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08173 Sant Cugat del Vallés

Barcelona - Espafia / Spain
Certificate of analysis /

CepTtudomkat aHanusa

Product: Ceraxon®, solution for intravenous and intramuscular injection 1000 mg/4 ml in ampoules Ne5 /
Mpoaykr: LlepakcoH®, pacTeop AnA BHYTPMBEHHOIO BHYTPUMbILWeYHOro eeegeHna 1000 mr/4 mn no 4 mn B amnynax
Ne5

Code / Kog: 1301421 Batch / Cepus: S023R2
Amount / Paamep cepuu: 17429,000 UN Manufacturing date / [lata npoussoacrsea: 02/03/2022
Delivery / HaknagHas: 0000038250 Expiry date / Cpok rogHocTu: 02/03/2025

Semi-finished batch / Cepus HepactacosaHHoro
npogykra: 2044407 S023R2

Batch active substance / Cepua bapmauesTuyeckoin
cybectaHumm:  21K3775

Reguirements / Cneuvdukauvs

Components / Mokasatenu Result / Pesynbrar

Appearance /
Onucaxve

Extractable volume /
Maenekaembiil 0bbem

pH
Particulate matter /

MexaHu4eckune BKNOYEHWA

Sub-visibles particles /
HeBuaumeble vacTuusl

Visible particles /
Buaumebie 4actuubl

Identification (HPLC) /
WpeHtudukayna (BIXX)

PASS / CootBeTcTBYET

4.3

6.9

246
18

PASS / CootBeTcTByEeT

PASS / CooTteetcTByeT

Clear colorless liquid. /
Mpo3apayHas BecuBeTHasA XUAKOCTb.

NLT 4.0 ml. / He meHree 4,0 mn.

65-71

- particles =2 10 ym — NMT 6000/ampoule,

- particles = 25 pm — NMT 600/ampoule. /

- yacTvubl pasmepom = 10 Mkm — He Bonee
Yem 6000/amnyna;

- YacTuubl pasMepom 2 25 MkM — He Gonee yem
600/amnyna.

Visible particles should be absent. /
Buaumble YacTuLbl AOMKHbI OTCYTCTBOBATb.

The retention time of the main peak in the
chromatogram of the test solution should
correspond to that of citicoline sodium
standard solution. / Bpems yaepxusaHus Ha
XpOMaTorpaMmme OCHOBHOTO MWKa WCMbITYyemMoro
pacTBopa A0MKHO COOTBETCTBOBATL BPEMEHM
YAEPXWBAHNA OCHOBHOIO NWKa CTaHAapTHOro
pacTBopa LMTUKONWHA HATPUA.

Analysis date / [lata aHanu3a:

Status / Ctatyc

Quality Control/
KoHTponk kavectsa

25.05.2022 Specification / Cneundukaums:
1 AA.MM.ITTT
APPROVED /

YTBEPXIAEHO

2044407 CERAXON 1000 MG INY RU(SEC)(geniver;2/1)

1301421 CERAXON 1000MG RUSIA(gen/ver:1/1)
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Certificate of analysis /

CepTtucukar aHanusa
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Documento firmado electrénicamente

Product: Ceraxon®, solution for intravenous and intramuscular injection 1000 mg/4 ml in ampoules Ne5 /
Mpoaykr: LiepakcoH®, pacTBop ANA BHYTPUBEHHOTO BHYTPUMbILWeYHoro Beegernns 1000 mr/4 mn no 4 mn B amnynax
Ne5

Code / Kog: 1301421 Batch / Cepua:  S023R2

Amount / Paamep cepun: 17429,000 UN Manufacturing date / [lata npousBoactea: 02/03/2022
Delivery / HaknagHas: 0000038250 Expiry date / Cpok rogHocTH: 02/03/2025
Semi-finished batch / Cepwsa HepacdacoeaHHoro Batch active substance / Cepus papmaLesTU4ecKoi
npoAayKkTa: 2044407 S023R2 cyberaHumm: 21K3775

Components / [Nokasatenw Result / PesynbTat Requirements / Cneyudukauyma

Assay / 102.3 95.0 - 105.0 % of citicoline sodium label
KonwyecTeeHHoe onpeaeneHue claim: from 950,0 to 1050,0 mg/4 ml. / 95,0 —

105,0 % oT 3anBnNEeHHOro copepXaHus
UuTMKONMHa HaTpusa: oT 950,0 o 1050,0 mr/4

M.

Related impurities (HPLC) /

PoacTBeHHble npumeck (B3XKX)

UDP Choline* / YO®-xonun* 0.45 <=1.0%/<1,0%

5-CMP <0.05 <=02%/<0,2%

Any other impurity / <0.05 <=0,10%/<0,10 %

Iobas ppyras npumech

Total impurities / 0.45 <=20%/<2,0%

Cymma npumeceit

Sterility / PASS / CootBeTcTayeT The drug product should be sterile. /

CrepuneHoCTb Mpenapat pomxeH GbiTe CTEPUNBHBIM.

Bacterial endotoxins / <5.00 NMT 87,5 EU/mI / He Bonee 87,5 E3/mn

BakTepuanbHble

3H0TOKCUHbI

*UDP Choline: UDPC (Uridine 5'-diphosphate choline)

*UDP Choline: UDPC (YpuauH 5'-audocdar xonuH)

Quality Control / KoHTponb kayecTea

Marc Pastor Martinez

Analysis date / [lata aHanuaa: 25.05.2022 Specification / Cneundukauus: 2044407 CERAXON 1000 MG INY RU(SEC)(gen/ver;2/1)
1 00 MM.ITTT

Status / Cratyc APPROVED / 1301421 CERAXON 1000MG RUSIA(gentuer:
YTBEPXOEHO

Quality Control/ X —
KoHTpone kavecTea
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CERTIFICATE OF RELEASE AND GMP

COMPLIANCE/
CEPTU®UKAT COOTBEPCTBMA GMP
BbINYLLEHHOW CEPUM

Product: Ceraxon®, solution for intravenous and intramuscular injection 1000 mg/4 ml in ampoules N25 /
MNpoaykT: LiepakcoH®, pacTBop ANA BHYTPMBEHHOTO BHYTPUMbILLEYHOro eegeHuna 1000 mr/4 mn no 4 mn B
amnynax Ne5

Code / Koa: 1301421

Batch / Cepua: S023R2

Manufacturing date / [lata npoussoactea: (2/03/2022| Delivery / HaknagHas: (0000038250

Expiry date / Cpok rogHocT:  02/03/2025 Amount / Paamep cepun:  17429,000 UN

Release date / ata Beinycka:  05/07/2022

CERTIFICATION STATEMENT / 3AABJIEHVWE O CEPTU®UKALINIA:

| 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 NOATBEPXKA AL, YTO BbilleyKasaHHas WH(POPMaLMA ABNAETCSA A0CTOBEPHOMR U TOYHOW. [laHHaA cepus NPoAYKLMUMI
npoussejeHa (BkNio4as ynakoeky/MapkupoBKy) U NpOBeAEH KOHTPONb €& Ka4ecTBa Ha yKa3aHHOM yYacTke B MOMHOM
cooTBeTcTBMM C TpeBoBaHuaMu GMP, ycTaHOBNEHHLIMM MECTHBIM PEryNnATOPHLIM OPraHoOM, a8 Takke B COOTBETCTBUM CO
cneundmrkaumen, coaepalleica B perucTpaLUuoHHOM A0CkE CTPaHbLI-MMMNOPTEPa UNKU B A0CHE Cneundukaumnin Ha npenapar
ANA Uccnejyemoro nekapcTeeHHoro cpeacTea. MNpoTokonkl NPOM3BOACTEA, YNAKOBKM M aHanv3ia Bbinn nepecMoTpeHs! U
ycTaHoBneHo cootseTctene GMP.

Release notes / [pymeyaHus K BbINycky:

Package: 4.0 ml into a colorless neutral glass ampoule (hydrolytic type |) 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 BecuBeTHbIEe CTEKNAHHbIE aMnynbl HEATPANbHOro CTekna (rmaponuTuyeckuid Tun 1) c Genoi nonocoi Ans pasnoma
amnyn. 5 amnyn (KOHTYpHas s4eikoBas ynakoska u3 MBX) ¢ MHCTPYKUME NO NPUMEHEHMIO MOMELLAIOT B KAPTOHHYIO NaYKy.

Storage Conditions: At a temperature not above 30°C /
Ycnosus xpaHeHus: npu Temneparype He sbiwe 30°C

Marketing Authorization Number: ICP-002287/07 /
Homep PY: NNICP-002287/07

Qualified Person/
YNonHOMOYEHHOe NULo
-




«CBeneHnA o0 BBOJeE B rpaXdaHCKuii o6opoT B Poccuiickoi denepaynm

NeKapCTBEeHHbIX CPeACTB N0 COCTOAHMIO Ha 14.10.2022 16:24»

Oprasunzanus,
Jara BueceHns B IMpoussoaurens Caepnenns o Homep Homep, nara
Hopmatusnaa BbINYCTHBINAS B
AHC Toprosoe HanmeHoBanHe (BBIMyCKaOmuii Crpana cTagHAx CepHH, pa3spenienns
JAOKYMEeHTalHs TpaxaaHCKHA
Poc3apasnagzopa KOHTPOJIb) NPOH3BOACTBA oBopor napTHH na HIITT
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