Maipanuvky: Ixoar Byckanna, 1.9, CanT-Kyrar-gens-Bannec, 08173 Bapcenoxa

Country of origin: Spain / KpaiHa-BupoSHK: Icnadis

Qualified Person/
VrosHosaxeHa ocoba
Alex Ferrer Liagostera

13/11/2024

Page 1 of 1/CTopiHka 1i31
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Ferrer Internacional S A,

Joan Buscalla 1-9

08173 Sant Cugat del Valigs

Barcelona - Espafia / Spai
Certificate of analysis /

Ceptudirar aHaniay

KapTOHHiIl kopobuj
Code / Kog: 1302634

Product: Ceraxon®, film-coated tablets, 500 mgq; 5 tablets in a blister; 4 blisters in carton box
Mpopyxkr: Lepakcon®, TabneTku, BKpUTi nniskosoko oBornokkoto, no 500 Mr;, no 5 Tabnetok y BnicTepi; no 4 Bnicrepu B

Batch / Cepis: V004U4

ID Proceso de firma electrénica avanzada: e2cf7fac-c
<umento firmado elect-énicamente 3 través de Signaturit Solutions,

Do

Amount / Poamip cepii: 11519,000 UN Manufacturing date / Jata BUpoGHUMUTBA: 25-07-2024

Semi finished batch /

Cepis Hepoaacosanoro NpoaykTy: 24F2879 2005555

Expiry date / Tepmin apugatHocTi:  07-2027

Components / NokaszHuku
Appearance /

Onuc

Identification / lneHTUdIKayis
Citicoline identification (HPLC)/

Untukonin (BEPX)

Citicoline identification (Uv)/

Uutvkonin (Y®-cnekrp)

Uniformity of dosage units /
OnHopigHicTs fo308aHUX oAUHULbB

Result / PeayribTaTt Requirements / Cneuundikayis

PASS / Bigrosinae White , oblong film-coated tablets with “C500”
marked /
Binoro konsopy, gosracroi thopmu TabneTky, BKPATI
NNiBKOBOH 0BOSIOHKOIO, 3 TUGHEHHSM «C500»

The retention time of the main peak on the

chromatogram of the test solution must comply
PASS / Binnosinae the retention time of the main peak on the

chromatogram of the standard solution. /

Hac yTpumysamHs ocHosHoro nika Ha XpomaTorpami

BUnNpobysaHoro PO34uHY noBuHeH signosigatu Yacy

YTPUMYBaHHsS OCHOBHOrG nika CTaHAAPTHOIO PO3UUHY.

Spectrum of the test solution and the standard

PASS / Bignosigae solution should be identical to the maximum. /
CnexTpu BUnpob6ysaroro PO34UHy i cTaHaapTHoro
PO34MHY NOBUHHI ByTu ineHTUYHUMY,

Compilies Eur. Ph, /
MoBuHHa BiAnoBigaTh BUMoram €8p. dapwm,

PASS / Bignosinae
Water (KF.) / 5 Not more than 8 (%) /
BwicT sBogu He 6GinbLue 8 %
Dissolution test / PASS / Bianosinae Not less than 70% at 30 min /
PosunHenHs He menwe 70% yepes 30 xB
Assay (HPLC)/ (475.0 - 525.0 mg/tablet) 95.0 - 105.0 (%)
KinekicHe susHaueHHs (BEPX) 97.0 (475,0 ~ 525,0 Mr/Tabn.) 95,0 — 105,0 (%)
Analysis date / [lata adaniay: 05-11-2024 Specification / 1302634 CERAXON 500MG 20 COMP UKR

Creundpikauis: 2005555 CERAXON 500MG COMP REC UA

Status / Ctatyc APPROVED/

3ATBEPDKEHO

Quality Contro} /
KoHTporne skocTi

Page 1 of 2/Cropitka 1 i3 2
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08173 Sant Cugat del Vallés
Barcelona - Espafia / Spai
Certificate of analysis /

CepTudikaT aHaniay
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Product: Ceraxon®, film-coated tablets, 500 mg; 5 tablets in a blister; 4 blisters in carton box
MpoaykT: LiepakcoH®, TabneTku, BKpUTI NIiBKOBOK 0BOMNOHKOL, MO 500 mr; no 5 Tabnetok y 6nicTepi; no 4 Brictepy B
KapTOHHIl Kopobui
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Code / Koa: 1302634 Batch / Cepia: V0O04U4 J
Amount / Poamip cepii: 11519,000 UN Manufacturing date / [lata BUpobHULTBA: 25-07-2024
Semi finished batch / Expiry date / TepmiH npuaatHocti:  07-2027

Cepis HepoadacoBaHOro NpoAyKTy: 24F2879 2005555

Components / lokasHUKN Result / Pesynbrar Regquirements / Cneuudikauis
Related substances (HPLC)/

BuaHaueHHs Aomituok (BEPX)

ID Proceso de firma electrénica avanzada: e2cf7fa
Documento Brmado electronicamente a través de Signatunt Selutions, S.L.U. er 13/11/2024 09:53

UDP choline / Not more than 0.5 (%) /

UDP-xoniH <0.05 He 6Ginblue 0,5 %

5 CMP/ Not more than 0.2 (%) /

5'- CMP <0.05 He 6inblwe 0,2 %

Any other impurity / Not more than 0.1 (%) /

Byab sika iHWwa fomiwka <0.05 He Ginbwe 0,1 %

Total impurities / <0.05 Not more than 1.0 (%) /

CyMa BCiX [OMILLOK ’ He Ginowe 1,0 %

Microbiological control' /

MikpoGionoriuHa uuctota’

TAMC* ASSURED / Bignosinae <=1 E3 (10%) (CFU/g) /
<=1E3 (10%) KYO/r

TYMC* ASSURED / Binnosinae <=1 E2 (10%) (CFU/g) /
<=1E2 (102) KYO/r

Escherichia coli* ASSURED / Bignosinae Absence in 1 g sample /

BigcytHicTe B 11

1Test is done at the begining and at the end shelf life by sampling method /
1 TecT NPOBOAUTLCA HA NOYATKY Ta B KiHUi TepMiHy aBepiraHHs, 3rifHO 3 METOAOM BUBIPKOBOTO KOHTPOIIO.

Release notes: This is a batch quality certificate for medical product and the analysis has been done according to quality
control methods / MpumiTki Ao Bunycky: Liew cepTudikaT sikocTi Ha cepiio nikapcekoro 3acoBy Ta aHanisy 6ynu nposeaeHi y
sinnosigHocTi 3 METOAAMU KOHTPONIO AKOCTI.

Assay (HPLCY): The result for this test is always calculated in (%) / KinbkicHe Bu3HaveHHs (BEPX): Pesynerar Ana
LIbOr0 TECTY 3aBX/n PO3PaXOBYETLCR Y (%)

* Guaranteed by methods and procedures /* FapaHTOBaHO MeTofiamMu Ta npouedypamu

Quality Control / KoHTpons SKOCT]
Jordi Tomé Garcia

Analysis date / [lata aHaniay: 05-11-2024 Specification / 1302634 CERAXON 500MG 20 COMP UKR
Creuudikauis: 2005555 CERAXON 500MG COMP REC UA
Status / Cratyc APPROVED/
3ATBEPIKEHO

Quality Control /
KoHTpOnb SIKOCTI

Page 2 of 2/Cvopitka 2 i3 2
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