JNEPXKABHA CHVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMN Y KHIBCBKIHN OBJIACTI

mpos. Caitmuunol Hapil, 3, m.Kuis, 02099, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOV 37078774

BHCHOBOK
HPO AKICTh BBE3CHOTO B YKPAiHy JiKapcLKoro 3acoly

17.01.2024 Ne 99/24/10

TEBTOHA

(HaliMeHYRaHHA NIXAPCHEOTO 2acoby 3rifN0 3 PEECTPALIITHIM NOCBIAYEH M)
Po3uHE nast in'eruii, S00 mr/4 M no 4 ma posumny B asmyai, no 5 amnya Y KOHTYDHIIK
Y2PYHKOBIH YHAKORBI, 110 1 xoHTYpHiil yapyukosiii YHAKOBII Y XopoGui 3 KapTony

((bopma BiEmycky, J03YBAHKS, BIA MAKYEAHHA NIKAPCHKOTD 3acoby)

Hopmep peectpaditnoro nocsinvenns UA/20136/01/01 crpok aii peecrpauiitnoro nocpinuenss 03.08.2028

Cepia mixapcskoro zacoby Ne 2319451 Kinskicts BBE3eHOr miKapcrkoro aacofy 576
Brpobuiix K.T. Pomdapm Komnari C.P.JL., Pymynis
(HaitvenysaHna BHPOGHIKA MiKapesKore 3acofy, KpalHa oXomKeHHS)
Beeseno B YRpainy Crninble ykpaiHCBLKO-eCTOHCBKE NiANPHEMCTRO Y (popMmi TOBApHCTBA
3 obmemeHo1o BiinosigaabRicTio "OuriMa-Mapm, JITHY, izewur. kox:
21642228

{(HaimeryBanud Ta xog 3a CZPTIOV wpnauyHol ocobH abo npisBHiNe, IM'A, 0 6aThKOB] DI3HUHOT
ocofii - migrpaemus, i MicLle BpoxHBaNNg Ta peecTpariiinnii 110Mep ofaiKOBOL KapTKIl HAaTHHE
Nozatkis ad0 cepid Ta HOMep acnopra)

IIpoToxon risyanstero xourponew six 17.01.2024 N 0011/9,

38 pesynsTaTaMM JepAKaBHOLO KOHTDONIO BCTAHOBAEGHO, IO nikapeskuit  3acié sseseHo B Vkpainy 3
AOTPHMAaHHHAM sHMOT 32KOHOIaBCTBA MO0 3a6e3neyeHus AROCTI JIKApChkix 323c06iE,

Biraniit BOHJAPEHKO

(inimiani 1o npisiie)
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“Form code Kod gopmu: AC-Pelib-6 FS ed 7
CONFORMITY CERTIFICATE / CEPTH@HATBI,&HOB!,QHOCT!

No Ne

Product flpodyxyin: Tevtona, solution for injection, 500 mg/4 ml, 4 ml of
solution in an ampoule, 5 ampoules in a contoured
cell pack, 1 contoured cell pack in a cardboard box
TEBTOHA, po3vun Ona in'exuid, 500 me/d mn, rio 4 mn
PO34UHY 8 amnyni, N0 5 amnys y KOHMypHIl
Y4apyHKo8it yraxosyl, no 1 koHmypHild yapyrxosii
yraKosyl y kopobuyi 3 kapmowy

Composition of 1 ampulae (4 ml) Craad Ha 1 amnyny (4 ma) Citicoline (in the form sodium of citicoline)- 500 mg

Active substance ffova peyosura Lumukonid (y hopmi yumukoniny Hampiwo) — 500 m2

Excipients JonomincHi peyoguHu Sodium hydroxide 1M solution/ Hydrochloric acid
solution, water for injections
Hampiro 2idpokcud abo kucaoma xaopucmosooresa,
800a 0nA iH'exkuiii

Internal code Buympiwnril kod: 345616200

Importing country Imnopm 8o kpainu: UKRAINE Vkpaing

MAH 3assHux: LLC “FORCE-PHARMA DISTRIBUTION”, Ukraine
TOB « DOPC-GAPMA JTHCTPHEBIOIIH», Yipaina

Marketing Authorization No Peecmpayiite nocgidyeqns a UA/20136/01/01

Kpairi npusHavyeHHR No:

Batch No Cepia No: 2319451

Manufacturing date Jama gupobruumsea: 11.2023

Expiry date Tepmin npudamuocmi: 11.2028

Quantity certified/ released Kinokicme supobruymea: 13616

Quantity for sale/distribution Komepuitina rinsricms: 13597

Name, address of authorized manufacturing and control sites 5.C. Rompharm Company S.R.L.

Hadmetiyaanna i adpeca dinbHulb 3 8UPOBHUYMEN | KOHMPONIO Eroilor 1A, Otopeni, Iifov, 075100, Romania -

AKOCMI: Rompharm 1 and Rompharm 2 buildings

K.T. Pomcbopm Kornagui C.PJ,
8yn. Epoinop NelA, m. Omonens, 075100, oxpya Ingos,
Pymynin - 6ydisas Pomaapm 1 i Pompapm 2
Manufacturing Authorisation Licence No for the manufacturing  IF
and control sites Sliyensia Ha supobHuYmMBso dinbRUL BUPOBHUYMEA
ma KOHMpomo AKocmi Ne!
GMP Certificate(s) No for the manufacturing and control sites 025/2021/R0O, 026/2021/R0O, 296/2022/C-565
Homep Cepmutpivamy(is} GMP dinsruuyb supobruymea ma
KOHMPOMO

Certificate of analysis No/date Cepmudpirem akocmi Ne/ dama: 2319451/ 27.11.2023

Approved processes Manufacture Bupobruymeao

3ameepdaeHi npoyecu Primary packaging /Mepauxre naxysaHHA

Marking Mapryeatns

Product quality control Konmponb akocmi npodyxuyii

S [P

Comments/ Notes/ Deviations
Komernmapi/ Mpumimeu/ Bidxunesna

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or product specification file
for investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and [ound 1o be in
compliance with GMP.,

Lum g 3aceiduyo, wo fy.ui'ﬁéIrE§Q‘Fja-;fq¢opmuqfn € docmosipHoX Mma MOYHOK. Lo cepio npodyxkuii Byno au "!""""*:—--
.’_..--""- ; ﬂ'rr o ras - - r - - T . 3
naxyeaHHA/ mapxyd HHA }ﬁ?ﬁi‘n‘b’baeéeguﬁwwmpcﬂb it axocmi Ha euwesasHavenit dinsruyl y noeHZEER Noeamu

' . . '
GMP, ecmaHoangHuMU MICUeBLM pPEYARMODPHUM Op2aHOM, 0 MGAKGH 8idnosidxa do

- oL ‘)’ 4T SEEN -'-'; ram ++ -
pescmpayinom ..ﬁ_QpCbE‘ ag}'cf ‘mopaogiu ﬁ,{{g%fau Kpainu-imnopmepa. flpomokonu aupobauymelf

2 - CJ-'-' 4
ﬂHH{fﬁmﬂ as 31 XN/ 10

nepe2nrHymo na dcmanopeno éiﬂnnafd}fit b GMP.
g vwv\ s‘” :"va
Qualifted Rergon namé im’g'ma np:?% wie YnosHoaameroi ocobu: Cristina Mihai
[ssue date Jdgma ﬂ{d‘_'ﬁ!ﬁbg"ﬁ: ;,;};'-;/ 28.11.2023
" R e cHi, CR

Signature ni‘bﬁutﬂjig 3 e
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Ceprudikar ananisy cinuesoro npenapaty Ne 2319451 Kon noxymenty Form code:
Certificate of analysis for finished product no. 2319451 CC-PelibCA-1431 F1 ed.3 rev. |
TEBTOHA, posuss nns in’exuifi, 500 Mr/4 mi, o 4 M po3urHy B aMITYJi,
I0 5 aMITyJl Y KOHTYPHiN 4apyHKOBIH yTIakoBLi, no | koNTypHiit yapyakoBii
Hpenapar Product YHAKOBLI Y KOPOOLi 3 KapTOHY;
Tevtona, solution for injection, 500 mg/4 ml, 4 mi of solution in an ampoule,
S ampoules in a contoured cell pack, 1 conioured cell pack
Buyrpimuiit xon Internaf code 345616200
Cepia Batch 2319451
Hata BRPOOHHHITEA 11.2023
Manufacturing date
HpugarHuit go Expiry date 11.2028
Bupotnuxk K.T. Pom¢apm Komnaui C.P.JL., Pymywis S.C. Rompharm Company S.R.L.,
Manufacturer Romania
Ne | XapakrepHucTHKH JdonyeTumi Mexi Mertoau xouTpOJIIO PesyabTat
No | Characteristic Acceptance limifs Control methods Results
LIposopuit pozunn
(onmanecueHLia He Oibiue Hix | st
1 Onnc y cycnensii nopisHsuds I) Cep.@.'2.2.1
Appearance Clear solution (not more Ph Eur' 2.2.1 . .
Complies
opalescent than reference
suspension I)
[lpakruuno BineHuMIl Bif | Binmosizae
5 Baaumi uacrku BHAUMUX HACTHHOK Cap.D."2.9.20
Visible particles Pr*fffgrrcally free from visible Ph Eur’ 2920 Clomplios
particles
besbaprruit abo sxosTyBaTOrO
KORBOPY po3uuH (3abappienns
Mae BYTH He IHTEHCHBHINIUM : . :
3 KoawoposicTs 3a eTaBleZH BY4) =l ,-2'2'2 Binnosinae
Color Colorless up to pale yellow AL it D .
: . Complies
solution (not more intensely
colored than reference
solution BY,)
- Cep. 0. 2.2.5
BianocHa rycruna e i
t Relative density e Llles Ph. Eur. 2.2.5 Ll
Cep.d.'2.2.3
s | pH 6.5— 8.0 Ph. Eur. 2.2.3 7.1
pH
Hepnanmi He Oinsine 6000 >10 MM ;
6 FACTHHKM/amMIyJia Not more than 6000 > 10 um g;p f ,22991 ?QMBTO‘?? I . L
Invisible particles/ He Sinpme 600 > 25 MM Sl kil THELING
ampoule Not more than 600 > 25 um ! &l
" O6’em, wo Buraractoess | He meume 4 mn/ amnyna €pp.@.'2.9.17 494
Extractable volume Not less than 4 ml/ ampoule FPh Eur' 2917 ’
trest = (tr.sa+ 0,5) xBUIMHK
minutes
Lnenrrpikauis THozibunii ciextp nns
8 untukontH Identification BMIPOGOBYBAHOTO POSUHMHY |
citicoline PO3YHHY NOPIBHAHHS
Similar spectrum for test
solution and reference solution

1/2
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KinbkicHe BU3HaYeHHY
IIMTUKOJIIH, MI/aMITya B BuyTpiiuns McTonmnka 5

* Assay citicoline mg/ 75,0 -525,0 Internal methodology 8,8
ampoule
Cynposiani pomimku, % < seonei

0 o
R;Iﬁ;is;b::ances, % He 61netue sk NMT 1.5% GUSGHEHHS
<
UDP choline ; DL .
0 | = Giinena TS BHYTPIILHS METOAHKA < meorci
. : He 6utbiue Hiok NMT 0,5 % Internal methodology BUAGHECHMS
AoMINIKa any unspecified <DL
unknown impurity B
CEYME ADMIOK He 6inbute nioe NMT 2,5 % SUAGNEHHS
total impurities ’
<DL
bakTepianbhi
CHAOTOKCHHM, ;

11 | MO/amnyna He Ginsme NMT 150 oo Pl E%ﬁ ?j""‘“"”'
Bacterial endotoxins, EU/ ' B -
ampoule

{7 | Crepuasnicte Crepunvuuii Sterile €pp.D.' 2.6.1 CrepwisHuit
Sterility Ph Eur 2.6.1 Steril

Kinuesuii npenapat Bianoeigac / ne-sirnesizae suMoram crenuQikarii npenapary

The finished product complies/ not-eomplies to specification requirements

JlIupexTop KOHTpOO AKOCTI Jorogary Paayka/ - 27.11.2023

Quality Control Director Logofatu Ralugg | |- AT

Ilpumirka; 9. Roamnt7
Note: "y

—niroue Buganns €poneiicekoi dapMakorei
current edition of the European Pharmacopoeia
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