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GB173 Sant Cugal det VaNis
Barcelona - Espafiaf Span

Certificate of analysis /
CepTucbikar ananigy

Product:éeréxoﬁ@, sﬁiiifibn for oral use 100 mg/mi, 10 mlin sachet';'iﬂ sachets (1'&1‘0) in carton box /

[Mpoayxr: LiepakcoH®, posuun ans nepopanscHOro.aacrocyeardn, 100 mr/mn no 10 mn v calte; no 10 cawe (1x10) B
KapToHHIA Kopabli

Code / Kog: 1302670 - Batch/ Cépia: TOO2U6
Amount / Poamip cepii: 8358,000 UN Manufacturing date / Qara BupOBHUUTEA: 16-1 1-2023
Belivery / Haknagna: NA Expiry date / Tepmis npuparsocTi: 11-2026

Semti finished batch /

Cepig HepalgracoBaHoro NPogyKkTY:; 23J4718 2044756

Cumgonegtsfﬂuxaguum Result / Peaynurar Requiremeants { Cneundbina iﬂ_
Relatad substances (HPLC) /

Busnauenns nomiwok (BEPX)

UDP Choline { UDP. xonuu <0.05 €= 1.0 (%) /<= 10 %
5'-CMP <0.05. <= 0.2 (%) /<=0.2 %
Any other impurity / <0.05 <= 0.10 (%) / <= 0,10 %
bynv-Aka iHwa nomMiwka

‘Total impurities / <0.05 «=2.0{%6)2,0%

-Cyma 8cix omiwox
‘Microbiologocal control /.
-MikpobionorivHa yuerora

TAMC  TAMC & :EE; I:;"‘) g;;ﬂml}--'-

(3arancha Kinbkicyb aepobHMx: AEZ (107) MA

Mikpooprarilamis | -

YMe v < 1 E1 {10° {CFUImi} |

(3aranbHa KinbkicTs rnicHsaux i 1E1{107) KYOimn

ApPPKOBYX rpuia) R - o

Escherichia col PASS / Bignonigae Absence In 1 mi sampie / Bincymi g 1 mn
e Complies Eur. Ph, /

Uniformity of dosage units/ PASS/ Bignosigae. e i

Oguopuanicte pososarux ORUKMILL FloeunHi sinnoeigaty BuMoram £pp. Gapas,

2104.5 mgimi Citicoline Na equivalent 100 mgirat Clticoline /

%104,5 mrimn HUTHKGRIHY HaTDIK exBiBanenTHe 100 Mrimn UATUKONIHY

Release notes: This is a batch quality certificate for medical product and the analysis has been -dﬁhé"ﬁ:’:bdfdiﬁg'tﬁquai'i'ty
-control methods

Assay {HPLC) and Preservatives assay {HPLC}): The results for these tests are always calculated in (%) /

Npimiticn fo sunyexy: Llei CepTHIRIKAT RKOCTI Ha Cepily NikapeLkoro 3acoBy Ta aHania Bynu nposesieHi ¥ BlANOBIAHOCTI 3
METOAZMN KOHTROIO RKOCTI,

Kinbkiche nuanavexHa (BEPX) Ta KinskicHe BuaHavoHHs kaHcepeantia (BEPX). PeaynwTtaty ans LIMX TECTIB 3axan
PoIpaxoeyloThea y (%)

Quality Control / Kontpone sixocri

“Analysis date / Rata anariay: 16022024 Spesiieation Creuudiatin. 1302670 CERAXON 1000 SOL 10508 UKRA
Status / Ctaryc APPROVEDY

2044756 CITICOLINA 36T MG/ML SOLUA
SATBEPLIKEHO ~ SO N
e g ,{fpf: N
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G8173 Sant Cugal del Vallds
Barcelona - Espafia / Spain

Certificate of analysis /
Cepmugikarawamay

[ Product: Ceraxan®, solution for oral use 100 mg/mi, 10 miin sachet. 15 sachets (1%10) in carton box
MNpoaykT. Lepakcox®, poauux ans nepopanbHore 3actocysanHsg, 100 mMr/mn no 10 mn y cawe, no 10 cawe (1x10) a
KaPTOHHIR KOpobUi

Code / Kon: 1302670 Batch / Cepia: TO02UB
1 Amount 7 Poamip cepii: 8358000 UN Manufacturing date / Aara BupoSnnutoa: 16-11-2023
‘Delivery / Haknagra: NA Expiry date / Tepmin npuaatvocti: 11-2026

1| Semi finished batch /
1 Cepin HepoddhacobaHoro npofykry: 2374718 2044756

P

ot | et oLt ONCAMATE 3 T K SoAMI, Sz oned G, o0 TOMIQ024 110159 UTE

1D Proceso de firma electronics avanzada: msmsi;-swuas_s-e:aa_z.zﬁ_.1z§¢fc1'sﬁ;a'~_

Components / NMokasHuku Result{ Pesynrtar Requirements / Cneundlkauin
Appearance / PASS / Bignosigac Transparent and colorless llquid/

Onuc Beabapsva npoaopa piguua

pH 6.0 59 -6.1

Tightness / PASS / Binnosigac Tight /

FepmeTuyHicTs vnakosin Henpounkaa

ldentification PASS/ Bignosiaae The retention timie of the imain peak on the

Citicoline (HPLC) / chromatogram of the test solution must comply

the retention time of the standard solution /

laenTtudgikayin Yac YTPUMYBaHHA GCHOBHOTO Mika HA XpomaTorpami

Unrmkonir (BEPX) BUNPoByBAHOIO PDIYHUKMY ROBKUHEN BigNoBinaTn vacy
YTPUMYBAHHA OCHOBHOIO fiKa HA xpoMarpami

| CTAHRAPTHOrO PO3MUHY

Identification S UV.spectrum obtainad for the main peaks inthe-

Citicoline (HPLC/DAD)/ PASS / Bignoaigac chromatograms of the test solution and tha
standard solution should coincide /

laeHTrdikalin Y@-cnekrpu, OTPUMAaNI ANs CCHOBHUX NikIB Ha

Lurukonin (BEPX/OML XpOMaTCrpaMax eunpobysanore Ta cTanaapTHOro

'PO34vHIB, noBwHKE 3BiraTucs

Preservatives assay (HPLC) 90.0 - 110.0 (%) /

KinbKIGHE BUIHAYEHHA KOHCEPBAKTIR 80.0-110,0%
o) 06 d 1.45 {mgiml) (1.305 - 1.595 (mgiml))/
Methylparaben (Nipagin) / 1004 43 fmg/mi) ( ~1.595 (my

Metunnaparigpoxcubenaoar (Hinariny 1,45 mrimn {1,305 - 1,595 mr/mn)

| . 9g; 0,250 (mg/ml) {0.225 - 0.275 (mgiml}} ¢
Fropylparaben (Nipazol) / . 0,250 mr/mn (0,225 - 0,275 mrimn)
poninnaparigpokewboHacar

{Hinazon) . 3.00 {mg/ml) (2.700 - 3,300 (mg/mi)) /
Potassium sorbate / 99.9 3,00 Me/an (32‘. 700 — 3,300 mr/mn)

Kanito copbar

Assay (HPLC)? | | 95.0 ~ 105.0 (%) /

Kinbxicne Busnauenss (BEPX)? 95,0 - 105,06'% o

Sodlum Citicoline / 1013 104.5 (mg/ml)? (89.3 ~-109.7 (mgimii) /
Linrukoniny Harpio L e e 04,5 Mitmn® (89,3 — 1097 mrimn)
- Analysis date / Jara ananiasy; 16.02-2024 Specification / Crieundiikacin: 1302670 CERAXON 1000 SOL 10508 UKEA
‘Status / Crarye  APPROVED/ | 2044756 CITICOLINA 100 MGML S0L UA

3ATBEPPKEHO - - F st T T
Q:%— g T L 2N |

Quality Control/ RERewt o
KOHTONL RKOCTI
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Barcelona - Espadia 7 Spain

CERTIFICATE CF RELEASE AND GMP
COMPLIANCE/ o
CEPTWOIKAT BIINOBIAHOCTI GMP BUNYLEHOT GEPIT

- '.'ﬁfééiiﬁiﬁ'ﬁéraxonﬁi, solution for uvral use 100 mgimi, 10 ml in sachet, 10 sachets {1x16} in carton box |
Npoaykr: Uepakcon®, posunn ang RePoPaNeHOIc 3acTocysanHn, 100 mrimn ro 10 mn y cate, ne 10 cawe {1x10} |
1 B K&pTOHHIR kopoHii

| Code / Kog: 1302670

| Batch 7 Cepis: T002U6

Manufacturing date / Qara supoBrnuraa: 16-11-2023 Detivery / Haknapnrsa: NA

Expiry date / Tepmin npugatHocTs: 11-2026 Amount / Poamip cepii:  8358,000 UN

Release date / laTa BUAYCKY: 16-02-2024

i hareby certify that the above information is authentic and accurate. This batch of product has bean manufactured,

CERTIFICATION STATEMENT / 3ASAIBA MPO CEPTHOIKALLIG:

including packaging/labeling and quallty control at the above mentioned site(s) in full compliance with the GMP
requiraments of the local Regulatory Authority and with the specification in the Marketing Authorisation of the
Importing country or product specification file for investigational Medicat Products. The batch processing,
packaging and analysis records wers reviewed and found to be compliance with GMP. /

Lum A sacsinuwyo, 110 HaBepena buile tHdopmalin e DOCTOBIPHOK T2 TONHOI. Lito cepito npogykuii Syno supobaeno,

BKIIHONAI0NM NAKYBANHAIMADKYGSHHA, Ta ARGBEA/CHC KOHTPOMb Tl AKDCTE HA BULie233HaYSHIf AineHUUl y NnoBHiA signosigHoctia |

Bumorammn GMP, scranosneHumy MICLIOBKM DOIYNATODHAM ORraHOM, 2 TAKOXK BignoziaHo A cneumdikayii, WO MICTHTHLCH ¥
PEECTPALIMHOMY AOCLE KPaTHU-IMNOpTEpa, abo ¥ RGCuE cneundikauin va npenapar ana AQCNIKYBAHOIO MIKADCHRKOTO
3acoby, Mporokonu aupobuuyTtea, NaKyBaxHg Ta aHanisia Gyno MePErNAHYTO ¥a BCTAHQBMNEHE BiAnoBIiaNicTs GMP,

|-Marketing Authorisation numbar in Ukraine / Peecrpaiiine Nocsiavenns 8 Yrpaini: UAJE4B4/02/01
Dosage foerm: solution for oral use, 100 mg/mi/ Jlikapceka dopma poavus gns NepopanbHoro sacrocysaknA, 100 Mrimn

| Bua i poamip ynakossu: ao 10 un y calle; no 10 cawe {1x10) e KApTOHHIM Kopabyi

3

it AT PR N T T L MO AT e L LE TR JPENT T

Release notes / [prmitin ao Bunycky:

FeLIREY ] M ar -t zF o

Package sizeftype: 10 ml in sachet, 10 sachets {1%10}) in carton box/

StrenghtPotency: 1 ml sojution contalis 104.5 myg citicoline sodium as 100 mg of citicoline /
Cuna piifAxtueHicts 1 mn POAYUHY MICTHTL UMTUKONIHY HaTRIIO 104,5 mr, Wo signosigae 100 mr unTHkOAIRY

Manufacturer: Ferrer Internacional, S.A. / BupoGuuk: Peppep IHTepHayioHans, C.A.
License numbar / Homep niuenaii Bupobiinka: MIA-0183

Manufacturing Authorization number of the laboratery / HoMep nitesali naboparopii supobruka: 2515-E.

Manufacturing site: Joan Buscalla, 1-9, 08173 Sant Cugat del Valles, 08173 Barcelona / i
- Anpeca BUpoGHuol ainbHmi: Dxoan Byckanna, 1-9, Canr-Kyrar-gens-Bannec, 08173 bapcenons
g Country of origin: Spain / Kpaiha-8upoBuux: icnanin
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