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JEPXKIIKCIYKBA
JEPIKABHA CJIYXKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJACTI

npocriext Banepis Jlo6anoscskoro, 51, . Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon EAPTIOV 37078774

BUCHOBOK
HPpo AKiCTL BBe3eHOre B YKpainy JikapcbKkoro 3acoby

02.08.2021 T Ne 42178/21/10

HEPAKCOH®

(naliMeHyBARHA HKAPCLROTO 32c00Y 3Mi/HO 3 PCECTPALINHUM MTOCEI AYCHHIM) _
Ta0JIeTKH, BKPATI n1iBK0B010 060a0RK0I0, 1o 500 Mr; Mo 5 TabneTok y 6aicrepis mo 4
OaicTepH B. KapTOHHI Kopo6ni '

{<bopma mumTyeKy, A03YBaHHA, BHI NAKYBANHS NiKapCLKOro 3acoby)
Howmep peecrpauifinoro noceimuenns UA/4464/03/01 crpox nii peecrpanifisoro noceintenus 01.01.2099
Cepis arikapeskoro 3acoby Ne R004U4 - Kinpkicrs Besenoro nikapeskoro 3aco6y 9585

Bupobuuk Peppep Inrepuaniopas, C.A., lenauis
(uaﬂmnygaimx BUPOOHHKKA NIKAPCLKOTO 3ac00y, KPATHA MOXOIKCHHS)

Baeseno B Vipainy Tobapncrso 3 o6Mexenom Bignosinansuicrio "TAKEIA
YKPATHA", inenr. xon: 35849505
(mafimeryBanus 12 kox 3a €JIPTIOY 1opHamsol ocofiu a0 npissHie, iM'S, N0 GATLKOBI (isHUHOT
0coGH - ninnpuenng, I Micue TPORMBAMIA Ta PEECTPALIHHUM HOMEP 06IIKDBOT KAPTKH INATHHKA
noaaTkis aGo cepis T HOMED HACIOPTA)

Hperoken Bi3yaanHoro m}rrpomb Bin 23.07.2021 .ﬂ'n 2553/1.

38 pesynbrataMH JCPKABHOTO KOHTPOMIO BCTAHOBJEHO, (N0 nixapcpkuif 3aci6 sBeseno B VYkpaiwy 3
AOTPHMAHHSAM BUMOT 3aK0HQ 010 3a6e3MeueHES AKOCTE Jlikapchkax 3acobis.

Onexkcit COJIONIPAY
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Joan Buscalth 1§
08173 Sant Cugat dal Vaiks
Barcelona - Espafia/ Spai
CERTIFICATE OF R_ELEASE AND GMP
COM;-i. ANCE/
CEPTNOUVKAT COOTBEPCTBUA GMP
BRINYLUER: <O CEPUM

Product: Ceraxon®, fiim-coated tablets, 500 mg Ne20 /
Npoaykr: LiepaxkcoH®, TabrieTu, nokpbIrsie nagHovrHo# ofonoukal, no 500 mr Ne20

Code / Kog: 1302634

Batch / Cepus: RO04U4

HOOAGRETA 1

Manufacturing date / lara nponasopevea: 26/04/2021| Delivery / Haknagnan: 0000035878

Expiry date / Cpok rogHocTi: 04/2024 Amount / Paamep cepuaun:  11685,000 UN

Release date / Jara soinycka: 11/06/2021

| CERTIFICATION STATEMENT / 3ARBJIEHUE O CEPTMCWIKALMM:

1 hereby certify that the above Information Is authentic anc - ccurate. This batch of product has been manufactured,
including packaging/abeling and quality control at the above mentloned 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 end analysls records were reviewed and found to be compliance with GMP. /

GTHM NOATRBDKAAND, HTO BbILUBYKA3AHHAA MKMOPMALIUA HBNABTSS A0CTOBSPHON W ToHOR. [JaHRan Cepur NpoaykumMun
APONABBASNE (BKNIOHANA YNAKOEKY/MAPKMPORKY) M NPOBEASH KOHTPO b 88 XaueCTBA HE YKAIBHHOM YMECTKS B NOSHOM
cooTBeTCTBMM C TpeboBatuaMn GMP, yCTAHOBNEHHBIMM MBCTHBIM PErySIATOPHLIM OPTAHOM, & TAKKS 8 COOTBBTCTBAM CO
cneymwbnkaumuei, copepxaniehca B PEMMCTPALMORHOM AOCHE CTPAHLIMMIOPTADE MNK B AOCHE CneuudukauWi Ha npenapar
ANA VCLIeRYeMOoro ABKAPCTBENHOTO CPpeACTBa. [POTOKONLI NPOMIBOACTBA, YNAKOBKN U aHannsa Gbinn NepecroTpeHts: u
YCTRHOBNEHO cooTBeTCTEMe GMP,

Release noles / MpuMenannn & esinvery:

Marketing Authorisation number in Ukraine / Perucrpaupontos Ceugatenscieo 8 Ypaune: UA/4464/03/01
Dosage form: film-coated tablets, 500 mg / llexapcreeriian Gopma: TaBneTrY, NoxpuTHe NREHoMHOA obonoukoil, no 500
wMr

Package sizeftype: 5 tablets in blister, 4 blisters in carton box /

Bua v paswep ynakowi: no 5 Tabnetox s Gnuctepe, No 4 GrcTepa B KAPTOHHOW Kopobxe

Strenght/Potency: 1 tablet contains 522.5 mg Citicoline sodium which is equivalent to 500 mg citicaline /
AKTBBHOCT: 1 TRONETKE conepmmt: 522,5 MI UUTUKONMHE HE7 “MA, YTO 3KBHBANEHTHO 500 Mr LIMTUKONMHA
Manufacturer: Ferrer internacional, S.A. / MNpouasopurens: Peppep NrtepHavumonasns, C.A.

License number / Homep nuueHsuy npouascaurens: MIA-G7 33

Manufacturing Authorization number of the inboratory / .omep NnuLeHsui NabopaTtopuu nponssopmens: 2515
Manufacturing site: Joan Buscalis, 1-8, Sani Cugat dei Valles, 08173 Barcelona /

Agpec npenasogcTeenHon nnowaaku: koan Byckanna, 1-3, Sanr-Kyrav-aene-Bannec, 08173 BEapcenoxa

Country of orlgin: Spain / Crpana-npoussogurens: Yicnann:s

Quallfled Person/
YnonsomouerHoe nuLo

Elisabet Mayorga

11/06/2021
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Certificate = analysis /
Ceprudi-aT avanusa

Ferst Internacional S.A.
Joan Buscaia 1-9

08173 Sant Cugat de! Valids
Barcelona - Espafia / Spai

Product: Ceraxon®, film-coated tablets, §60 mg Ne20 -
Npoaykr: Liepakcor®, rabneriu, NOKPLITHIE NIEHOYHOMA . LN0YKOHA, o 500 mr Ne20

Code / Kop. 1302634

Batch / Cepun: R004U4

Amount / Pasmep cepuin: 11685,000 UN

Delivery / Haknag«as: 0000035878

Semli finished batch /

" "Manufacturing date / [lata npoussoacTea:  26/04/2021
Expiry date / Cpox roguocti:  04/2024

Cepua HepacdacosaHHoro npoaykra: 2005555 000408

Components { lokazarenu

Appaarance /

Onncaxne

Identification f Uaerwmmdexauma
Citicoline identification (HPLC) /

Lamnxonud (B3XX)

Citicoling identification (UV)/

Lnruxonus (Yo-cnexrp)

Uniformity of dosage units /
OAHOPCAHOCTL 403UPOBAHHLIX
BRHHUL

Water (K.F.) /

Copepxanve sogs!

Dissolution test /

Result/ Pesynerar

PASS / CooTrertcraysT

PASS / CooteeTeTyST

PASS / CouTaeTtcrayay

PASS / ContaercTays:

PASBS / CeotpeTcraye™

Requirements / Cheuudurausn
White , obiong film-coated tablets with "C&00”

marked /

Benoro usera, npoaonrosaton hopmsl YARONETKY,
NOKPHITHIE NNEHOUHOR 0BONONKOH, C OTTUCKOM
«C500»

The retention time of the main peak on the
chromatogram of the test solution must comply
the retention time of the main peak on the
chromatogram of the standard solution. /
Bpems yASPMUBAHHA OCHOBHOIO MKtxa Ha
XPOMATOTPAMME MCIILITYEMOO PACTA0PE ADNKHO
COCTBETCTBOBATL BPEMEHN YASPXHBANMS OCHOBHOMD
NWKA CTEHABPTHOO PACTBOPA.

Spectrum of the test solution and the standard
solution should be identical to the maximum. /
CnekTphbl MCNLITYEMOTO PACTBOPA U CTAHAAPTHOTQ
PacTaopa ROMKHLI BL!Te KAGHTHHBIMA.

Compilies Eur. Ph. !
Donxwo cootaetcTaosaTs Tpebonanuam Eep. dapm.

Not more than 8.0 (%) /
He Gonee 8,0 %

Not less than 70% at 30 min/

Pacrecperne He menswe 70% uepea 30 min

Assay {(HPLC) / 101.9 (475.0 - 525.0 mgftablet) 85.0 ~ 105.0 (%)

KonuuecTaerHoe onpepenetme (475,0 - 528,0 mr/Tatn.) 95,0 - 105,0 (%)

{BIXX)

Anaiysis date / iata anantmaa: 02.08.2021 Specification 13026324 CERAXON 500MG 20 COMF UKR (genfver:bi1)
Creumdxanws.:

Status { Cranye APPROVED/ 2003555 CERAXON 500MG COMP REC UA (gen/ver:5/1)

Quatity Control {
KoHTDNW ¥348cTes3

SO0RHLE 1

YTBEPIDHEHHO

Page 1 of 2iCrpanuua 1 43 2
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Joan Buscalid 19
08173 Sant Cugat el Valiés
Barcelona - Espeta i Spai

Certificate of analysis /
Ceprucdurar asan4sa

Product: Ceraxon®, film-coated tablets, 500 mg Ne20 /
MpoayrT: Uepakcon®, TabneTey, NOKpbiTsie NNéHoNHOR otionouko#, no 500 mr Ne20

Code / Koa: 1302634 Batch / Cepus: ROC4U4
Amount / Pasmep cepun: 11685,000 UN Manufacturing date / lata nponsecgcrsa:  26/04/2021
Dslivery / Haknagnan: 0000035878 Expiry date / Cpox rogHocts:  04/2024

Semi finlshed batch /

Cepua HepachacosanHoro npoaykra: 2005555 000408

CGomponents / Nokazateny Resylt | Pegynpyavet Requirements [ Cneuudnkauns
Related substances (HPLC)/

Onpeganerue npameced (BOX)

UDP choline / <0.05 Not more than 0.5 (%) /
UDP-xornns He Gonee 0,5 %

5 CMP/ <0.08 Not more than 0.2 (%) /
5'- CMP He Bonee 0,2 %

Any other impurity / <0.05 Not more than 8.1 (%) /
MoBas Apyras nprMecs He Gonee 0,1 %
Total impurities / <006 Not more than 1.0 (%) /
Cymma Boex npumecen He Gonse 1,0 %

Microkiological control® /
MuxpoGyonoruweckan wucrora’

TAMC* ASSURED / Cootaarcrayer <= 1 E3 (10%) (CFU/g) |
<=1E3 {10%) KOE/r

TYMC* ASSURED / CooTagTctayor <=1 E2 {10%) (CFUfg) /
<=1E2 {10%) KOE/r

Escherichia coli* ASSURED / Coo1867CYR T Absence in 1 g sample /

Orcyicrenes 1r

* Test is done at the bagining and at the end sheif lifa by sampling method /
P TOCT MPOBOAMTCA B HAYENE K B KOHUE CPOKA XPALeHMA, NO METCARY RuIBOPOMHEIO KOHTPONS,

Release notes: This is a batch quality certificate for medical product and the analysis has baen done according to quality
control methods / NpUMEUaHME K BRyCy: JTOT COPTUMHEAT KAYECTBA Ha COPMIO NBKAPCTBEHHOIO NPENARAaTa U aHanus Ssiny
NPOU3IBAABHB! B CONTBETCTAUN C METOAAMMU KOHIDONA KAMECTRA,

Assay (HPLC): The resutt for this test is always ceiculated in (%) / KonnuecTeennoe onpegencHue (B3XKX):
PeaynsTaT ANA STOM TACTA BCEIGE PACTMATHIBAATCH B (36)

* Guaranteed by methods and procedures /* TapaHTHPOBARHO . TOABMYK 1 NPOUSAYPRMY

Marta Alsina
Quality Control / Kontpons kasecrsa

Analysis date / flara ananwsa:  02.06.¢021 Bpecification / - 1302634 CERAXON 5006MG 20 COMP UKR (geniver:6/1)
Crsupdsakauma:

Staws { Cratye APPROVED! 2005555 CERAXON 500MG COMP REC UA (genfver:b/1)

Quality Control / TTREFIERG

KOHTOR I KRHOCTER [’P‘ ) Page 2 of 2CTparsua 2 U3 2
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