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- Munufuctured by PharmaVision San. ve Tic, A.S,
| Location: Davutpasa Cad. No.145, Topkapi, Istanbul, Turkey
. , License: 2002/12
- PharmaVision

- Biipotaeno: DapmaBixu Can, se Tinx. AL,
Micuesnaxomxenma: Rasytnama Dxcan Nel45, Tonkani; CramGyn, Typenanna
Hinemia: TR/UY/2020/4.0

CERTIFICATE OF ANALYSIS No. 2288001

CEPTH®DIKAT AKOCTY

Product name: RONOCIT

Hazsa npodyxmy: POHOIHAT | __

Pharmaceutical form, solution for injections 1000 mg/4 ml; 4 ml of solution for injection in ampoules; 5

package type and size: ampoules in a contour tray; 1 contour tray together with a leaflet in a carton box.

Jixapcvxa @opma, munma  pozyun ona in'exyid, 1000 m2/4 ma; no 4 mn 8 amnyni; no 5 aMnyn 8 KOHMypHiil

PO3MID YRAKOSKU yapywKosit ynaxosyi; no-l xoumypniil vapyuxosiil ynaxoeyi pasom 3 HCMpPYKYicio
ONR MEOUHOZ0 3ACMOCYBaNHA Y KAPMOHHIT xapobyi

Dosage / potency: Citicoline (as sodium salt} 1000 mg/4 ml,

Hoza / cuna oif; Llumuxoniny (v popmi nampiesoi coni) 1000 m2/4 mn

Registration certificate: __ |
Peccmpayiitne noceiovenns: UA/18484/01/02
‘Batch no.:

MNe cepii: 2288001

Posmip cepii: | PACKAZES/YAaKosor

| Manufacture date:'_i_. 102022

Aama supobruymaa;

Expiry date: ) -

Tepmin npuoammocmi; 09.2027

| Hoxasnurcu axocmi Hopmysanns Pezynemam

Appearance Clear, colourless or slightly yellow solution. Conform

Onue IIpozopuii besbapenuii abo anezka scoemyeamuii posuuy, | Bionosioae
Identification Retention time of the major peak obtained in the Conform

chromatogram of the sample solution should be concordant

| to that of the standard solution in the assay.

[oenmugixayin Hac ympumyeants OCHOGHO20 BIKY Ha Xpomamozpami

00CRIONCYEan020 POFUUHY NOGUHEN éidnoaidamu maxomy | Bidnosidae
JC HA XpOMAMo2pami CHAHOAPMHO20 POIUUNY 8 X0O0i
KINBKICHO20 BUIHAUECHHS .

Clarity Clear, colourless or slightly yellow solution. Conform
| Hposopicms Ilosunern 6ymu npozopiinm h Bionosioae
| Coloration Colourless or brownish-yellow solution, should not be more
. v ool _ tution B Conform
Konsonosicm intensely coloured than reference solution BYs.
posicme Ilpozopuis besbapenuii abo 3nezKa HCOSMYEaAmun posHun
4Lposopu P mye L ' Bionogioae
Extractable volume Not less 4.0 ml 4.2 ml
1 O6’em, o eumazacmucs He menuie 4,0 ma | -2 ml () |
pH .
pH ..f 50—175 6.4
Density 10.95 — 1.20 g/ml 1.11 g/ml

Ivemuna 10,95—1202/mn | 1.11 o/mn




o——— Manufactured by PharmaVision San. ve Tic, A.S.
y . Location: Davutpasa Cad. No.145, Topkapi, Istanbul, Turkey
f | License: 2002/12

11 PharmaVision | o
| Bupobaeno: DapmaBia Can. Be Tinx. AT |
‘Mictesnaxoresna: Hasyriama Maan Neld5, Toprawi, CramGyn; Typouanna
Jlinersin: TRAUY/2020/4-0
TEST LIMIT RESULT
Hoxasuury axocmi Hopmysarna Pesynvmam
Particulate contamination:
Mexaniuni exriovenns .
- visible particles Practically free from visible particles Conform
- UOUMI HACMKY | . . “ . | . Bionosioace
. _ IIpaxmunno einvruil 810 sUOUMUX YACTHIOK : .
- sub-visible particles > 10 um <6000 particles/amp. 26 particies/amp:
- HesuOuME uacmi 2 10 auicm: < 6000 uacmor/amn. (acmor/an,)
> 25 um 2600 particles/amp._ ?éi:;ﬁiﬁﬁ )p
1 225 mrm: < 600 vacmor/amn. ) L
| Sterility Solution should be sterile. Conform
Cmepunsricmy Pozyun nosuner 6ymu cmepunsHum Bionosioac
Bacterial endotoxins Not more 0.3 IU/mg | <0.3 TU/mg
baxmepianvui endomorxcunu | He 6invue 0,3 MO/mz (MO/mz2)
1 Related substances
1 Cynpogidni domimru Not more 0.2% Not detected
1= 5-Cytidylic Acid He binvwe 0,2 % He gunaneno
- S-Lumuodinosa x-ma
- UDP-Choline g Not more 0.2% 0.02 %
1= UDP-Xonin | He 6invuie 0,2 % |
| = Unidentified single impurity Not detected
| - Odunuvuna ne ‘Not more 0.2% . He eusaneno
idenmuchixosaria dominxa He 6invwe 0,2 % .
- Total impurities Not more 1.0% Conform
1 =~ Cyma oomiuiox | He binvtue 1,0% o Bionogidae
Assay * 95.0%-105.0% 98.3 %
Kinvxicne eusnauenns . 1000.0 mg/4 ml+ 5.0% (950.0 - 1050.0 mg/4 ml) 9832 mg/4 ml |
1 1000,0 me/4 n £ 5,0 % (950,0 + 1050,0 me/dan) 983,2 (ma/4 wn)

I do hereby certify that the abovementioned dota are trustworthy and accurate. This product batch is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full conformity
with the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and
control methods of the ahalytic-normative documentation, registered in Ukraine. The protocols of manufacture,
packaging and analysis are reviewed; conformity with the GMP is established.

Lum 8 3acsiowyio, wo nepepaxosana euue ingopmayis € oocmosiprowo i mownoro. L8 cepin npodykyii 6ynd
8U20MOGAEHA (BRAKIUGIONU NAKYEAKHA / MAPKYBAHNA) 3 NPOoGedeHHIM KOHMPONIO AKOCME HO 6UECKA3AHIU sUpOOHUYI
‘Olnsnuyl 6 noeuiti sionoeionocmi 3 eumozamu GMP, ecmanoanenumy pezyasmopruum. op2arom Typewwunu, a maxosc y
gidnogidnocmi 3i cneyuixayicio i memodamu xoumpomo Axocmi (MKS), sapeccmposanumu & Yxpaini. Ipomoxonu
BUPODHUYMBA, YRAKOBKU MA AHANI3ie GV nepezanymi ma 6cmanoeneno eionogionicms GMP.

Surname and position of person, approving batch release to market Quality Control Manager: Gamze Erdenoz
1Ipissurge ma nocqoa / seanns 0cobu, axa eudana 0036in Ha eunycx cepit  Menedowep BRA: T'amsze Epoenos
| S GamzgE
Hionue ma dama nidnucanns, , ? LR EEMn ?“t:; X 02.01,.2023
| o Y N

%\ ~ PharmaVision
AL Sanayi ve Ticaret A.S.




