JNEPXKABHA CHIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU YV KHIBCBKIA OBJACTI

npos. Caitmunol Haaii, 3, m.Kuis, 02099, Ten/daxe: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Ko €APIIOV 37078774

BUCHOBOK
Hpo AKICTH BBe3¢HOro B YKpaiHy JikapcbKoro 3acofy

17.01.2024 Ne 99/24/10

TEBTOHA

(naiiMeHYBAHHS NiKAPCHKOTO 3aC08Y 3riAG 3 PEECTPALIIHIM NOCHAYEHHNM)
posums nast in'exuii, 500 mr/4 pma no 4 ma pesumuy B asmyi, no 5 AMITYS1 Y KOHTYDHIf
Y2pYRKOBIH ynakosui, o 1 kouTypHiil yapynkosiii ynakosui y xopotui 3 KAPTOHY

{bopma Butycky, 03yBaHHS, BIL MRKYEAHRT NIKAPCHKOrD 3acoby}

Homep peectpatiitsoro nocsingenna UA/20136/01/01 crpok aii peecrpauiitsoro nocizuenss 03.08.2028

Cepia nixapcskoro zacoby Ne 2319451 Kinnkicrs BBe3eHoro mikapcrkoro aacoby 576
BrpoBuux K.T. Pomdapm Komnari C.P.JL., Pymynin
(naitmenyeanns BHPOGHKER Tikapeskoro acoby, KPalHa MOXOAARCHHA)
Beeseno B Yxpainy Crniabie ykpaiHChK0o-eCTOHChKe MIANPHEMCTBO Y dopyi ToBapHeTBa
3 0BMeEMeH0I0 BianosizajapnicTio "OnriMa-Gapm, JTA", inenr. xon:
21642228

{HaiimeryBantd Ta kog 3a CPTIOY wpnauynol ocobn afic npisBHINE, INA, N0 GaThKOB] diznunct
ocofin - mignpaemus, ii MicLie BpoxHBANHEA Ta peecTpauiiinmi 10Mep 0faikoBOL KAPTKIL HAGTHHK
nozatkis 860 cepid Ta Homep nacnopra)

IipoToxon sisyanssoro kourponeo six 17.01.2024 N 6011/9,

38 pesynsTaTaMHM JEPAKARHOF0 KOHTDONO BCTAHORACHO, MO nikapeekuil  3acié seeseso B Ykpaimy 3
OOTPHMAHHAM sHMOT 32KOROJARCTEA MIORC 3a6e3neIeHkA Ako¢Tl NiKapebiux 3acofis,

Biraniit BOHTAPEHKO

{iniuiann 10 npizase)
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Tol: +4 (021} 350 46 40 300 77 80; 300 77 1
Fax; +4 (21} 3504641, E-mail: office@rompharm.ro

4 5.C. Rompharm Company S R.L. - Romania. kfov, 75100 Clopeni, Str. Erailor, Nr. 14,
T CUERQ 14389545, RC: J23/1321/2004

CONFORMITY CERTIFICATE / CEPTUDIKAT BIAMNOBIAHOCT!

No he
Product fipodyryia:

Composition of | ampulae (4 ml) Craad wa 1 amnyay (4 ma)
Active substance Jivova pevoaura
Excipients Jonomincui pevoauru

Internal code Brympitnili koo:
Importing country imnopm do kpainu:
MAH 3aasHux:

Marketing Authorization No Peecrnpayitive nocgidvuenus a
Kpaini npuaHayerHr Ne:

Batch No Cepia No:

Manufacturing date Jama eupobruymaa:

Expiry date Tepmin npudamrocmi:

Quantity certified/ released Kinoxicme supoBruymea:
Quantity for sale/distribution Komepuiiina kinokicms:

Naine, address of authorized manufacturing and control sites

Halmenyaonna i adpeca dineHuyL 3 BUPOBHUUME | KORMPONIO
AKOCMI:

Manufacturing Authorisation Licence No for the manufacturing
and control sites Sliuersin Ho eupobruymeo dinbHULl BUPOBHULMEA

ma KoHMPOoMNo Axocmi Ne:

GMP Certificate(s) No for the manufacturing and control sites
Homep Cepmutpikamy(is} GMP dinsHuus supoSnuymea ma
KOHMPOMo

Certificate of analysis No/date Cepmudbinam arocmi Ne/ dama:

Tevtona, solution for injection, 500 mg/4 mi, 4 ml of
solution in an ampoule, 5 ampoules in a contoured
cell pack, 1 contoured cell pack in a cardboard box
TEBTOHMA, posvun dna in'exuyid, 500 m2/d mn, no 4 mn
PO3YUHY 6 ammyni, 10 5 amaysn y KosmypHid
YapynKosid ynakoeayi, no 1 koHmypHiid vapyrkosii
ynaroaul y kopoGuyi 2 kapmony

Citicoline (in the form sodium of citicoline}- 500 mg
Lumuronin (y popmi yumukonity Hompiw) — 500 m2
Sodium hydroxide 1M solution/ Hydrochloric acid
solution, water for injections

Hampiio 2idpokcud abo kucaoma xaopucmogodresa,
800a dnA iH'ekyili

345616200

UKRAINE VYrpaing

LLC “FORCE-PHARMA DISTRIBUTION", Ukraine
OB wDOPC-PAPMA JHCTPHEIOLLHY, Yipaina
UA/20136/01/01

2319451
11.2023
11.2028
13616
13597

8.C. Rompharm Company S.R.L.

Eroilor 1A, Ofopeni, [Hov, 075100, Romania -
Rompharm 1 and Rompharm 2 buildings

K.T. Pomapopm Komnawi C.RA,

8yA. Epoinop N21A, m. Omonens, 075100, okpye ingos,
Pymyrin - Gydians Pomgapm 11 Pomepapm 2

IF

025/2021/R0, 026/2021/R0O, 296/2022/C-565

2319451/27.11.2023

Approved processes Manufactuwre BupofHuymaa

JameepdmeHi npoyecu

Primary packaging flepsune nanyaanuxna

Marking Mapuysanus

Produci quality control Kenmpons aroemi npodykuii

S

Comments/ Notes/ Deviations
KRomenmapi/ Mpumimuu/ Bidxunenua

I hereby ceriify 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 Medicingl Producis. The bateh processing, puckaging and analysis recurds were reviewed and lbund to be in
compliance with GMP.

Lum g 3aceiduyr, 1o gyudﬁéjfblid'?g-jg@opmaufﬂ € docmosipHor ma modkoo. Lo cepiio npedykuii Byno aupabneHo [BKMOUTIOVL
nasyeaHHa/mepryapring i ipbéédero KORMpone I akocmi Ha euyesasnaueniti dinsHuyi y noenitl sidnoeidwicmi 3 aumozamu
GMP, acmanoanghimi micyeaum péé‘}}ﬂ?j}mﬂpHUM opeaHom, o maxox 8idnoeidno do  cneyugpirayll, wo micmamuca y
peecmpoyiiiHomiy gpcee ago"ﬁ‘zf_&gzoefﬁ Biq%xsﬁ' KpoiHu-imnopmepa. Npomokonu supoGHUYMes, NaryaOHHA MO QHAARIS 6yno
epezARHymo g’_\gcmnmgiﬂguo ﬁ;ﬁnoaiﬁnﬁ?‘ﬁ b GMP.

Qualified Rergon uamé,!‘m!,s"r;;’}m npi‘s'*e wje YnosHoaaxtenoi ocobu: Cristina Mihai

Issue date Jgma pionucopih: : 28.11.2023

ey
i

: N L e S
Signature m‘Brjb{c;: N
WUAE o e /

TR

DX ot n” g 144 zﬁgf;ﬁ'z/’i% W |
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Tel: +4 (021) 350 46 40; 330 77 80: 300 77 81
Fax. +4 {024} 3504641, E-mail: office@rompharm.fo
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“ _ GUI RO 4399648, RC: 123/1321/2004

T 5.C. Romphamm Company S.R L. - Romania, ifov, 75100 Olaperi, Str. Ercfior, Nr. 1A.

Ceprudixar ananisy kinesoro npenapaty MNe 2319451
Certificate of analysis for finished product ng. 2319451

Kon noxymenry Form code:

CC-PelibCA-1431 Fl ed3 rev. 1

Hpenapar Product

TEBTOHA, poszums mns in’exif, 500 Mr/4 mn, no 4 Mn DO3YHHY B aMITy.li,
IO 5 aMiTyll y KOHTYpHiH 4apyHKoBii yrakoBui, no | koNTypHiit yapyHKOBIi

YNAKOBLI y KopoOLli 3 KapToHy;

Tevtona, solution for injection, 500 mg/4 mi, 4 ml of solution in an ampoule,

5 ampoules in a contoured cell pack, 1 contoured cell pack

Buyrpimuiit won Internal code 345616200
Cepisa Batch 2319451
Jdata sapodHHUTBA 11.2023
Manufacturing date

Hpugarauii go Expiry date 11.2028

Bupobunk K.T. Posdapm Komnani C.P.JL., Pymyuis S.C. Rompharm Company S.R L.,
Manufacturer Romania
M | XapakTepncTHrH Hdonyerumi mesxi MeTtoau xoaTpoTIO Pesyarrarn
Ne | Characteristic Acceptance limits Control methods Results
{Ipozopuii pozann
(omanecuenuis ve SinbLue Hix . Bifiioaiia
1 Onuc y cycnensii nopisuanns I) Cep.®@.'2.2.1
Appearance Clear solution (not more Ph Eur'22] . ;
Complies
opalescent than reference
suspension I)
[pakTuuno BineHuit Big _ Binmosinae
2 Bunami yactin BHAHMMX HACTHHOK €pp.D.'2.9.20
Visible particles Prc‘rc‘tzcally Jree from visible Ph. Eawr’ 2.9.20 Conplics
particles
BesGapennii 260 skoBTYBaTOrO
KONBEOPY PO3HH (3a0apBileHHs
mae 6YTH He IHTeHCHBHI LM : . :
3 KosboposicTn 3a e'rai?;m BYy4) Cap@ ,2'2'2 Bianosinac
Color Colorless up to pale yellow el 22
w to pale y :
solution (not more intensely Gomplies
colored than reference
sofution BY )
; Cep.®.'2.2.5
BianocHa rycruna poo L.z
4| ey d;'-:’s@ 1,048 — 1,068 Ph. Eur 2.2.5 1,059
E€ap.D.12.2.3
s |pH 6,5—8.0 Ph. Eur.’2.2.3 7.1
pH
Hesronmi He 6iaswe 6000 =10 MM ;
6 SACTRUKM/aMIyJIa Not more than 6000 > 10 um g,:p g) ,-z'ngl?gMemi ! o &
Invisibie particles/ He 6Gineime 600 > 25 MM Ll ot ISHR0)
ampoule Not more than 600 > 25 um ! 2
7 00°’cM, KO BUTATAETHCH He menme 4 mn / amnyna €ep.@.12.9.17 494
Extractable volume Not less than 4 ml/ ampoule Ph. Eur,' 2.9.17 ’
tRuest = (troswt 0,5) xBunmmnn
minutes
Enentadicanis {lomi6unii ciiextp mns ’ Bianorinae
8 uwtukonin fdentification amfpoﬁoayaaﬂor% J}I)oslumy i ?i:Wpl?JHﬂ;[G;Of,HKa )
citicoline PO3UUHY NOPIBHAHHA IHEFRGNIRELIGROIES: Complies
Similar spectrum for test
solution and reference solution

1/2




Tel +4(021) 350 46 40; 300 77 80 3007781
| Fax: +4 (021) 350464 1. E-mail: ofice@rompharm ro

S.C. Rompharm Company S.R.L. - Romania, iifov, 75100 Ctopeni, Str. Erailar, Nr. 1A
CUI: RO 14395646, RC: J23/1321/2004 o

IIpumirka;
Note:

" Airoue REAAHIS €sponelicrrol Papmakonei
current edition of the European Pharmacopoeia

Logofatu Ralugq |

272

Kinbxicae BuzHagenus
LMTUKOMIH, MI/aMayna _ Bryrpimnas Metonmka
2 Assay citicoline mg/ 475,0-525,0 Internal methodology B8
ampoule
Cynposigai gomimxn, % < weorci
0 B
Rglggdxs;]b{:ances, b He Gineuie nim NMT 1,5 % GUHGHTEHHS
N i <
UDP choline : DL .
0 |~ GyiiEaAR I ' . BryTpims meronuka < meanci
. : He Oinbwe wisk NMT 0,5 % Internal methodology BUABREHNS
nomiuika any unspecified <DL
unknown impurity D
. Pl
=03 MAROBUITOK He 6inbute mive NMT 2,5 % BUAGTEHHS
total impurities ’
<DL
Bakrepianbui
€HJOTOKCHMN, i
11| MO/amnyna He 6inpme NMT 150 gzpﬁq;_ ,2"26; j 4 :El.lsf?aﬁ?jaﬁm
Bacterial endotoxins, EU/ I P
ampoule
12 CrepHasHicTE Crepunernil Sterile E€pp. O/ 2.6.1 Crepunsauit
Sterility Ph Eur' 2.6.1 Steril
Kinnesnti npenapat Bianorinac / ne-piznenizae sumoram crenudirarii npenapary
The finished product complies/ not-eomplies to specification requirements
JlnpexTop KOHTpOO AKGCTI Jorogary Panyka 27.11.2023
Quality Control Direclor A RSN
P



http://www.tcpdf.org

