(2 ferrer

Certificate of analysis /
CepTudmkat aHanumsa

Ferrer Internacional S.A.

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

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets Ne10 /
MpopykT: LiepakcoH®, pacteop Ansa npuema BHyTpb, 100 mr/mn no 10 mn B cawe Ne10

Code / Koa: 1312129

Batch / Cepusa: AO2N7

Amount / Paamep cepym  29076.000 UN Manufacturing date / flata npoussogcTtea: 24-09-2025

Semi-finished batch / Cepusa HepacdacoBaHHoOro Expiry date / Cpok rogHocTu: 08-2028

npoaykra: 2047823 2514094 Batch active substance / Cepus papmaLreBTnyeckomn

cybeTaHumun: 25G3470, 25G3471, 25G3487

Components / MNokazaTtenu Result / Pesynbtat Requirements / Cneundvkauuns

Appearance/ PASS/ CooTtBeTtcTByeT Transparent colorless liquid./

Onucaxune BecupeTHasa npo3payHas XuaKocTb.

Color / LipeTHOCTb PASS/ CooTaeTcTByeT Colorless / 6ecLBeTHbIN

pH 6.0 59-6.1

Density/lnoTHOoCTb 1.110 1.083to 1.132 g/ml. / 1.083-1.132 r/mn.

Identification PASS/ CooTtBeTtcTByeT The retention time of the main peak in the

(HPLC) / chromatogram of the test solution should
correspond to that of citicoline sodium peak in
the chromatogram of the standard solution
during the assay.

MoanuHHocTe (B3IXKX) Bpewms yaepxmBaHns OCHOBHOrO Nvka Ha
XpomMaTorpamme UCrbITyeMOro pacTeopa [OKHO
COOTBETCTBOBATbL BPEMEHMN YAepPKMBaHNSA
OCHOBHOrO N¥Ka Ha XxpomaTtorpaMmMe CTaHAapTHOro
pacTBOpa LIMTUKOMMUHA HaTpus npu
KONM4eCTBEHHOM OrnpeaeneHnm.

Identification PASS/ CooTBeTtcTByeT The UV absorption spectrum of the test solution

(HPLC/DAD) / should correspond to that of the standard

MNoanuHHoCTb citicoline sodium solution./ Y®- cnektp

(BaXX/OMA) NOrMOLLEHNA MCNbITYEMOro pacTBopa AOMKEH

Preservatives assay (HPLC)/
KonunyecTBeHHoe onpeneneHve
KoHcepBaHTOB (BOXXX)

Methylparahydroxybenzoate(Nipagin) / 100.9
MeTtunnaparungpokcnbeHsoat (HunaruH)
Propylparahydroxybenzoate(Nipasol)/ 100.7
MponunnaparugpokcndeHsoat

(Hunason)

Potassium sorbate / 100.9
Kanus copbar

COOTBETCTBOBaTL Y®-CNeKkTpy NornoLLeHms
CTaHOapTHOrO pacTBopa LUTUKOMNNHA HATpUS.

90.0to 110.0 % (1.305 — 1.595 mg/ml) /
90.0t0 110.0 % (1.305 — 1.595 mr/mn)

90.0 to 110.0 % (0.225 — 0.275 mg/ml) /
90.0 to 110.0 % (0.225 — 0.275 mr/mn)

90.0 to 110.0 % (2.700 — 3.300 mg/ml) /
90.0t0 110.0 % (2.700 — 3.300 mr/mn)

Analysis date / lata aHanu3a: 15-10-2025

Status / CTaTyC APPROVED —Firmado por Alex Ferrer Llagostera

Quality Control

[YTBepXaeHo a M Furur lagpstra

\—EE017F3B8093
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')- 4 ferrer Ferrer Internacional S.A.

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

Certificate of analysis /
CepTudmkat aHanumsa

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets Ne10 /
MpopykT: LiepakcoH®, pacteop Ansa npuema BHyTpb, 100 mr/mn no 10 mn B cawe Ne10

Code /Kopg: 1312129 Batch / Cepusa: AO2N7

Amount / Paamep cepym  29076.000 UN Manufacturing date / flata npoussogctea: 24-09-2025
Semi-finished batch / Cepua HepacdacoBaHHOro Expiry date / Cpok rogHocTu: 08-2028

npoaykra: 2047823 2514094 Batch active substance / Cepus papmaLreBTnyeckomn

cybeTaHumun: 25G3470, 25G3471, 25G3487

Components / INokasaTtenu Result / PesynbTar Reguirements / Cneundukauus
Assay (HPLC)/
KonuuyectBeHHoe onpegenexHve

Sodium Citicoline/LluTukonun 100.7 95.0 — 105.0 % (99.3 — 109.7 (mg/ml) /
HaTpuA 95.0 — 105.0 % (99.3 — 109.7 mr/mn)
Uniformity of dosage units/ PASS/ CooTBeTcTByeT Acceptance value (AV)

OaHOPOOHOCTL [03NPOBaAHNSA for 10 sachets - NMT 15 or

for 30 sachets - NMT 15, and the citicoline sodium
content in every sachet should not be outside the
range of 0.75 M - 1.25 M./3Ha4eHune kputepus
npuemnemoctn ana 10 nakeTmkos — He Bonee 15
vnn ana 30 nakeTukoB — He 6onee 15 n
cogepxaliume LMTUKONMH HAaTPUsA HU B OOHOM
nakeTVKe He JOMMKHO BbIXOAUTL 3a Npedenbl oT
0,75M po 1,25M.

Related impurities (HPLC)/
MoctopoHHme npumecn (BAOXKX)

UDPC*/ YO®X* <0.05 <= 1.0 (%) / He Gonee 1,0 %
5'-CMP/5’-UM® <0.05 <= 0.2 (%) / He Gonee 0,2 %
Any other impurity / <0.05 <=0.10 (%) / He 6onee 0,10 %
EnnHuyHasn

HenaeHTUULMpoBaHHas

npuMech

Total impurities / <0.05 <= 2.0 (%) / He BGonee 2,0 %

Cymma Bcex npumecen

Tightness/closing PASS/ CooTBeTtcTByeT Watertight /TepmeTnyHbI
/FepMeTUYHOCTBL/3aKpbITHe

Microbiological control /
Mwukpobuonormnyeckas ymctora

TAMC / Obuiee uncno aspobHbix <1 <1 E2 (10?) (CFU/ml) /

MVKpOOprariamos He Gonee E2 (10%) KOE/mn

<1 <1 E1 (10%) (CFU/mI) /
He Gonee E1 (10%) KOE/mn

TYMC / Obwee yucno
[OPOXCKEBbLIX U MIECHEBbLIX rPUGoB

Analysis date / lata aHanu3a: 15-10-2025

Status / CTaTyC APPROVED —Firmado por Alex Ferrer Liagostera
IYTBep)KFleHO a ll(l/’)o Fuvrwr UA@OS{U’A ;‘Wt n?sﬁétfgﬁa},,ﬂ
Qua”ty Control \—EE017F3B809341718448B0F9558C2A72
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‘ fe rrer Ferrer Internacional S.A.

Joan Buscalla 1-9

08173 Sant Cugat del Vallés

Barcelona - Espafia / Spain
Certificate of analysis /

CepTudmkat aHanunsa

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets Ne10 /
MpopykT: LiepakcoH®, pacteop Ans npuema BHyTpb, 100 mr/mn no 10 mn B cawwe Ne10

Code /Kopg: 1312129 Batch / Cepusa: AO2N7

Amount / Paamep cepum  29076.000 UN Manufacturing date / flata npoussogctea: 24-09-2025

Semi-finished batch / Cepua HepacdacoBaHHOro Expiry date / Cpok rogHocTu: 08-2028

npoaykra: 2047823 2514094 Batch active substance / Cepus papmaLreBTnyeckomn
cybeTaHumun: 25G3470, 25G3471, 25G3487

Components / MNokazaTtenu Result / Pesynbtat Requirements / Cneundvkauuns

Escherichia coli PASS/ CooTtBeTtcTByeT Absence in 1 ml / OtcytcTtBue B 1 mn obpasua

Release Notes: *- UDPC (Uridine 5’-diphosphate choline)
KommeHTtapuu: *- YOOX ( 5’-ypuamHgndocdaTxonmH).

Quality Control / KoHTponb ka4ecTBa

Alex Ferrer Llagostera

Analysis date / lata aHanu3a: 15-10-2025

Status / Ctatyc APPROVED
IYTBEpXAeHo

—Firmado por Alex Ferrer Llagostera

Apruebo este document
0 ll(,(/’)o Fumwr UA@OS{U’A 17—‘:‘:;,?7ﬂ7§\?CL%J:;U{?FT

\—EE017F3B809341718448BOF9558C2A72
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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
BbIMYLEHHOW CEPUM

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets Ne10 /
Mpoaykr: LlepakcoH®, pacTtBop Ans npuema BHyTpb, 100 mr/mn no 10 mn B cawe Ne10

Code / Koa: 1312129

Batch / Cepus: AO2N7

Manufacturing date / [Jata npoussoactea: 24-09-2025 | Amount / Paamep cepuu: 29076.000 UN

Expiry date / Cpok rogHocTu: 08-2028

Release date / [Jata Bbinycka: 15-10-2025

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 nNoaTBepXaaeM, YTo BbilleykadaHHas nHopmaLmsa SBMsSeTcs JOCTOBEPHON 1 TOYHON. [laHHasa cepusi nponsBeaeHa
(BKNOYasa ynakoBKy/MapKMPOBKY) M KOHTPOSb Ka4YecTBa Ha yKa3aHHOM y4YacTke B NOMIHOM COOTBETCTBUM € TpeboBaHuamu GMP,
a Takke B COOTBETCTBUM CO crieundukaumnen, Coaepxallemncs B permcTpaumoHHom gocbke. [poTokornbl NPoM3BOACTBA, YNaKOBKU
1 aHanusa Gbinn nepecMoTpeHbl 1 ycTaHoBNeHo cooTBeTcTBne GMP.

Release notes / [pymeyaHns K BbIMyCKy:

Package:-10 ml of the drug product in the sachets bounded by two with the tear seam made of combined material

(polyethyleneterephthalate/polystyrol/aluminum foil/Surlyn polymer film). 10 sachets bound by two with the tear seam with the
instruction for medical use are placed into a cardboard pack. /

Mo 10mn npenapaTta B NakeTuKax, CKPenmeHHbIX No ABa OTPbIBHbIM LLUBOM, U3 KOMOMHMPOBAHHOIO MaTepuana
(nonuatunenTepedTanat/nonuctmpon/anoMmHnesas donbera/nonumepHas nnexHka CypnvH) 10 nakeTrkos,

CKpEensieHHbIX No ABa OTPbIBHbIM LLUBOM, BMECTE C MHCTPYKLUMEN MO NPUMEHEHUIO NOMELLLEHbI B KAPTOHHYHO NayKy.

Storage Conditions: Do not store above 25° C/
YcnoBus xpaHeHust: Mpu Temneparype He Bbiwe 25°C

Marketing Authorization Number: J1MM-Ne(003254)-(PI'-RU)

Homep PY: NMN-Ne(003254)-(Pr-RU)

Normative Documentation Number: JIM-Ne(003254)-(PI'-RU)-220923
HopmatumsHas gokymeHTauus: J1M-Ne(003254)-(Plr-RU)-220923

Qualified Person/
YnornHomMo4eHHoe nuuo

Alex Ferrer Llagostera
15-10-2025

/—F\rmado por Alex Ferrer Llagostera

Apruebo este documento
mL}o Furwr UMOS{LWL 12-nov.-2025 | 10:33:42 CET

\—EE017F3B809341718448B0F9558 C2A72
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

No T1C-A02N7

ToproBoe HaMMEHOBaHUE I{epakcoH®
MexxayHapoaHOE HETATEHTOBAHHOE HAUMEHOBAHHE Hutukonun
(TpynmupoOBOYHOE HJIM XMMHUYECKOE)
JlexapctBenHast popma pacTBOp JUIsl IpreMa BHYTPb
Jo3upoBka 100 mr/ma
®dopma BhITTyCKa 10 M7 - maketuku (10 mT.) - MaYKK

KapTOHHBIE
Howmep cepuu (maptum): AO02N7
O0beM cepun(mapTun) 29 076
Jlata npousBoacTBa 24.09.2025
l'ogen o 08.2028
HaumenoBanue wu  agpec  mpousBogutens (¢ poussoaurens I'J1D
yKa3aHUEM CTaJuil IPOU3BOICTBA) (Bce craguu, BKIIIOYasi BBITYCKAOIUI

KOHTPOJIb KAYECTBA)
®eppep UnTepHacboHAND,
C.A.,Ucnanus
(Joan Buscalla, 1-9, 08173 Sant Cugat
del Valles, Barcelona, Spain)

Howmep u mata peructpaiiioHHOTO yI0CTOBEPECHHS JITT-Ne(003254)-(PI'-RU) ot 22.09.2023

Howmep n nata HOpMaTUBHOW TOKYMEHTALIMHU JIIT-Ne(003254)-(PI'-RU)-220923
HanmenoBanue u azpec JiepKaTeIst ®eppep UnrtepHacbonanp,C.A.,
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS Hcnanuns(Gran Via Carlos 111,94,08028,

Barcelona, Spain)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTBYeT 61-P3 «OO6 obpalieHuH JeKapCTBEHHbBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €ro
rOCyIapCEBERHON PEruCTpaliu

, iR
/2 PysamosaT.B.  26.01.2026
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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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