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Tel: +4 (021) 350 46 40; 300 77 80; 300 7781 $.C. Rompharm Company S.R.4. - Romania, lfov, 75100 Otopen, Str. Eroilor, Nr, 1A.
Fax: +4 {021} 3504641, E-mail; ﬂfﬁce@mmpha m.ro ... CUL RO 14399648, RC; J23/1321/2004

Hepemad 3 pymyHc‘bHo:
Kod dhopmu: AC-Pelib-6 Fl2ed |

CEPTHU®IKAT BIATITIOBIJHOCTI

Ne: V1
[IpoaykT:

Cuna mi/akTUBHICTh

BHyTpiwHiit xon:

Kpaina imnoprep:

Bnacuux PIT:

Peectpauiiine nocpiguenns/Ceprudikar peectpauil B kpaiHi
npusHaueHHA Ne:

Cepist:

Hara supobHMUTBE:

IpupaTaui ao:

3aransHa cepTudikOBaHa/BUITYLICHA KIIBKICTD

Kinpkicts ajist npojaxy/ucrpudyiit:

Anpeca aBTOPHU30BAHUX BUPOGHUUMX AiJITHOK T4 KOHTPOIIO:

JL03B11 Ha BUPOOHUUTRO Ne /U1 BUPOOHUYMX AUISHOK Ta
KOHTPOJIIO!

Ceptudixat(u) GMP Ne ya prHpoSuuuBX OindHKax Ta
KOHTPOJ1IO:

Ceprudixar Axocri No/gara gonaerbes:

Komenrapi / [pumitku / Bigxunedus

Meroptpit Pomdapm po3uuH JUIs 1H'€KIIH,
10 mMr/mi; y nonepefHbO HAHOBHEHOMY
urmpur 2,0 mi, Nel

Merorpekcarty 10 mMr/mn

345570300
YKPAIHA
K.T. Pomtpapm Komnani C.P.J1L., Pymynis

UA/18524/01/01

2318743

09.2023

09.2025

2042

2040

K.T. Pomdpapm Komnani C.PJL

Byn. Epoinop NelA, M. Oronens, 075100,
okpyr Indos, PymyHis — 6yaisna Pomdapm 1 i
Pomdpapm 2

Byn. [Hpymyn [Depit Oronenbp Ne32, w.
Otonens, 075100, oxpyr Indor, PymyHis,
oyainns Pomdapm 3

IF
026/2021/R0O, 025/2021/RO

5843/07.12.2023

1uM s 3acBIAYYIO, IO HaBe/IEHa BUILE iHdoPMaLia € J0CTORIpHOO Ta Tounoto. Lo cepito npoaykuii 6yio
BUpPOOsIeHO (BKNKOYAIOYHM MaKyBaHH/MapKyBaHHS) Ta NMPOBEAEHO KOHTPOIE il SKOCTI Ha BUIIE3A3HAYEHID]
AUIBHAUI y NOBHIH BiANoBigHOCTI 3 BUMoramMu GMP, BCTAHOBIEHMMH MIiCLIEBUM pPEry/sTOPHUM Opranom, a
TAKO)K BIAMOBIAHO A0 crnelmdikauifl, Mo MICTATECA Y peecTpauifHOMy J0e¢he KpaiHu-iMIoprepa.
[IpoToxonu BHpoOHMIITBA, NaKyBaHHs Ta aHaNi3iB 6ya0 NeperiSHYTO Ta BCTAHORJIEHO BinnosianicTs GMP.

Jaua cepig npenapary 6ysa ceptudikoBara Ta BUIYIUEHA HA PHHOK X

KpanudikopaHorw Ocoboro

Hlana cepig upenapary 6yna ceptugikosana Ta BUIYILEHA HA PUHOK iHLUOK

I{BamcpncOBa a Ocoba;

14399646

Kpuctnua Mixaii
08.01.2024p

6% ot B ogur

Lo 14 . 43
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l Tet: +4 (021) 350 46 40; 300 77 BU WOTT8
1 Fax:+4 (021) 3504641, E-mail. office@rompharm.ro

- 8.C. Rompharm Company S.R.L. - Romania, fllov, 75100 Qlopeni, Sl Eegilor, Nr. 1A,
TR _CUI-RO 143996485, RC: J231132 2006

Cod formular Form code: AC-Pelib-6_F12 ed 1

CERTIFICAT DE CONFORMITATE CONFORMITY CERTIFICATE

Nr. No.b; V1
Produs ? Product

Concentratie/actiune Strength /potency

Cod intern ¥ Internal code

Tara importatoare’ Importing country

DAPP*MAH

Autorizatie de punere pe piata nr. / Certificat de
inregistrare in tara de destinatie nr.°

Marketing Authorization No./ Registration Certificate in
destination country No.

Serie’ Batch No.

Data de fabricatie® Manufacturing date

Data de expirare’ Expiry date

Cantitate totala certificata/ eliberata’® Quontity certified/
released

Cantitate pentru vanzare/distributie!! Quantity for
sale/distribution

Adresa locurilor de fabrlcaue si control autorizate
Address of authorized manufacturing and contro! sites

Autorizatie de Fabricatie nr. Maonufacturing
Autharisation Licence No. pentru locurile de fabricatie si
control for the manufacturing and control sites
Certificat(e) GMP nr.'? peniru locurile de fabricatie si
control GMP Certificate(s) No for the manufacturing
and controf sites

Certificat de analiza Nr./data atasat * Certificate of
analysis No./date attached

Comentarii /Observatii/ Deviatii'* Comments /
Remarks/ Deviations

Metorthrit Rompharm, solutie injectabila 10 mg/ml,
2,0 ml, Nr.1, Metorthrit Rompharm, Ssolution for
injection 10 mg/mi, 2,0 mf, No.1,

Metotrexat 10 mg/ml, Methotrexate 10 mg/mi
345576300

UCRAINA UKRAINE

S.C. Rompharm Company S.R.L., Romania

UA/18524/01/01]

2318743
09.2023
09.2025
2042

2040

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

Eroilor 1A, Otopeni, Ilfov, 075100, Romania — cldiri
Rompharm 1 si Rompharm 2,

Drumul Garii Otopeni 52, Otopeni,
Romania, clddire Rompharm 3

L¥

[lfov, 075100

026/2021/R0O, 025/2021/RO

5843 /07.12.2023

Prin prezenta certific ¢ii informatiile de mai sus sunt autentice si exacte. Toate etapele de fabricatie ale acestei serii
de produs, inclusiv ambalarea / etichetarea si controlul calitdti au fost efectuate la locul (locurile) mentionat (e) In
deplind conformitate cu cerinteleBPFale UE (cand se afla in UE) si cu cerintele Autorizatiei/ Autorizatiilor de

punere pe piata din tara/tarile de destinatie. Inregistririle de procesare, ambalare si testare a seriei au fost revizuite si

s-a constatat ci respectii BPF.

I thereby certify that the above information is authentic and accurate. All the manufacturing

stages of this batch of product including packaging/labelling and quality control have been carried out at the above

mentioned site(s} in full compliance with the GMP requirements of the EU [when within the EU] and with the
requirements of the Marketing Authorisation(s) of the destination country/countries. The batch processing,
packaging and analysis records were reviewed and found to be in complience with GMP.

was certified and released for the market

Aceasta serie de produs a fost certificata si este eliberata pentru punerea pe piata ' This batch X

Aceasta serie de produs este certificata in vederea eliberarii de catre o alta persoana califieams

Numele persoanei calificate Qualified Person name
Data emtterii issue date:
semnatura Signature

This batch of product is certified for release by another qualified pe
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HAEPHKABHA CJIYKBA 3 JHKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCHKIY OBJIACTI

upos. Ceitamunoi Hanii, 3, s.Kuis, 02099, Ten/haxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BMCHOBOK
Hpo AKICTH BBE3¢HOr0 B YKpainy Aikapcokoro 3acofy

08.01.2024 Ne 67488/24/10

METOPTPIT POM®DAPM

(Haﬁmeuysamm Aikapeskoro 3acoby aringe 2 peecTpalliiinny nocBigueHHRM)
PO3YHH A ist'exniii, 10 Mr/mia; xo 2 i1 y nonepesHbo HANOBHEHOMY INPHII; N6 1 mmpsny
B GJicTepi; no 1 faicTepy pasoM 3 0HOPA30BOIO FOJIKOI0 B KAPTOHHI navi

(tbopma BHIYCKRY, AO3YBOHAA, BIT RARYBARKT MKapCLEOro 1acoby)

Homep peectpauiiinoro nocaiguenns UA/18524/01/01 crpox aif peectpauiitnoro nocsiavenns 16.01.2026

Cepin nixapcrroro zacofy Ne 2318743 KinexicTs BEC3CROIO MiKapcekoro 3acody 600
Bupobhns K.T. POMOAPM KOMITAHI C.P.JL, Pymynis
(HajimerzyBanu® snpobuika Nikapeekore aacoby, kpaita noxomxens)
Beesero B Yipainy Crrinh e ykpaiHCLKO-eCTORCEKE TIANPHEMCTBO Y (opmi TosapucTsa
3 pdMexenoro sinosizaabuicrio "OnriMa-apy, JITAY, inerr. kox:
21642228

{(nafimerypaitin 1a ko 3a €APTIOY topumirarol ocofis aGo npizsuwe, Infa, o Garkkon] izl
ocofy -~ niggprcyus, 1 Micie nposxMBanid Ta peccTpaliiiitail Homep ofaikoBoT KapTKH MTAATHKA
MOAATKIA 260 cepit Ta HOMEp AACIopTa)

Hporoxon sizvancitore kentpono six 08.01.2024 N» 4298/9,

3a  pesynnTaTAMH HAEPHABHOTO KOHIPOAIO BCTAHOBACHO, IO Nikapewknil 3aci6 pmezeno B Vipaiuy 2

AOTPHMAHHSAM Buaor sakonofascTsa moAo 3a8¢3nescHs AKoeT] MKAPCLKIX 3acabis.

Biraniit BOHJIAPEHKC

(imiciamt ta npiswue)




