PharmavVision

CERTIFICATE OF ANALYSIS

CEPTHQOIKAT 8K ocrt

Product name:

Hasea npoOyrmy:
Pharmaceutical form,
Package type and size:
Jlikapcora hopaa, mun ma
PO3MIp vrarogKy

Dosage / potency:
Loza 7 cung oii
Registration certificate:

Peecmpayiiye ROCGIOYeHs,

Batch no.:

N cepi:

Batch size:

Posuip cepi:
Manufacture date;
Hama supobuuymey:
Expiry date:

Tepmin npudamuocmi:

Manufactured by PharmaVision Sy nove Tie, A8,
Location: Davutpasa Cad. No, 145, Topkapi, Istanbul, Turkey
‘ License: TRAUY/2020/4-0

Bupogaeny; DapyaBimn Can, e Tiaw. A1
Z\'Tlcue:maxozxmemm: Hanyriawa Dan, Neltds, Tonxani, Crasbya, Typeuppa
Jinensis: TRAJY/2020/d4-0

No. 310099980

RONOCIT
POHOLIHT

solution for injections 1 000 mg/4 ml; 4 mi of solution for injection in ampoules; §
ampoules in a contour fray; I contour wray together with a leaflet in a carton box,
PO3uun Oast in'eryin, 1000 ya/s M N0 4 yn 6 aunyniy no 3 MRV 6 Koumypuii
"apynkosit ynaxosyi: no | KOWmYDPHIG wapynkogisi MVHAKOBYT pazom 4 mempyragien
015 MeOuyno20 sacmocysannn y kapimonuis KOpOOYi

Citicoline (as sodium salt) 1000 mg/4 mi,

Livmuroniny ¢y dopai nampiceor coni) 1000 mz/d amp

UA/18484/01/02
310099980

41 939 Packages/vnarosor
10.2023

09.2028

{ TEST LIMIT I RESULT |
Horasuyru sxocmi ol Hopmysanus Pesynomam —

Appearance Clear, colourless or slightly yellow solution. Conform

_ Onuc LIposopuii Gesbapenuii abo wezra HCOBIMYeamMuIl posyyy, Bionosioae /

Identification Retention time of the ma jor peak obtained in the

| Conform
chromatogram of the sample solution should be concordant
to that of the standard solution in the assay,

loenmudirayis Hac ympuriyeanmus OCHOBHO20 nixy na xpomamozpami Bionosioae
docaidncyeanoeo PO3vUMY nosunen sidnogioamy maroay
K HA XpOMamozpami CRIAHOAPMKO20 Posuuity ¢ x0di
KIToKICHO20 61smavenis
Clarity Should be clear. Conform
Lposopicme Mac Gymu HpO30pUM, Bidnosidac
Coloration Clear, colourless or g; ghtly yellow solution. Conform
| Koavoposicmi | {Iposopuii 6eséapenuii abo SNCRA ACOSMYSamuTi posyun, Bionogioae I
i

1 Ext}ractable volume Not less 4.0 m/ 4.2 ml ()
06 e, Wo sumseacinbes He menue 4,0 sa )
| pH 5.0-7.5 6.4
28
Density 0.95 - 1.20 g/ml L1 g/m]
Iyemuna 0,95 ~ 1,20 e/wn 111 a/an s
172

Xer o POFY @;ﬂ 7S 200 4@/ '



Manufactured by PharmaVision San, ve Tie. AS
Location: Davutpasa Cad. No.145, Topkapi, Istanbul, Turkey
License: TRIUY2020/4-0

PharmaVision
Bupobneito: MapmaBisn Cau. se Tiaw. AL
MicLeIHANOIKCHER IanyTnaua Jxan. No145, Tonkari, Cramyit, Typeaini
Jliuensis TRIUY 2020440
S - e B ee s e T
TEST LIMIT RESULT
Hoxasmuxuakoemi | o Hopayauhs "  Pesyavmidin

Particulate contamination:
| Mexaniuii grUOUEHHA
- visible particles
- guOumi yacmxy
- sub-visible particles
- HegUOUMI HUCKU

i
H

Practically free from visible particles Conform \

, . e | Bionosioae
[Ipaxmuuno GLTbHUL aid) guOUMHUX HACTOK ‘

s Ao !
| > 10 pm < 6000 particles/amp. 1153 paﬂ,‘f“"b_’ﬁlnp'.
> 10 mxm: 6000 waCHMOK/aMN. 20 ’(‘l_a.ﬁm(f’f aair.)
>25 pm <600 particles/amp. 16 p‘““‘d?b/fmp‘.

> 25 miem: 2600 wacmor/amn. 16 (vacmor u’"“fﬁ
Solution should be sterile.

Pozyun NOGUHEH Gymu CRIepUILHUM .
Not more 0.3 TU/mg

He 6invwe 0.3 MO/me

R

Conform J\
Rionogioae ...
<0.3 [U/mg \

MO/M2) .

Sterility
Cme pULEHICHD
“Bacterial endotoxins
BaxmepiaibHi eHOOMOKC
i Related substances
Cynpogioni OoMitKY

UHY

- 5-Cytidylic Acid Not more 0.2% 1 0.01% i

- 5-IJumuoiaosa K-ma \ He Ginvtue 0,2 % \

- UDP-Choline Not more 0.2% 0.03% x

- UDP-Xoain He Ginwwie 0,2 %
- Unidentified single impurity | Not more 0.2% 0.01% \
- QOunuuHa He He 6invtue 0,276 ‘
idenmugikosana QoMiuKa \ ﬂ
. Total impurities Not more 1.0% Conform

L-Z—(“ widd QOMIUIOK He Ginvwe_1,0 % ~ Bionogioye
Assay 795.0%-105.0% 104.5 % \
Kinvxicne GUsHaHenii 1000.0 mg/4 ml = 5.0% (950.0 - 1050.0 mg/4 ml} ‘

i
1

1044.6 mg/4 ml
1044.6 (ue/4 1) |

1000,0 me/4 ma 5.0 % (930, 0-105 0,0 M2/4 M

T eerrtamissarent v

[ do hereby certify that the abovementioned data aré trustworthy and accurate. This product batch is manufuctured
(packagiug/labelling included) under the quality control on the abovementioned manufacturing site in full confornity
with the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and
control methods of the analytic-normative documentation, registered in Ukraine. The protocols of manufuctire,
puckaging and analysis are reviewed; conformity with the GMP is established.

[um 4 J0Caiouy1o, 4o nepepaxosand guiye iru]n';p;wcﬁ;iﬂ & Q0CmogipHaIo i mounow. Ll cepis npo()yrcui}' oyaa
gueomogaend (BrRUOUAONY naxyeanns. / MapKyBanis) 3 NPOBEOEHNAM xonmpomn AKOCHL 1 sutyesKasaiit gupobiuii
dinputayi 6 NOGHIT gionogionocni 3 GUMO2MU GMP, scmanosienuyit pesyismopHuM OpRHoM Typewuunu, ¢ THAKOMC ¥
gionogionocmi 3 cneyugirayicio i Memodamu KOHmpouo axocmi (MKA), 3apeecmpoGaHUMY 6 Vipaini, TIpomoroiu

GupOBHIYMEa, YHAKOEKY ma ananizie oy nepeansHymi ma BCMAHOGAEHO gionosionicnte GMP.

Surname and position of person, approving batch release 10 market
ITpizeuuje md nocada / 36aii ocobu, sKka sUOWa J0361N HA BUNYCK cepil

Signature and date, stant !
o . , stamp - ot Rkt
ionue ma Oama RIGRUCAHHA, nevamka / winamn

Depoby Quslfied foson
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