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CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/

CEPTUOUKAT COOTBEPCTBNA GMP
BLINYLWEHHOW CEPUA

P R HILTTIE
e S IR S e R R o ST

'_ Product: Ceraxon®, oral solution, 100 mg/ml, 30 m! In vial N21/
| NpopyxT: Liepakcon®, pacTeop ANk npuema BHyTpb, 100 Mr/mMn no 30 mn Bo dnaxare Net

Code / Kop: 1301422

"Batch/ Cepws: RQ01R{

— =

Manufacturing date / [lata npowasoncTea: 11/03/2021 Delivery / HaknagHas: 0000035847

Expiry date / Cpox ronvocts:  11/03/2024 ! Amount / ﬁaalﬁp cepud:  86730,000UN
Release date / [lata evinycKa:  (7/06/2021 { o

i

fi:‘émmcmon STATEMENT / 3AFIBNEHVE O CEPTSHKALIMM:

| | hereby certify that the above information is authentic and accurate. This batch of preduct has been manufactured,

5 including packaging/labeling and quality contral at the abova mentioned site(s) In full compliance with the GMP
! requiremants of ths lacal Regulatory Authority and with the specification In the Marketing Authorisatlon of the
importing country ar product specification tile for investigational Medical Products, The batch processing, packaging

, and analysis records were reviswed and found to be compliance with GMP. /
3THM NOATBEPKAAAM, YTO BLIUOYKAIAHHAR UHPOPMELWA ABNAEBTCA 4OCTOBAPHON W TOMHOA. flaHHan cepua npouWaseneHa
{axnK04@A YNaKoaxy/MapKHPOBKY) i KOHTPOMNE KAYSCTEA Ha YKAIAHHOM YACTKE B NONHOM COOTBETCTEMM ¢ TpeBosannamu GMP,
a TaoKB B COOTEETCTAUM CO CRIBLMVKaLMER, COABPNAWEBACA B PErMCTPaLUMOHHOM aocke. MPoTokonb! NPOMIBOACTEAE, YNANOBKH
W aKannaa Goinn NEPeCMOTPEHLI M YCTAHOBNEHO cooTeeTcTaWe GMP.

["Release notes / Npumeqanua K seinycxy:

Packago 30 mi of the drug In the vial made of colorless transparent glass capped with the plastic screw cap providing for the

' first opening control, The vial with the dosing syringe and the instruction for medical use Is placed into a cardboard pack with

; Internal partitions. /

Mo 30 mn npenapata po thnaxoHe W3 GecUBETHOrO NPO3PAYHOre CTRKNA, YKYNOPEHHOTD JaBMHYMBAICWERACH MNacTUKoeoR
i KpLILIKGR, OSeChaYMBaIOLL@A KOHTPONE NEPAOID BCKPLITUA. $NAKOH BMECTa C ACINPOBOUHBIM WNPHUBM H NHCTPYKUHEA no

| NPYMEHBHUIO NOMELLEH B KADTOHHYIC NaYuKy, HMBIOWYIO BHYTPH Neperopaakm.

Storage Conditlons: Do not store above 30* C/
Ycnosva xpaHexna: Npy TemnepaType He abiwe 30°C

. Marketing Authorization Number: JICP-000089 /
| Homep PY: ICP-000039

Qualified Person/
Ynonnoumeﬁnoe Mue.....

Q60nEnyEBA . 4 .

MEHEAXEP no upye ;
Ky
] r"'m"““ 050907 Pagse 1 of 1/Ctpanrus 13 1

N0 ROBEPSHHOGT Y 106/2021

0T
31.05.2024 W

I
t
i




1. ferrer e

Joan Buscalld 18
08173 Sant Cugat del Valids
Barcelona - Espea / Spain

Certificate of analysis /
CeprucukaT aHan1is

Product: Ceraxon®, oral solution, 100 mg/ml, 30 ml in vial Nat /
Npoay«T: Liepakcon®, pacTeop ANA Npuema BHYTPL, 100 mr/mn no 30 mn Bo cnaxone Nai

. Code 1 Kop: 1301422 Batch / Cepus: ROO1R1
Amount / Pasmep cepun:  86730.000 UN Manufacturing date Iftara npomasofcTea: 11/03/2021
Dellvery / HanagHaa: 0000035847 Expiry date / Cpox rogHocTH: 14/03/2024
Semi-finishad batch / Cepua HepachacoBaHHoro Batch active substance / Cepua apmaLeBTVMBckon
npoayxta: 2044756 000291 cyficranunn: 21A0050, 21AC081
Componants [ oxasarend
Appearancse / PASS / CooTsaTcTayer A transparent and coloriess liquid./
Onucanwe BecuseTHAA NPOIPEYHER MHOKOCTL.
pH 8.4 5.9-6.1
Density / Nnovxacre 111 1.083 to 1,132 g/ml / 1.083-1,132 r/wn
identification PASS / CocTaetcTayst The retention time of the main peak in the
(HPLC) / chromatogram of the test solution should

correspond to that of citicoline sodlum peak in
the chromatogram of the standard solution

during the assay.
MoanwHHOCTE BpeMma yaepxMBaHna OCHORHOM Mvixa Ha
{BIXX) XPOMETOrPAMNE HCNLTYEMOrO PACcTROPE RONNCHO

COOTBETCTBOBATL BPEMEHH YASPNHBAHWA
OCHOBHOTO MMKA HA XPOMETOrPAMMS GTAHAAPTHOTO
PacTBOPA UMTHKONUHE HATPHA NPK KONUHECTBBHHOM

onpegensHmu,

|dentification PASS / CooTmercTaysY The UV absorption spectrum of the test solution
(HPLC/DAD) / should correspond to that of the standard
MognvKKaCTe citicoline sodium sclution. / Y®- cnextp
(BINCYAMO) MOMOILEGHHWA MCNLITYBMONO PacTBOpE QOMMKEH

COOTRETCTRORATH YO-CNEXTPY NOMOWEHHA
CTAHAAPTHOrO PACTBOPA UMTUNOMMHA HATPMA,

Preservatives assay (HPLC)/
KonwuecTaeHHoe ONpeaeneHwe
xoHcepsaHTos (BIXKX) . )
Methylparahydroxybenzoate{Nipagin) 101.0 . 90.0 to 110.0 % (1,308 — 1.593 mg/mi) /
| MeTnnnaparnapoxcubensoaTt p , 80.0 to 110.0 % {1,305~ 1.585 mr/mn)
{Hunaruy)
Propylparahydroxybenzoate 1010 apuachwrukoa: | 390.0 to 110.0 % (0,225 - 0.275 mg/mi) /
{Nipazol) / Cenan
Mpenunnaparuppoxcuben3oaT .0 to 110.0 % (0.225 — 0.275 mrimn)
(Hunason)
Anstysis date | flata anarvaa:  24.05.2021 Hication] Creundwaasm 1301422 CERAXON GOTAS 30ML RUSIA (geniver:a/1)
Stetus / Cratyc APPROVED/ 2044758 CITICOLINA 100 MG/ML SOL SC (geniver:7it)
Quality Control ;
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Joan Buscati 149
08473 Sant Cugat dol Valés
Bavcsiona - Espata / Spain
Certificate of analysis /
i _ CepTuchvkar aHannaa
i Product: Ceraxon®, oral solution, 100 mg/mi, 30 ml in vial Ne1 /
Mponyxr: Lispakcow®, pactacp Anv npuema BHyTps, 100 mr/mn no 30 Mn o narore Not
| Code / Koa: 1301422 ) Batch / Capus: ROO1R1
“Amount/ Paamep cepwn: 86730,000 UN “Manufacturing date / [lata npon3soacTea: 11/03/2021 |
Dellvery / HaknagHen: 0000035847 Expiry dats / Cpox rogHocTH: 11/03/2024
Semi-finished batch / Cepua HepacdacosanHoro Batch active substance / Cepus dhapmayesTudeckon
| NpoAyxkra: 2044756 000291 cyBcranuun: 21A0050, 21A0051
Components | Noxasarenn Resyit/ Pesymeratl Requirements | Cneunduxauns
Potassium sorbate / 1024 90.0 to 110.0 % (2.700 - 3,300 mg/mi) /
Karma copGar 90.0 to 110.0 % (2.700 - 3.300 mr/mn)
Assay (HPLC) /
KommiecTaaiHoe onpenensHne
Sodium CRticoline/L{uTHKANVH KaTpua  100.7 95.0 - 105.0 % {99.3 ~ 109.7 (mg/mi) /
95.0 - 106.0 % (99.3 ~ 109.7 mr/mn)
Related impurities (HPLC)/
Nocropotkne npumecy (BIXX)
UPDC VOOX" <0.05 <a10(%)/s1.0%
5'-CMP/S' LM <0.05 <@ 0.2(%)/£02%
Any other impurity / <0.05 <= 0,10 (%) /
EannvuHan HerpeHTHdMUMposaHan 20.10%
NpUMECs
Total impurities / <0.05 «=2.0 (%) /
Cyvma npumecei s20%
Extractable volume / 324 >= 30 ml/
WUssnexaemMbidl oBuem >= 30 Mn
mdividual volume / 30.0 e >m 2T mi/
WxamanayansHbil obsem - = >= 27 M
Microblologocal control /
Mupobuonoruieckan YneToTa
TAMC / OBiwee “wcno aapoBHeXx <1 4 E2 (10% (CFU/mI) /
MUMKDOOPraHWames Gonee E2 (10°) KOE/Mmn
TYMC | O6wee uucno <1 E1 (10") (CFU/mi) /
ADPOXOKEBLIX W NriecHessn rpuBon y Gonee E1 (10") KOE/mn
Escherichia coli PASS / B < //Absence in 1 ml / Orcytrcrane 8 1 mn

e

* Releasa Notes: UDPC (Ul;ldhe §'-diphosphate choiine).
KommenTapun: YA®X (5 yprauraudocharxonun).

Quality Control / KoHTponb kevecTaa
Marta Alsina

Analysis date / [lata ananna: 24 .05.2021 Specification / Craumcpmatnat 1301422 CERAXON GOTAS J0ML RUSIA (gendver:ii)

Status / Craryc APPROVED/ 2044758 CITICOLINA 100 MG/ML SOL SC (genives:T/1)
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