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CERTIFICATE OF RELEASE AND GMP
COMPLIANCE/
CEPTUOUKAT COOTBEPCTBMA GMP
BbINYWEHHOW CEPUM
Product: Ceraxon®, oral solution, 100 mgimi, 30 mi in vial Ne1 /
Mpoayxr: Liepakcon®, pacteop gns Nprema BHyTpo, 100 Mr/mn no 30 mn Bo dnakoxe Ne1
Code / Kog: 1301422 i 7
e éﬁ'lnﬁapjﬁﬁfﬁ"ﬁ&béh i e ST Sl I
| Manufacturing date / ara nponssoactea: 03/06/2021 Delivery / Haknangvas: 0000036318 ]
Expiry date / Cpok rognocmi: 03/06/2024 Amount / Paimep cepuu: 92168,000 UN
hﬂ!oats date / llata ewinycka 02/08/2021 ’ - n
( CERTIFICATION STATEMENT / 3ARBNEHWE O CEPTHOH KAUWU. ]
| heraby cartify that the above Information Is authentic and accurate. This batch of product has been manufactured,
Inciuding packagingl/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the iocal Regulatory Autherity and with the specification in the Marketing Authorisation of the

importing country or product specification flle for Investigational Medical Products. The batch processing, packaging

| and analysis recards ware reviewad and found to be compliance with GMP, /

i 31um nogTeepxABEM, HTO BElLOYKAAHHAR MMIPOPMALKS ABNRETCA AOCTOBEPHON W To4nOR, [laHHan cepun nponisegena
(exnioNan ynakoBKy/MapKMPOBKY) M KOHTPONb KB4eCTEA Ha YRA3BHHOM yNACTKe B NONHOM COOTBETCTBHH C TPEBOBaHMAMM GMP,
@ TaKKe B COOTBATCTBUM CO CeUMdMKALHER, coAepraweica B ParMcTPALMOHHOM JOCkE, MNpotokonsi npousaoactea, ynakosxy
" 8Hanu3a Gbin NEPECMOTREHN 1 YCTAHOBNEHO CaDTBETCTEME GMP.
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Rolease notes / pamedanuns x BEINyCKy: o B N )

Package: 30 ml of the drug In the v.al made of colorless transparent glass cappad with the plaslic screw cap providing lor the
first opening control. The vial with the dosing syrings and the instruction for medical use is placed into a cardboard pack with
intemal partitions. /

Mo 30 mn npenapata 8o dnakome wua GBCUBETHOTD NPOIPANHArD CTeKNa. YKYNOPEHHOID 338MHYMBAKIWEACH NNACTUKOBOR
KPBILLKOH, OBECAeYMBAIOLLIER KONTPONL NepaorD BCKPBITUR ONAKOH BMECTE C A0IHPODONHBIM WNPHLEM W WHCTPYKUWEW no
NPHMEHENHIO NOMBLLEH B KBPTOHHYIC NAYKY, MMeIOWYIO BHYTPM neperopogun

Storage Conditions: Da not store above 30° G/
YEnosua xpaKenna. npi Temnepatype Me Boitue 30°C

Marketing Authorization Number: NCP-000088 /
Howmep PY: NICP-000089

Qualified Person/
YNONHOMOYEHHOS NHULD

Anna Bosch
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MEHEQXEP NO Buinygoyy
B IPAXZAHCKHA 050807
N0 ROBEPEHHOCTH 108/2074

04 MioH 207 M
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f9 ferrer

Semi-finished batch / Cepun nepacdacosanroro

Ferrer intamaciond S.A.
Joan Buscath 1.9
G8173 Sanl Cugat def Valds
Barcebna - Espana / Spain
Certificate of analysis /
o CepTudmkar ananuaa e
| Product: Ceraxon®, oral solution, 100 mg/ml, 30 ml in vial N1 /
! Npoaykr: Uepakcon®, pactsop ana npuema eryTps, 100 MMMA no 30 MA Bo $naxoxs N1
Code / Kog: 1301422 Batch / Cepus: RO02R1
Amount/Pasmep cepiv. 92168 000 UN Manufacturing date / [Jata npouasoacrea: 03/06/2021
Dellvery / Haknapnas: 0000036319 Explry date / Cpok roarocTy: 03/06/2024

Batch active substance / Cepus tapmatjesTuveckon

npoayKTa: 2044756 000298 cyGcranumn: 2180622, 21C0812, 21C0813

Appearance | PASS / CooteercTeyer A transparent and colorigss liquld. /

Onucanne BecusaTHan npozpaunan muakocTs.

pH 8.1 §9-61

Density | NnoTHocTs 1111 1.083 to 1,132 g/ml / 1.083-1.132 tiun

Idantification PASS / Cootsarcrayer The retantion time of the maln 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,

NopnuwnocTs Bpema yaepxuannn ocHoBHOrS nuka Ha

{BIMX) XPOMATOrPaMME UCNLITYEMOTO PACTBAPA AONKHO
COOTBETCTBOBATL BPEMEHN YAGDXUBAHKA
OCHOBHOTO NHKA HA KPOMATGTPAMME CTANGapPTHOrO
PAcTBOPA UMTHKONKHA HATPMA NPH KONWYECTBEHHOM
onpeaenaxiu.

{dentification PASS / Cooteercrayer The UV absorption spectrum of the test solution

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

NoanukHocTs citicoline sodium solution /Y- cnexrp

(BIXO/AMO)

Presarvatives assay (HPLC)/
Kenuuectaenxoe onpegenenmne
KoHcepBaHTos (BIMX)

Hoihyiparnhydmxybonzoate[NEpagln) 1000

| Merunnaperngpoxcubenacar
{Hunarun)}

Propylparahydroxybenzoate
(Nipazol) /
MNpenunnaparsapokcuBenaoar
(Hunaaon)

99.7

Analysis date | Jata ananuza: 27.07.2021
Status / Cratyc APPROVED/

Yraepugsso
Quality Control

le

NOrNOLUEHAA WCNBITYOMOro PacTaopa gonmeH
CooTBETCTBOBATE YO-CriekTpy NOrNOWEHMA
CTAHAAPTMOrO PACTBOPA UHMTUKONMHA HaTPUs

90.0 5 110.0 % (1.305 - 1.595 mg/ml) /

90.0to 110.0 % (1.305 - 1.595 Mrimn)

80.0 to 110.0 % (0.225 - 0.275 mg/ml}

80.0 to 110.0 % (0.225 - 0.275 mrimn)

Specification / Crewudniauma: 1301422 CERAXON GOTAS 30M|

iw
2044758 CITICOLINA 100 MGML8PL 8C
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[& Fe rref Faner trlemacional SA

Joan Buscallh 1-8
08173 San! Cugal del Valds
Barcelona « Esparta / Spain
3 E Certificate of analysis /
i3 CepTudukat aHanua
71 Product: Ceraxon®, oral solution, 100 mg/ml, 30 m! In vial Nei / 1
g ? Mpogykr: Liepakcon®, pacteop Ans npuema BHyTpb, 100 mr/mn no 30 Mn so dnaxone Nat
§
§ i Code / Kog: 1301422 Batch / Cepun: RO02R1
g i [Amount/ Pasmep cepu:  92168,000 UN “Manufacturing date / flata nponssoactsa:  03/06/2021 |
H Delivery / HaknagHan: (0000036319 Expiry date / Cpox rogHocTy: 03/06/2024 {
g j Seml-finished batch / Cepun HepacthacosaHHoro Batch active substance / Cepus dbapmavyestuieckod
i ! |neopykTa: 2044756 000298 cyberanum: 2180622, 21C0812, 21C0813 J
Result/ Pegvnbratel Reaquirements / Creunduxauna
3 i Potasslum sorbate | 100 8 90.0 to 110.0 % (2.700 — 3.300 mg/ml) /
3 Kanua copBar 90.0 to 110.0 % (2.700 - 3.300 mrimn)
E ! Assay (HPLC) /
KonuuecraeHnoe onpegenaHine
Seodium Citicoline/LiutikonuH Hatpua 102.2 $5.0 - 105.0 % (99.3 - 108.7 (mg/ml) /

95.0 —105.0 % (99.3 - 109.7 mr/mn)
Ralated impurities (HPLC)/

MocToponHme npumecy (BIXX)

UPDC*/YODX* <0.05 <= 1.0(%)/s10%
5'-CMP/5' UMD <0.05 <=0.2(%)/502%

Any othar Impurity / <0.05 <= 0.10 (%) /

EAnHWMHAA HeMaeHTHDMUMPOBAHHAR £010%

NpUMECH

Total impurities / <0 05 <220 (%) /

Cymma npumecen s20%

Extractable volume / 320 >= 30 mi/

Wasnexaemsid owem >= 30 mn

Indlvidual volume / 320 5227 mi/
WranenayansHeld 06bem >= 27 Mn

Microblologocal control /

Murpobuonoraeckas ynetota

TAMC ! Ofwee 4mcno aspobubix 1 51 E2 (10%) (CFU/mI) /
MUKDOOPTEHUIMOB e Bones E2 (10%) KOE/mn
TYMC / OBwee uneno <1 $1 E1 (10") (CFU/mi) /
APOXOKEBLIX U NNAcHeabx rpHios He Bonee E1(10') KOE/mn
Escherichia coll PASS / CootpeTcTayaT Absence In 1 ml/ Oveyrerane 8 1 Mn

" Release Notes: UDPC (Uridine 5'-diphosphate chaline)
Kommentapun: YAPX (5'ypuannandocdarxonun).

Quality Control / Kovrpons kavecrea
Marta Alsina

Analysic date / ata avanwaa:  27.07.2021  Specification ] Creundamn:

Statua / Cratyc ”PZ:V:N |
h o e T
Quality Control £ :
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