ﬂzkaﬁcaxa d)op)vza, ihun ma.
POINID YHAKOBRU:

Bupobneto: ilmpmaBﬁun' i,
Micuesnaxozmuenss: [lanyroans:

No: 2288003

YapynKosiit ynazcoez/z, arog
QN MEOUUHO20. 3acmocytsamm by mpmaumu xopob”qz

Citivolirie (as sodiu : “ml
Lumiuroniny (y g])opmz,rtanynzeeoz com) 1000 smz/4-mn

UA/18484/01/02

2288003

41:640 packages/ynaroeor
10:2022

1

elin a. carton ba.

09:2027 ¥
‘ TEST LIMIT
Hopmyeauns:
‘;Cleal colourless or sllghtly yellow: squtlon
) Butile ; ie ; Conform :
chromatogram. of the sample solution should be concordant |
to" hat of the standard solutxon in-the:assay:.
;  Bidnogidae
IC, 1O XPOMAMOZPANE CIIGROAPHINOZO. pozmuny 6.x00i
KIbRICH020 GUBHAYEHN ‘
Clear, colotrless orslightly yellow solution,

Hosunen Gymunpo3opunt:

“Coloration

Kensopogicns

intensely coloured than reference solution BYs.

Colourless or brownish-yellow solution, should not be-more e

Txtractablevolume

H bosoputl Gezbaperuti abo snezka a/coemyeamuu poztmn

Not less-4.0 mi
He menue 4,0 5

_ 05"6!/171,; WO BUMS2AEMBCS,

o
pH

5-0 - 7.5

De,mti%f

0.95 — 1.20 gl

 Tycmuna._

| 0,95 ~ 1,20 el

Jwpaina 2
s

/% x.

an. ,,,5030%/ gc(jﬂ

for 'njectwn dit. ampoule" g e

121 LT e T




PharmaVision

LIVIT

Mexaumm GICIIIO‘IBHH}Z

o Sub-vis _bIe partzcles
4‘« uesuawvu yacmry
Tt

TEST
Joxasnuru.sxocmi Hoprysarmst
Particulate contamination:

Practically free:ftom visible particles
Ilparmiune Ginsiutl-¢io-euduvice wacmok,
210um <6000 particles/amp.

= 10 miom: <6000 wacmor/amm,

225 pm <600 particles/amp:
225 anom: <600 yacmon/amn.

Baxmepiansi endomoxcunu

Sterility ‘Solition should bg stefilg.
C’mepuzzbmcmb Pozuun nosunen-Bynu:CIMepunbHUM
Bacterial éndoi Notmore 0.3 TU/

ng
He. 6zzzz7me 0:3 MOz

Related subs tances

Ji zdentzfed single:impurity.
id He
1enmupixosana QOMiuUKa:
-~ Total impurities.
- Cymd oMok

Not more 0.2%:
He 6invue 0,2%

Not more. 0.2%
He tinviue 0,2 %:

Not more 0.2%.

He:b6inowe 0,2%

Not more 1.0%
He Ginvwe 1,0%

' 95.0%-105.0%

- 1000.0- mg/4 ml £:5,0% (950.0 ~ 1050.0 mg/4 ml)

PoHOUUT p-H .qnh iH N22288003_00002.jpg

~Jlinensis; TR!UY/2020/4‘0 '

Ldo eby cert jj: thiat.the abovementioned datn are trustworthy and. accurate This product batch is manigfact
0) ckag ) 'er the: quallty con j _Ize aboveme_ joned manufacturing i
¢ ‘as well s with

aly -normatwe documenlatwn, registered
: egvieived; -conformity witls: the: GMP is establi; .

¢ ;5 3aoaz()tzyro, wo nepepaxosand guue udopmayis € O0CMOBIPHO | MOYHOIO. AL cepw npoéyxuu Byna
eueomoazzeﬁa HATOHIO WY NOKYSOHHSL / MapKYGAHNs) 5 NpOGEORHHAN KOHIMPONIO AKOCHE 'Ha stuge xasamu ezgpoéﬂuqzu-
iéini. 5 .gumozamu GMP, scmanosnerumy pez i
-cneuu ixayiero i memodanu: xormpono-saxocmi. (MKA), ag ecmpoeanwwu
BAROBRY O ORENIZig-DYIL NEP eSSy T BCMEHOBNEHD ez@noammcmb GMP;
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7
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PharmaVision

CERTIFICATE OF ANALYSIS

CEPTH®IKAT gK oCTI

Product name:

Huasea npoOyKmy:
Pharmaceutical form,
Package type and size:
Jlixapeora ghopaa, nun ma
PO3MID yraroeku

Dosage / potency:

Hoza / cung oii
Registration certificate:
Peecmpayigiye ROCGIOYer s,
Batch no.:

N cepii:

Batch size;

Posmip cepii:
Manufacture date;
Hama supobruymed:
Expiry date:

Tepmin npudamuocmi:

TEST
Horasuuru sxocmi
Appearance
Onuc

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

Buposaeno: ®apmaBizn Can. se Tig. AL
Z\'Tlcue:maxozxmemm: Havyriawn xan, Nelds, Tonxani, Crasbya, Typeunppa
Jinensin: TRAUY/2020/4-0

No. 310099980

RONOCIT

POHOLHT

solution for injections 1000 mg/4 ml; 4 mi of solution for injection in ampoules; §
ampoules in a contour fray; I contour tray together with a leaflet in a carton box.
PO3YUN Oas in'exyity, 1000 vz/s M N0 4 xn 6 avnyai no 5 AMIVI & Kounypmis
"apyuKosil ynaroayi; no | KOWmYpHIT wapynkoeiti ynarosyi pazom 3 mempyriyien
015 MeOUHOZ0 sacmocysanus y kapmonuis KOPOOYi

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

Lumuxoniny (y dopai nampiceoi cori) 1000 yme/d mn

UA/18484/01/02
310099980

41 939 packages/vnarosor

10.2023
09.2028
Limrr RESULT
Hopayysanus Pesyaoman
Clear, colourless or slightly yellow solution. Conform
LIposzopuis Gesbapenuii abo snearqg Heosmyeamuii pozyun, Bionogioae

‘ Identification

Retention time of the ma jor peak obtained in the
chromatogram of the sample solution should be concordant
to that of the standard solution in the assay.

i Conform

Ioenmudinayis Hac ympurtysanns OCHOBN020 nixy na xpomamozpami Bionogidae
docaidncysanoeo PO3YUNY nOGUHEH 8iONOGIOumY maxomy
oA HA Xpomamoapami CHaHOapmnozo posuuny ¢ xpdi
KiTbKICHO20 usnauenns
Clarity Should be clear. Conform
Liposopicm Mae 6ymu HPO3OPUM, Bignosioue __J
Coloration Clear, colourless or slightly yellow solution. Conform
! Konwopogicm | {Iposopuii besbapenuii abo anesrq AHCQBMYSam posyu, Bionogioae ’
Extractable volume Not less 4.0 ml 42 ml puy) i
l Q6 e, WO sumsieacinscs He memue 4,0 aeq ]
| pH 5.0-7.5 6.4
e
Density 0.95 - 1.20 g/ml L1 g/ml /
Iyemuna 0,95~ 1,20 o/vin 1.11 a/nn N

/o

Xes o OO7P éﬁ;ﬂ 7S 207 4{% ’



Manufactured by PharmaVision San. ve Tie. AS

Location: Davuipasa Cad. No.145, Topkapi, Istanbul, Turkey

License: TRIUY/2020!4-0

pharmaVision
Bupobneito: MapmaBikn Can. pe Tiaw. AL

MicLe3HAXOLKREHER: JanyTnawa Jixan. o145, Tonani, Cramya, Typentha

Jlueuais: TRIUY/2020/4-0

e

Particulate contamination:
_ Mexaniuni rRU0YEHHA
. visible particles

! Practically free from visible particles
- guouMi YacmKy

[IpaxmuHHo ginbHuil 610 GUOUMUX HACINOR
| > 10 pm < 6000 particles/amp.
> 10 mrM: S 6000 wacmox/asn.
>25 pm <600 particles/amp.
> 25 axm: £ 600 waCMoK/ami.
Solution should be sterile.
Pozyun noguHeH Gymu cmepuALHuM __
Not more 0.3 1U/mg
He pinbue 0.3 MO/me

....... T

- sub-visible particles
- HeguOUMi HacmKi

Sterility
Cme pULLHICHD
“Bacterial endotoxins
Baxmepiaabii eHOOMOKC
! Related substances
Cynposioni QoMituKY

UHU

)

: S Iy
TEST LIMIT RESULT
Hoxasmuxusxoemi L e Hopsy6antst "  Pesyapmdin

Bionogioae

156 particles/amp.
156 (wacmor/amn. )
16 particles/amp.

I

Conform
Bionogioae
<0.3 1U/mg

16 (uacnmx/a.wz.) *

Conform \

i
i

\

M O_/A;{QMWW__‘%

|
|

|

- 5-Cytidylic Acid Not more 0.2% 1 0.01%
- 5-IJumuoinoea k-md \ He Gimowe 0,2 %
. UDP-Choline Not more 0.2% 0.03%
. UDP-Xoain He Ginvwe 0,2 %
. Unidentified single impurity Not more 0.2% 0.01%
- Qdunuuna He He Ginvuie 0,270
idenmugpixosand QoMmiuka
- Total impurities Not more 1.0% Conform
L-Z—(“ i OOMIWOK He Ginvwe 1,0 % A* Bionogioye o
Assay 1 95.0%-105.0% 104.5 %
Kinvkicne GUsHaUEenis 1000.0 mg/d ml = 5.0% (950.0 - 1050.0 mg/4 ml) L 1044.6 mg/4 ml

1000,0 me/4 M E 5.09% (9500 - 1 050,0 me/4 M

i Duihalibnb St

I do hereby certify that the abovementioned data are trustworthy and accurate. This product patch is manufuctured
(packagiug/labelling included) under the quality control on the abovementioned manufacturing site
with the GMP requirements, established by the regulatory agency of Turkey as well as with the sp
control methods of the analylic~normative documentatiott registered in Ukraine. The protocol

puckaging and analysis are reviewed; conformity with the GMP is established.

Luam A 30CqI0HYI0, 14O nepepaxogana suYe inpopmayis. € Aocmogipnalo 1 mounoio. Ll cepis npooyryil oyaa
quzomoeaend (grIouaioiy naxyeanis / MapKysanis) 3 npogeoentN KOHMPOI) skocmi H suryesKasaniit 6

dinpntyi ¢ nosiit gionogionocmi 3 GUMO2AMU GMP, 6cmanoeAeHuMU pezyismopHuM opaaoM

sionogionocmi 3t cneyugpirayicio i Memodamu KOHmporo saxocmi (MKA), 3apeecmpoGaHUMNY

GUPOHHUYMEBE, yhakosxu ma ananizie Oy nepeananyni ma BCMAHOGAEHO gionosiOnicnte GMP.

Surname and position of person, approving batch release [0 market
ITpizeuue ma nocada / 36aHNA ocobu, sKka 8UOWaA Jo36iN HA BUNYCK cepil

Signature and date, stam, \
i ) Stamp - oo Bt
ionuc ma damda nionucanns, newamea / wimamn

&*\JH G/oh% ?C’W\

1044,6 (m2/4

Typeunu, d MAKox

¢ Vepaiui. TIponoro;

o

i
i
i
1

in full conformity
ecification and
y of manufactire

upoOILiL

Y

T
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