JEPYIIIKCIYIKBA VKPATEU
AEPIKABHA CJIYIKBA 3 JUKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMM Y KUIBCHKIN OBJACTI

npocnext Banepia JloGanoscrkoro, 51, M. Kuis, 03110, Ten/paxe: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kog €TPTIOV 37078774

BUCHOBOK
PO SIKiCTH BrezeHore B Ykpainy Jikapeskoro 3acoby

21.08.2020 ' Ne 41031/20/16

LIEPAKCOH®

(raiimenypanns nikapebxoro 3acoby 3rimuo 2 peectpamiiinnM MOCBIZUEHHAM)
POIDAH A5 MEPOPAALHOro 3acTocyBanHsT, 100 mr/va mo 10 ma y came; o 10 camre (1x10) B
KapToHRHIA Kopohui

{Jopma BHITYCKY, I03YBaHAR, B MAKYBAHHA JKapCLKOro 3acoby)
Howmep peectpauiiftioro nocsinuenns UJA/4464/02/01 crpox nii peectpaniitnoro nocsiguerms 06.04.2021
Cepia mikapcskoro aacoby Ne POO2U6 KinrxicTs presetioro nikapeskoro sacoly §937

Bupo6rnk Deppep Inrepuartionans, C.A., Icnagis

(nafimenyranss BupobHEKa ikapcpkoro 3acoby, kpaina HOXOfIKEHH )

Baesero B Vpainy Tosapucrio 3 obmesxenoo Binnosinannnicrio "TAKETA
YEKPAIHA", ineur. xoa: 35849505

(naiiMenyBasns Ta koxsa €JPIIOY wopuaranot ocotv alo npispuLLe, ML, M0 GaTbkCB (piznunoi
ocoly - niAnpHeMIl, ¥ Micue NPOXKHBARHS TA peceTparl ik noMep 007iK0BOT KAPTKY NIATIHKA
nojiatxis aGo cepis Ta nomMep nacuopta)

Ilporoxoa sisyansuoro kontpomo ein 17.08.2020 X 2597/1.

32 pesyInTATAMM [IEPKABHOTO KOHTPOMI BCTAHOBIGHO, LIO nikapewkuii  3aciG  BBezewo B Vepainy 3

AOTPHMAIHAM BiMOr 3aK0HOAABCTRA 100 3a0e3[IEYeHHS TKOCTI JKapChKHX 3ac06iB.
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Ferver Internacional S.A.
Joan Buscalia 1-9
08173 Sant Cugal del Vallés
Barcelora - Espaiia f Spain

CERTIFICATE OF RELEASE AND GMP

COMPLIANCE/
CEPTU®KWKAT COOTBEPCTBUA GMP
BbINYLEHHOW CEPUX

Product: Ceraxon®, solution for oral use 100 mg/ml, 10 ml in sachets Ne10 /
TNpogykr: Liepakcon®, pacTeop AN\ nepopansHoro npuMeHdeHns, 100 mr/mn no 10 mn B cawe No10

Code /Kog: 1302670

Batch / Cepus: PDO2UB

Manufacturing date / [lata nponasoactsa: 07/05/2020 Delivery / HaknagHas: 0000033197

Expiry date / Crpox roguoctu: g5/2023 Amount / PaaMep cepuu: 8837,000 UN

Release date / [lata sunycka:  19/06/2020

CERTIFICATION STATEMENT / 3AABIEHWE O CEPTU®UKALIMHA:

I hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured,
including packaging/iabeling 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. /

O1nm NoATEEPHAAI0, YTO BbIWEYKAaHHas uHIOPMALMA ABRAETCA LOCTOEEPHON W TO4HON. [laHHaR cepra NpoRyKyun
npoulseseHs (BKNIOYAR YNakoBKY/MapPKMPOBKY) U IPOBEABH KOHTPONL €& KaUerTBa Ha YKa3aHHOM YHACTKE B NONHOM
COOTBETCTBUM ¢ TpeGosanuaMu GMP, yCTaHOBNEHHLIMY MECTHBIM PEMYRRTOPHLIM OPraHoM, 8 TAKKE B COOTBETCTEMH CO
cneludurkalyuei, COAEpKaLERca B PEIMCTPaLMOHRKOM J0Che CTPaHbLI-UMMOPTEPA UNK B 0Cke cneluukauuin Ha npenapar
AN NCCNEAYEMOTD NEKaPCTEEHHOIC CPeACTEA. l’lporoxonbu NIpOKU3BOATTBA, YNRKOBKM U aHanusa Obinu nepecMoTpeHs! 1
YCTaHOBNEHC cooTreTcTaue GMP.

Release notes / ﬁpumeqarmn K BbITYCKY:

Marketing Authorisation number in Ukraine / Peructpatunnoe Ceupetenscrao 8 Yepaure: UA/A464/02/01

Dosage form: solution for oral use, 100 mg/ml/ Nekapcreenkan thopma: pacTsop ANs nepopansHoro npumeHexns, 100
Mr/Mn

Package size/type: 10 ml in sachet, 10 sachets (1x10) in carton box/

Bua v pasmep ynakosku: no 10 mn B cawe, nc 10 cawe (1x10) & xkapTOHHOR kopobke

Strenght/Potency: 1 ml solution contains 104.5 mg citicoline sedium as 100 mg of citicoline /

Cuna AehcTBrs/AKTUBHOCTB: 1 MII PACTEOPA COMEPHUT: LKTUKONUKE HaTpus 104,5 Mr, uTo cooTaeTcTRyeT 100 Mr
LUUTHKOMMHE

Manuiacturer: Ferrer Internacional, S.A. / Mpounasogutens: Geppep UHTepHauuonans, C.A.

License number / Homep nuuensuu npouseogutens: MIA-0183

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

Azapec nponssogcTeerHol nnowanku: [xoan Byckanna, 1-9, CauT-KyraT-nens-Bannec, 08173 BapcencHa
Country of origin: Spain / Crpana- nponssogutens: cnanns

Qualified Person/
YOMHOMOYEHHOE NMLIC

F. Javier Texidd

6&’ Qo 3451 /7’




gﬁ‘ feﬂ'ef Ferrer Internacionat S.A.

Joan Buscalld 1-8
08173 Sant Cugat del Vallés
Barcelana - Espafia / Spain
Certificate of analysis /
CeptuchukaTt aHanuaa

Product: Ceraxon®, solution for oral use 100 mg/ml, 10 ml in sachets Ne10 /
MpoayxT: Llepakcon®, pacTBop Ans NepopansHoro npiMerenus, 100 mr/mn no 10 mMn B cawe Ne10

Code / Koa: 1302670 Batch / Cepua: poo2uU6
Amount / Pazmep cepuu: 8937,000 UN Manufacturing date / flata npoussogctsa:  07/05/2020
Delivery / HaknagHasa: 0000033197 Expiry date / Cpok ropHocTy:  05/2023

Semi finished batch /
Cepus HepacacoBaHHOTO NPoAyKTa: 2044756 000249

Components / MNokazatenu Result / Pesynetat Requirements / Cneundumkauuys

Appearance / PASS / CooTaeTcTeyeT Transparent and coloriess liquid/

Onucanue GecuseTHan nNpo3payran KUOKOCTh

pH 6.0 - 5.8=6.1

Tighiness / PASS / CoovseTcTeyeT Tight/

TepMeTUYHOCTL YNaKoBKK HenpoHnuuaeman

Identification ORA-01403: No se ha encontrado ning?rldworetention time of the main peak on the

Citicoline (HPLC)/ chromatogram of the test solution must comply
the retention time of the standard solution /

YaexTudmkaums r Bpems yaepRUBaHWA OCHOBHOTO NMUKa Ha

Lmrukonud (B3XKX) ¥poMaTorpaMMe UCTLITYEMOFO PACTBOPA AOMMKHO

COOTBETCTBOEATE S8pPEMEHU YAeDKUBaHNA CCHOBHOM
NWKa Ha XpomaTorpaMmMe CTaHAapTHOro pacTteopa. -

Identification ORA-01403: No se ha encontrado ning?ridiét§pectrum obtained for the main peaks in the

Citicaline (HPLC/DAD)/ chromatograms of the test solution and the
standard solution should coincide /

Waentvhrrauus Yd-cnekTpel, NoNyYeHHbIE 4R CCHOBHbLIX MNMKOB Ha

Livruronud (BAXCK/AMO) XPOM3TOrPaMMax UCNBITYEMOro 1 CTaHAAPTHOTC
pacTBOPOB, ACMKHbLI COBNAAATL

Preservatives assay (HPLC) / 90.0 ~110.0 (%) /

KonuuecTeerHoe onpeaeneniue 90,0 -110,0 %

KoHcepBahToB (B3XKX) .

Methylparaben (Nipagin) / 93.7 1.45 (mg/ml) (1.305 — 1.595 (mg/ml}}/

MetunnaparuppokcuBeHsoaT : 1,45 mr/mn (1,305 — 1,595 mr/mn)

{(Hunarua)

Propyiparaben {Nipazol) / 100.4 0.250 {(mg/ml) (0.225 - 0.275 (mg/ml}} /

Mponunnaparapokcrbersoar 0,250 mr/mn {0,225 — 0,275 tarimn)

(Hunazon)

Potassium sorbate / 102.0 3.00 {(mg/ml) (2.700 — 3.300 (mg/mi)) /

Kanusa copBat 3,00 mr/mn (2,700 — 3,300 mr/mn)

Assay (HPLC)? 895.0 ~105.0 (%) /

KonuuecTeeHloe onpeaencHue 95,0 —-105,0%

{BIXKX)?

Sodium Citicoline / 101.4 104.5 (mg/mi)? (99.3 — 109.7 (mg/ml)) /

LivTukonuHa Hatpus ‘ 104,5 mr/mn? (99,3 — 109,7 mifmn)

Analysis date / [laTa ananusa: 19.05,2020 Specification / Cneuuipurkayua: i

Status / Cratyc APPROVED/

YTBEPPKEHHO

Quality Cantrol
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Ferrer Inlernacional 5.4,
Joan Buscalla 1-9

08173 Sant Cugat del Vallds
Barcelona - Espafia f Spain
Certificate of analysis /
Ceptuncpvkar ananuaa
Product: Ceraxon®, solution for oral use 100 mg/mi, 16 ml in sachets Ne1Q /
Mpoayxr: Llepakcon®, PACTBOP 417 NepoparnsHoro npuvereris, 100 mMeimvn no 10 M B calie Net0

Code / Kog: 1302670 Batch / Cepua: PO0OZUS
Amount / Paamep cepuun: 8937 000 UN Manufacturing date / [laTa npouseofcTea:  07/05/2020
Delivery / HaknagHas: 0000033197 Expiry date / Cpox rogHocTn:  05/2023

Semi finished batch /
Cepus HepacdacoeaHHoroO npoaykra: 2044756 000249

Components / Mokazatenu Result / PeaynuTar Requirements / Cneyudiuxa st

Related substances (HPLC) /
PopcteekHele npumec {B3IXX)

UDP Choline / UDP- xonun <0.05 <= 1.0(%)/<=1,0%
5-CMP <0.05 ' <= 0.2 (%) [ <=0,2 %
Any other impurity / <0.05 <= 0.10 (%) / <= 0,10 %
MeBan ppyraa npumecs

Total impurities / <0.05 <= 2.0(%}/2,0%

Cymma Becex npumveceal

Microbiologocal control /
MuxpoBuoncruueckas yucroTa

1 E2 (10%) (GFUW/mi) /
<1
;ﬁ:ﬂggp?;u:esggnmqecmo aspobHbIX 1 E2 (10%) KOE/mn
(sl 3
1 E1 (10") (CFU/mI) /

<1
TYMC!Sﬁmee KonuuecTro . 1 E1 (10') KOE/wr
Eniflﬂf:_‘_s : a p,pl?mueabax fpubos Absence In 1 mi sampla / OTtcytereyetr B 1 Mn

scherichia coli PASS / CooTaercroyeT obpasua

Uniformity of dosage units / PASS / CooTeeTcayer Gomplies Eur. Ph. /
OnHopoaHoeTs eauHMY AC3NPOBAaHUSA CooTteetcTBYeT TpeboBaHUAM Eep. ®apm,

2104.5 mg/ml Citicoline Na equivalent 100 mg/ml Citicoline /
2 104,5 mr/Mn UnTrkonuHa HaTpuA akeusaneHTHo 100 Mr/Mn LUTUkoNUHA

Release notes: This is a batch quality certificate for medical product and the analysis has been done accoding to quality
control metods

Assay (HPLC) and Preservatives assay (HPLC): The results for these tests are always calculated in (%) /
Mpumeyanue k BbIMYCKY: 3TOT CEPTUUKAT KauecTea Ha Cepuia NekapcTBEHHOMO Npenaparta U cepTuhvKaT aHanvaa Guim
GReNaHLi B COOTBETCTBMK C METOAAMU KOHTPONA KaugcTea,

KonuuecTteennoe onpegenenue {BIKX) u KonuuecreeHHoe onpegeneHue KoHcepeaHTor (BIXKX): PesynbtaTs
ANf 3TUX TECTOB BCEINA PACCHUTLIBAIOTCA B (%)

Quality Control / KonTpons kauectea

Marta Alsina
Analysis date / Jate anaraa: 19.06.2020 Specification / Cneyutbukauvs: 1302670 CERAXON 1000 SOL 10S0B UKRA (geniver:4/1
Status / Cratyc APPROVED/ ) 2044756 CITICOLINA 100 MG/ML 50L UA(gen/ver:3/1}

P, O
Quality Control YTBEPIXKERH
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