(2 ferrer

Ferrer Internacional S.A.

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

Certificate of analysis /
CepTudmkat aHanmsa

Product: Ceraxon®, solution for intravenous and intramuscular injection 1000 mg/4 ml in ampoules Ne5 /
MpopykT: LiepakcoH®, pacTBOp ANst BHYTPMBEHHOIO BHYTpUMbILLEYHOro BBeaeHus 1000 mr/4 mn no 4 mn B amnynax

Ne5
Code / Koa: 1312127

Batch / Cepus: 1R09

Amount / Paamep cepun: 17000.000 UN
Semi-finished batch / Cepua HepacdacoBaHHOro

npoaykra: 2047457 1R09

Manufacturing date / [Jata npomsBoactea: 02-11-2025
Expiry date / Cpok rogHocTu: 02-10-2028

Batch active substance / Cepus hapmaLreBTnyeckomn
cybecTaHumu: 25E2310

Components / INoka3aTtenu

Appearance /
Onucanuve

Result / PesynbTar

PASS/ CooTtBeTtcTByEeT

Reguirements / Cneundukauus

Transparent colorless liquid. /
Mpo3payHas becuBeTHas XNOKOCTb.

Extractable volume / 4.3 NLT 4.0 ml. / He meHee 4,0 mn.

M3Bnekaembinn o6bem

pH 7.0 65-71

Particulate matter /

MexaHunyeckune BKMHOYEHNS

Sub-visibles particles / 252 - particles = 10 pm — NMT 6000/ampoule,

Hesnaymble YacTuubl 5 - particles = 25 ym — NMT 600/ampoule. /
- yacTuubl pasmvepom = 10 MKM — He 6onee
yem 6000/amnyna;
- 4YacTuLbl pasaMepom = 25 MKkm — He bornee 4yem
600/amnyna.

Visible particles / PASS/ CooTBeTcTByeT In accordance with requirements. /

Buaumeble yacTtuubl B cooTtBeTcTBUM C TpeboBaHNAMM

Identification (HPLC) / PASS/ CooTBeTcTByeT The retention time of the main peak in the

WoeHtudmkaumsa (BIXKX) chromatogram of the test solution should
correspond to that of citicoline sodium
standard solution. / Bpemsa yaepxvuBaHus Ha
XpoMaTorpaMmme OCHOBHOTO MUKa UCTMbITYEMOro
pacTBopa AOMKHO COOTBETCTBOBATb BPEMEHU
YOEPXKUBAHNS OCHOBHOIO NMyKa CTaHOapTHOro
pacTBopa LUTUKONNHA HaTpus.

Analysis date / lJata aHanu3a: 14-01-2026 /

OOMM.ITTT
Status / Ctatyc APPROVED /
YTBEPXXOEHO

Quality Control/

/—meado por Damian Prat Prieto

Apruebo este documento
20-ene.-2026 | 13:14:42 CET

KoHTponb kayecTBa 0
—
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Ferrer Internacional S.A.

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

Certificate of analysis /
CepTudmkat aHanmsa

Product: Ceraxon®, solution for intravenous and intramuscular injection 1000 mg/4 ml in ampoules Ne5 /
MpopykT: LiepakcoH®, pacTBOp ANst BHYTPMBEHHOIO BHYTpUMbILLEYHOro BBeaeHus 1000 mr/4 mn no 4 mn B amnynax

Ne5
Code / Koa: 1312127

Batch / Cepus: 1R09

Amount / Paamep cepun: 17000.000 UN
Semi-finished batch / Cepua HepacdacoBaHHOro
npoaykra: 2047457 1R09

Manufacturing date / [Jata npousBoactea: 02-11-2025
Expiry date / Cpok rogHocTu: 02-10-2028

Batch active substance / Cepus hapmaLreBTnyeckomn
cybecTaHumu: 25E2310

Components / INokasaTtenu Result / PesynbTar

Assay / 101.3
KonuyectBeHHoe onpegenexHve

Related impurities (HPLC) /
PoacteeHHble npumecu (BOXKX)

UDP Choline* / YO ®-xonuH* 0.49
5’-CMP <0.05
Any other impurity / <0.05
NMobas gpyras npumecs

Total impurities / 0.49

Cymma npumecen

Sterility / PASS/ CooTBeTcTBYyeT
CTepunbHOCTb
Bacterial endotoxins / <0.02

ba KTepuarnibHble 3HOOTOKCUHbI

*UDP Choline: UDPC (Uridine 5’-diphosphate choline)
*UDP Choline: UDPC (YpuauH 5’-gudocdat xonmH)

Quality Control / KoHTponb kadecTBa

Damian Prat Prieto

Reguirements / Cneundukauus

95.0 — 105.0 % of citicoline sodium label
claim: from 950,0 to 1050,0 mg/4 ml. / 95,0 —
105,0 % oT 3asBreHHOro cogepaHus
uMTUKonuHa Hatpus: ot 950,0 go 1050,0 mr/4
M.

<=1.0%/<1,0%

<=02%/<02%
<=0.10%/<0,10%

<=20%/<2,0%

The drug product should be sterile. /
Mpenapat gomkeH OblTb CTEPUITBHBIM.

NMT 0.34 EU/mg / He 6onee 0,34 ES/mr

Analysis date / lJata aHanu3a: 14-01-2026 /
OOMM.ITTIT

Status / Ctatyc APPROVED /
YTBEPXXOEHO

Quality Control/

K /—meado por Damian Prat Prieto
OHTPOSb KayYecTBa

Apruebo este documento
20-ene.-2026 | 13:14:47 CET
—
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‘ ferrer Ferrer Internacional S.A.

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

CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/
CEPTUN®UNKAT COOTBEPCTBUA GMP
BbIMNYLWEHHOW CEPUN

Product: Ceraxon®, solution for intravenous and intramuscular injection 1000 mg/4 ml in ampoules Ne5 /
Mpoaykr: LiepakcoH®, pacTBOp ANA BHYTPUBEHHOIO BHYTPUMbILEeYHoro BeeaeHnsa 1000 mr/4 mn no 4 mn B
amnynax Ne5
Code / Kop: 1312127

Batch / Cepusa: 1R09

Manufacturing date / [Jata npoussoactea: 02-11-2025 Amount / Paamep cepum: 17000.000 UN
Expiry date / Cpok rogHocCTW: 02-10-2028

Release date / [aTta Beinycka:  14-01-2026

CERTIFICATION STATEMENT / SAABJIEHUE O CEPTUOUKALINN:

| 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. /

OTUM NOATBEpPXAalo, YTO BbilLeyKka3aHHasa MHopMaumsa ABNSeTcs JOCTOBEPHON 1 TOYHOW. [laHHas cepuvs npoayKumnm
npousBedeHa (BkoYas ynakoBKy/MapkMpoBKy) 1 MPOBEAEH KOHTPOIb €€ Ka4yecTBa Ha yka3aHHOM y4acTKe B MOSTHOM
cooTtBeTcTBUU C TpeboBaHuAMY GMP, ycTaHOBNEHHBIMU MECTHBIM PEryNATOPHbLIM OPraHOM, a Takke B COOTBETCTBUM CO
crneundmkaumnen, CoagepaLliemncs B permcTpaLMoHHOM A0Cke CTPaHbI-MMMNOPTEPa UNu B [OCke cneumdmukauuin Ha npenapar
Ons uccnegyemMoro fiekapcTBeHHOro cpeactea. [poTokosnbl NPOU3BOACTBA, YNaKoBKM U aHanm3a 6binv nepecMoTPeHb! 1
ycTaHoBreHo cooteeTcTBue GMP.

Release notes / [pymeyaHns K BbIMyCKy:

Package: 4.0 ml into a colorless neutral glass ampoule (hydrolytic type I) with a protective plastic tube and a white break line. 5
ampoules (PVC blister) together with the Instruction for Medical Use are placed in a carton. /

Mo 4,0 mn B BecuBeTHbIE CTEKMAHHBIE aMMyIibl HEUTParbHOro cTekna (rmgponutudeckui Tvn |) ¢ 6enon nonocon Anga pasnoma
amnyrn. 5 amnyn (KOHTypHas siyerikoBas ynakoBka 13 MNMBX) ¢ MHCTpyKLMen No NPYMEHEHUIO MOMELLAIOT B KAPTOHHYIO Mauyky.

Storage Conditions: At a temperature not above 25 °C /

Ycnosus xpaHeHusi: Mpu Temnepartype He Boiwe 25 °C

Marketing Authorization Number: J1M-Ne(002729)-(PIr-RU)

Homep PY: NMN-Ne(002729)-(Pr-RU)

Normative Documentation Number: JIM-Ne(002729)-(PI'-RU)-100723
HopmatumsHas gokymeHTauus: J1M-Ne(002729)-(Plr-RU)-100723

DS =
Qualified Person/
YnornHomMo4eHHoe nuuo

/—meado por Damian Prat Prieto Damlan Prat Pr|et0

Apruebo este documento
20-ene.-2026 | 13:14:29 CET
—

5144C695BBC94F6CAF98B422CD685000

[ [3ferrer 17}
18 Joanay

14-01-2026

Page 1 of 1/CtpaHuua 1 n3 1



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-1R09

ToproBoe HaMMEHOBaHUE

I{epakcoH®

(TpynmupoOBOYHOE HJIM XMMHUYECKOE)

MG)KIIYHapO[[HOG HCMMAaTCHTOBAHHOC HAMMCHOBAHHC

I{utukonun

JlexapctBennas popma

PAaCTBOP AJId BHYTPUBCHHOI'O U
BHYTPHUMBIINICYHOI'O BBEACHU A

Jlo3upoBka 1000 mr/4 mn

®dopMa BBIITyCKa 4 ma - amityJibl (5 1IT.) - MaYKH
KapTOHHbIE

Howmep cepuu (naptun): 1R09

O0bem cepun(mapTun) 17 000

JlaTta mpousBocTBa 02.11.2025

I"ozeH 1o 02.10.2028

HaumenoBanue wu  agpec
yKa3aHHEM CTaIMii MPOU3BOJICTBA)

npousBoguTens (¢

poussoaurens I'J1D
(Bce craguu, BKIIOYast BBITYCKAIOITUN
KOHTPOJIb Ka4eCTBa)
®eppep UHTEepHACHOHAID
C.A. Acnanus
(Joan Buscalla, 1-9, 08173 Sant Cugat
del Valles, Barcelona, Spain)

Howmep u nara perucTpaliiOHHOTO YAOCTOBEPEHUS

JITI-Ne(002729)-(PT-RU) ot 10.07.2023

Homep n nata HOpMaTUBHON JTOKYMEHTAUU

JITI-Ne(002729)-(PT-RU)-100723

HaumenoBanue 51 azpec
PErUCTPALIMOHHOIO YAOCTOBEPEHUS

®eppep UnTeprnacronans,C.A.,
Ucnanusi(Gran Via Carlos 111,94,08028,

JepIKaTeNst

Barcelona, Spain)

Hacrossuuii JOKyMeHT NOATBEPKIAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOMN pEerucTpanuu

j’; ” Pyzanosa T.B.
(fronmucek)

05.08.2026
(marta)

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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