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‘ fe rrer Ferrer Internacional S.A.

Joan Buscalla 1-9
08173 Sant Cugat del Vallés
Barcelona - Espafia / Spain
CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/
CEPTUOUKAT COOTBEPCTBUA GMP
BbINYLLIEHHOW CEPUW

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets N210 /
MpoaykT: LlepakcoH®, pacTtBop ansa npvema BHyTpb, 100 mr/mn no 10 mn B cawe Ne10

Code / Koa: 1312129

Batch / Cepusa: A006S

Manufacturing date / [Jata npoussoactsa: 29-01-2025 | Amount / Paamep cepuu: 28936.000 UN

Expiry date / Cpok rogHocTu: 29-12-2027

Release date / [lata Bbinycka: 14-03-2025

CERTIFICATION STATEMENT / 3AABJIIEHME O CEPTUOUKALININ:

I 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 nNoaTBepXKAaeM, YTO BbllleyKka3aHHas MHopmaums ABnsieTcs AOCTOBEPHOM 1 TOYHON. [laHHas cepus npov3BeaeHa
(BKNtOYas ynakoBKy/MapKMpOBKY) M KOHTPOIb KayecTBa Ha yKa3aHHOM y4acTke B MOSTHOM COOTBETCTBUM ¢ TpeboBaHusmu GMP,
a Takke B COOTBETCTBMU CO creumdukaunen, cogepallencsa B peructpaymoHHom gocke. MNMpoTokonsbl NporM3BoACcTBa, YNakoBKU
1 aHanu3a Obiny NepecMoTpeHbl U ycTaHoBMNEHO cooTBeTcTBue GMP.

Release notes / [pumeyaHuns k BbINycky:

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 npenapaTa B NakeTMkax, CKpenmeHHbIX Mo ABa OTPbIBHBIM LUBOM, 13 KOMOMHMPOBAHHOTO MaTepunana
(nonuatuneHTepedTanat/nonuctupon/antommHuesas donera/nonumepHas nneHka CypnuH) 10 nakeTukos,

CKpEMIeHHbIX MO ABa OTPbIBHBIM LUBOM, BMECTE C UHCTPYKLUMEN MO NMPUMEHEHMIO NOMELLLEHbI B KAPTOHHYIO NayKy.

Storage Conditions: Do not store above 25° C /
Ycnosusa xpaHeHus: npu Temnepatype He Bbiwe 25°C

Marketing Authorization Number: J1M-Ne(003254)-(PI-RU)

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

Normative Documentation Number: JIM-Ne(003254)-(PI'-RU)-220923
HopmatuBHas pokymeHTauus: JIN-Ne(003254)-(Pr-RU)-220923

Qualified Person/
YNonHOMOYEHHOE NULIO

Alex Ferrer Llagostera
14-03-2025
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02 ferrer

Ferrer Internacional S.A.

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

Certificate of analysis /
CepTndukat aHanusa

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

Code / Koa: 1312129

Batch / Cepua: A006S

Amount / Paavep cepun 28936.000 UN
Semi-finished batch / Cepus HepacdacoBaHHOro
npoaykta: 2047823 2415457

Manufacturing date / [lata npoussoactsa: 29-01-2025
Expiry date / Cpok rogHocTu: 29-12-2027

Batch active substance / Cepus chapmaueBTryeckomn
cybeTaHuun: 24K4784, 24K4832

Components / [Nokasatenu Result / Pesynbtar Requirements / Cneundukauus
Appearance / PASS/ CooTBeTtcTByeT Transparent colorless liquid. /

Onwucanve BecuBeTHasa npo3payHast XMaKoOCTb.
Color / LieTHOCTb PASS/ CooTaeTcTayeT Colorless / 6ecuBeTHbIN

pH 6.1 59-6.1

Density/lMnoTHocTb 1.110 1.083 to 1.132 g/ml. / 1.083-1.132 r/mn.
Identification PASS/ CooTBeTtcTByeT The retention time of the main peak in the
(HPLC)/ chromatogram of the test solution should

MoanuHHocTb (BOXKX)

correspond to that of citicoline sodium peak in
the chromatogram of the standard solution
during the assay.

Bpemsa yaepxvBaHus OCHOBHOIO Nuka Ha
Xpomartorpamme UCMbITYeMOro pacteopa AOSKHO
COOTBETCTBOBATb BPEMEHU YAEPXVBAHNSA
OCHOBHOrO NMKa Ha xpomaTtorpamme CTaHAapTHOro
pacTBopa LMTUKOMMHA HaTpus npu
KONMMYeCTBEHHOM onpeaeneHnn.

Identification PASS/ CooTBeTtcTByeT The UV absorption spectrum of the test solution
(HPLC/DAD) / should correspond to that of the standard
MoanuHHOCTL citicoline sodium solution./ Y®- cnektp
(BO>KX/OMA) NornoLweHnst UCMbITYyeMOro pacTBopa AOIKEH

Preservatives assay (HPLC)/
KonuuyectBeHHOEe onpefenexHve
KoHcepBaHTOB (B3XKX)

Methylparahydroxybenzoate(Nipagin)/ 101.5
MeTtunnaparngpokcmbeHsoat (HunaruH)
Propylparahydroxybenzoate(Nipasol) /

MponunnaparmgpokcubeHsoaT 101.0
(Hvnason)

Potassium sorbate /

Kanus copbar 101.3

COOTBETCTBOBaTb YP-CMNEKTPY NOrMoLLeHUs
CTaHZapTHOrO pacTBopa LMTUKONMHA HaTpus.

90.0 to 110.0 % (1.305 — 1.595 mg/ml) /
90.0 to 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) /
90.0 to 110.0 % (2.700 — 3.300 mr/mn)

Analysis date / [lata aHanu3a: 13-03-2025
Status / Craryc APPROVED C;Z%'
IYTBEpxAaeHoO

Quality Control
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‘\ fe rrer Ferrer Internacional S.A.

Joan Buscalla 1-9

08173 Sant Cugat del Valles

Barcelona - Espafia / Spain
Certificate of analysis /

CepTudukar aHanmsa

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets Ne10 /
MpoaykT: LlepakcoH®, pactBop ans npuema BHyTpb, 100 mr/mn no 10 mn B cawe Ne10

é E Code / Koa: 1312129 Batch / Cepua: A006S
3 i Amount / Paamep cepun 28936.000 UN Manufacturing date / [lata npoussoactsa: 29-01-2025
§ 5 Semi-finished batch / Cepusi HepacdacosaHHoOro Expiry date / Cpok rogHocTu: 29-12-2027
ge npoaykrta: 2047823 2415457 Batch active substance / Cepus chapmaueBTryeckomn
5 cybeTaHuun: 24K4784, 24K4832
ié % Components / Mokasatenu Result / Pesynbtat Requirements / Cneundwukaums
8 £ Assay (HPLC) /
£l KonuuecTtseHHoe onpesenexme
e H Sodium Citicoline/LluTukonux 102.8 95.0 — 105.0 % (99.3 — 109.7 (mg/ml) /
@ s HaTpusa 95.0 - 105.0 % (99.3 — 109.7 mr/mn)
£t
2 Uniformity of dosage units/ PASS/ CooTBeTcTBYyET Acceptance value (AV)
OQHOpPOAHOCTL A03MPOBaHNS 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./3Ha4eHne kputepus
npuemnemocTt ans 10 nakeTukoB — He 6onee 15
unu gna 30 nakeTukoB — He bornee 15 n
copepalime UMTUKONUH HAaTpUs HU B O4HOM
nakeTuke He OOJIKHO BbIXOAWTL 3a npeaensbl oT
0,75M po 1,25M.

Related impurities (HPLC)/
MocTopoHHme npumeck (BIXKX)

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

HengeHTUMUMpoBaHHas

npumech

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

Cymma Bcex npumecen
Tightness/closing PASS/ CooTtBeTtcTByeT Watertight /TepmeTuyHbIn

IF'epmeTUYHOCTL/3aKpbiTHUE

Microbiological control /
Mukpobuonornyeckas YmctoTa

TAMC / O6Luee 4ncno aspobHbIX 1 <1 E2 (102) (CFU/ml) /
MMKpOOPraHn3mos He Gonee E2 (102) KOE/mn
TYMC / Obwee ymcro 10 <1 E1 (10") (CFU/mI) /

LOPONOKEBBIX U NIECHEBLIX IPUGOB He Gonee E1 (10') KOE/mn

Analysis date / [lata aHanusa: 13-03-2025
Status / Cratyc APPROVED

IYTBEp)KAEHO =

Quality Control
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(2 ferrer

Ferrer Internacional S.A.

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

Certificate of analysis /
CepTudukar aHanmsa

Product: Ceraxon®, oral solution, 100 mg/ml, 10 ml in sachets Ne10 /
MpoaykT: LlepakcoH®, pactBop ans npuema BHyTpb, 100 mr/mn no 10 mn B cawe Ne10

Code / Kop: 1312129

Batch / Cepua: A006S

Amount / Paamep cepun 28936.000 UN
Semi-finished batch / Cepusi HepacdacosaHHoOro
npoaykta: 2047823 2415457

Manufacturing date / [lata npoussoactsa: 29-01-2025
Expiry date / Cpok rogHocTu: 29-12-2027

Batch active substance / Cepus chapmaueBTryeckomn
cybeTaHuun: 24K4784, 24K4832

Result / Pesynbtat
PASS/ CooTBeTcTBYET

Components / [Mokasatenu
Escherichia coli

Release Notes: *- UDPC (Uridine 5’-diphosphate choline)
KommeHTapum: *- YOOX ( 5’-ypuamHandocdaTxonmH).

Quality Control / KoHTponb kavecTBa

Marc Pastor Martinez

Requirements / Cneundvkauus

Absence in 1 ml / OtcyTcTtBMe B 1 mn obpasua

Analysis date / [lata aHanusa: 13-03-2025
Status / Cratyc APPROVED %@(\
IYTBepxaeHo

Quality Control
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-A006S

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): A006S
O0beM cepun(mapTun) 28 936
Jlata npousBoacTBa 29.01.2025
l'ogen o 29.12.2027
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...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET TpPeOOBAHMSIM, YCTAHOBJICHHBIM IPU €TrO
rOCy/apCTBEHHOW PETUCTpaLUU

4
/2 PysamopaT.B.  10.07.2025
(rfoanmcek) (mara)

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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