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JAEPJKABHA CITYIKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKIN OBJIACTI

npos, Caitnudnoi Haaii, 3, M. Kuis, 02099, ren/tarc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €APIIOY 37078774

BHACHOBOK
fpo AKi¢TH BBe3eHOro B YKpainy iikapebroroe 3acody

06.02.2024 Ne 2905/24/10

~ METOPTPIT POM®APM
(maiiMenyBanis JRApCEROTe 3aco0y 3TLIHO 3 pEECTpPANIiNEM BOCRIAYEIHEEM)
po3unn aurs in'eknii, 10 Mr/Mi; o 1 Ma y tonepeAibo HAMOBHEHOMY WINpPHYi; Ho 1 mapuny
B Gaierepis no 1 6JicTepy pasoM 3 0XHOPA3OEOI0 TOJIKCIO B KAPTOHII masmi
{hopMa BUNYCRY, J03YBAHEA, BIL MAKYBAHHA JIKAPCHEOTC 3ac00y)

‘Howmep peectpauiitroro mecsinuerns UA/18524/01/01 crpox aif pecerpauiitsoro mocsizuenns 16,01.2026

Cepix stikapcskoro 3acoSy Ne 2400191 KinskicTs BBE3€HOTO Aikapeekoro jacoby 1764
‘Brapofruk K.T. POM®DAPM KOMITAHI C.P.JI., Pymyuis
{HaitMenyBanHs BIPOOHNEA Nikapcekora. 2acoby, KpUiHa DOX0TAECHHA)
‘Bacseno 8 Yipainy Crisibte yKpaiHChKO-eCTOHCHKE MAAPHEMETRO Y hopMi ToBapucTBa
3 o0Mesrenoto Binnoeixansuicro " Onriva-Papm, JITA", igenr. xox:
21642228

(Haiimenysami® 1a kog3a EAPIIOY opumisuiol ocodn abd npizpuute, iM's, o Garbrosi iznganof
ocoB - RIRMPHEMIA, T MiCLe MDOXHBINHA T peccTpauiiimit HoMep 0BAIKOROT KAPTRY MAATHHEKA
NoAATKIB af0 cepid T4 HOMEp NacRopTa)

Hperoken sisyansiors Koirrpomo win 31.01.2024 Ne 0228/8.

34 pesyALTATAMI AEPKABHOIO KONTPOMIO -ECTGHOBAEHO, IO MiKapchKMi 3acid BEedeso 5 Vepainy i
_,[II}Tplih-IaHH'HM BHMOT 3aKOHOAARCTEA MIOA0 3aBeRncyeHHA AKOCT] NiKIPCLKEX 3acobiE,

b Tpuna Ianasmait

‘*
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{inttsinn 1o erpizanic)
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Tel. +4 (021) 350 46 AD; 300 77 80; 300 77 81 " S.C. Rompharm Company S.R.L. - Romania, Iifov; 75100 Otopedi, St Erollor, N, 1A,
Fax: +4 (021) 3504641, E-mail: offica@rompharm.ro <. CUJ RO 14399646, RC; J23132{/2004

Koo gpopmu: AC-Pelib-6 F12 ed 1

CEPTHU®IKAT BINIIOBLIHOCTI

Ne: V1
[Tpoayxkr: Metoprpit Pombapm posaun mis im'éximist,
10 mr/ma; y momepenuno HAIOBHEHOMY
| ! mmpund 1,0 Mo, Nel
Cuna fii/akTHBHICTS MeTtorpekcary 10 mr/vn
Brytpimmsiit kon: 345570100
Kpaina iMnoprep: VKPAIHA
‘Bnacuuk PIT: N K.T. Pomgpapym Komnani C.P.JL., Pymynis
Peecrpauiite nocsizuenns/Cepridixar peecTpauii B xpajui.
Tipu3Haverss Ne; | UA/18524/01/01
Cepisg: 2400191
Hara sBupoGHuITRA: 01.2024
Hpunatumii po: ) 01.2026
3aranbHa cepTHIKOBAHA/BHITYIEHA KiNBKicTh- 5162
Kinskicts ana npogaxy/mucrpu6yuii: 50000
AJpeca aBTOPHIOBAHNX BHPOGHUMMX HilIFHOK Td KOHTPOIIO: K.T. Pompapm Kommani C.P.JI. o
ByxX. Epoimop NelA, m. Oromens, 075100,
okpyr Lo, Pymywis — Gyxnirins Pomdapwm 1 i
Pomdapm 2 |
Byn.  /[lpymyn Tepii Oromens  NeS2, M.
‘Oronens, 075100, okpyr Indos, Pymynis,
Oynisns Pompapm 3
Hlo3sin ia BUPOGHHITTRO No I BUPOGHUYMX JiNAHOK T4 IF
KOHTpOJIIO:
‘Cepruikar(n) GMP Ne Ha BUpoGHHUMX ninsHKax Ta 026/2021/R0O, 025/2021/RO"
KOHTPOTIO:
Ceprudikar Sixocri Ne/mara nonaerscs: 0191/17.01.2024

Komewnrapi / pumitky / Biaxuneuus

LM 5 3acBigvyro, o HaBeeua e indopmMaLis ¢ AOCTOBIPHOK Ta TOHHOK. 110 ¢epino NpoRyKitii 6yso
BUpPOOIEHO (BKIIIOHAFOUN [aKyBaHHA/MapKyBaHH$) Ta MPOBEHEHO KOHTpPONb H SKOCTI Ha BHINE3a3HAYEHif
AUIBHHL] Y HOBHIH RigmoOBizHOCT] 3 BuMoramu GMP, BeraHoBIenuME MictnesumM PErYIATOPHUM OpPI'aHoM, a
TaKOXK. BIAMOBIHO f0 cheuudixamiii, mo MicTaThes Y PpeecTpaniiHoMy poche KpalHU-IMIiopTepa.
Iporokonu BupoGHKuTRA, MakyBanns Ta aHanisis OyJ10 nepernaHyTO Ta BOTAHOBIEHOD BiaAnosigHicts GMP.

[laHa cepis npenapaty 6yna ceprudikopana ta BUMYIIEHA HA PHHOK X
| Haua cepis npenapary 6ysna CepTHIKOBANA T4 BUITyMEHA Ha PHHOK HIIOW
| Keamudikxosanoro Ocoboro

Kpucruna Mixaii
18.01.2024

S w0t J 058 105 Lyol 1Y
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Tol: +4 (021) 350 45 4D; 300 77 80; 300 77 81
Fax: +4 {021} 3504641. E-mail: cfice@rompharm. o

S 8.C. Rompharm Company S.R.L. - Roiviania, #ov, 75100 Otopeni, Sir, Eroflot, Ni, 4A:
“_CUk RO 14390546, RC: J23/1321/2004 |

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

CERTIFICAT DE CONFORMITATE CONFORMITY CERTIFICATE

Nr.No.': 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® Monufacturing date

Data de expirare® Expiry date

Cantitate totala certificata/ eliberata'® Quantity certified/

refegsed

Cantitate pentru vanzare/distributie”! Quantity for
sale/disttibution

Adresa locurilor de fabricatie si control autorizate
Address of authorized manufacturing and control sites

Autorizatie de Fabricatie nr. Manufacturing
Authorisation Licence No. pentru locurile de fabricatie si
‘control for the manufacturing ond control sites
Certificat(e) GMP nr.'? pentru locurile de fabricatie si
control GMP Certificate(s) No for the manufacturing
and control sites

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

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

Prin prezenta certific ci informatiile de miai sus sunf autentice
de produs, inclusiv ambalarea / etichetarea st controlul cality

Metorthrit Rompharm, solutie injectabila 10 mg/ml,

1,0 ml, Nr.1, Metorthrit Rompharm, solution for

injection 10 mg/mi, 1,0 mi, No.1,
Metotrexat 10 mg/ml, Methotrexate 10 mg/mi
345570100

"UCRAINA UKRAINE

5.C. Rompharm Company S.R.L., Rofiania

UA/18524/01/01

2400191

01.2024

01,2026
5162

5000

8.C. Rempharm Company S.R.L.

Eroilor 1A, Otopeni, Tlifov, 075100, Romania — cladir
Rompharm 1 si Rompharm 2,

Drumul Garii Otopenii 52, Ofopeni, Hfov,
Romania, clidire Rompharm 3

075100

1F

026/2021/R0; 025/2021/RO

0191/17.01.2024

i exacte. Toate etapele de fabricafie ale acestei serii.
{1 au fost efectuate 1a locul (locurile) mentionat (e} n

deplind conformitate cu cerinfeleBPFale UE (cand se afla. in UE) si cu cerintele Autorizatiei/ Autorizatiilor de

Jpunere pe piata din tara/tarile de destinatie. fnregistririle de procesare, ambalare si testare a seriei au fost reviziite §i

-2 constatat cA respecti BPF.

1 thereb y certify that the above information is guthenti |
stages of this batch of product including packaging/iabelling and quality controf have been carried out at the ahove

¢ and gccurate. All the manufacturing

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

| Aceasta serie de produs a fost certi

_was certified and released.for i

cata si este eliberata pentru punerea pe piata I° This batch X

Aceasta serie de produys, Bé¥
| This batch of product

Numele persoanei calj
Data emiterii Issue dod:

Page 1

\Cristina Mihai




Tel: +4 (021) 350 46 .4.ﬂ: 300 77 80; 300 77 81 §.C. Rompharm Company S.R.L. - Romania, lifav, 75100 Otapenl, Str. Eroifor, Nr. 1A,
~_ CUL RO 14339648, RC: J23/1321/2004

Fax:+4 (021) 3504841, E-mail: offica@rompharm.ro

Certificate of analysis for finished product no. 0191
Cepmudpixam ananizy xinyesozo npodyxmy Ne 0191

' Form code/Koo doxymenmy:
CC-F-139

Metorthrit Rompharm '1_.0 mg/mlsnlutiun.fﬂr injection.in

Product pre-filled syringe 1.0 ml
Ilpenapam Memaopmpim Pomepapm pozuun dnn in'exyiii, 10 MM} Y
| | nonepednso nanosuernomy wnpuui 1,0 mn
Manufacturing batch Cepin | 2400191
{ Manufacturing date 01.2024
ama eupobuuymesa -
Expiry date IIpudamnuii do | 01.2026
No Characteristic Control Acceptance limits Results
Xapaxkmepucmuru methods Adonycmumi mexci Pesynemamu
Memoodu
__Kommponro |
Visual cont_rol, ” .
| no. 1 MQC Clear, yellow solution .
| Appearance . o o Complies
] Bizyaneno n. 1 lIposopuii posuun ocoemozo | . N
Onuc Bionosgioae
MKA KONbOPY
Ph.Eur.* 221, | |
. Clear solution, not more
Manufacturer R | e
method, no, 2 - Opalescentl than reference
o | Clarity MQC Ipena j; ut;zz:e umuy Complies
| {Iposopicme Cep. b.* 2.2.1, “p ) pam n Hy Bionogioae
L RpO30pUM (Kanamymuicme
GHYMPIWHIY | ) | -
remod Pposuuny He nepesuuye
" 2 W ~ Kanamymnocmi emanony 1)
Ph. Bur.* 2.9.20 T
| Manufacturer
Mechanical impurities: method, no. 3 Practicaily fr§e from visible |
Tt gt g MQC particles P ——
Visible particles Can. b * . Ly, Complies
3 | R -6p. . %, Ipaxmuuno ginenuil ¢id Ty Ly
| Mexaniyni exniouenns; 2620 5 | Bionogioae
| N 2.7.20, | SUOUMUX YACMUHOK
BUOUMI YACUHKU ‘BHYMDiWHIT
| Memoo,
{ Mechanical impurities: | Ph. Eur.* 2.9.19 | Not more than 6000 210 um
invisible particles Manufacturer 1 | He Ginvure 6000 vacmunox Complies
Mexaniyni exniouenns: method, no. 4 po3mipom > 10 mrcm Bionogioge
. Heeuoumi vacmunxu MQC |
4 €ep, . * Not more than 600> 25 pm Complies
- 2.9.19, | He binvwe 600 vacmunox Bionoeidae
SHYmMpiuHii posmipom 2 25 Mxu
Memoo 1,
n. 4 MKA
Ph. Eur*. 2.2.3
Manufacturer
-method, 7,090 8,2
no. 5 MQC
: ¥ -€3p,- 'Qfl._*, 223,
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Tel: +4 {021) 350 46 40; 300 77 80 300 77 81 ~~_ 5. Rompham Company S.R.L. - Romiania, Hfov, 75100 Olopeni, Str. Eroilor, Nr. 1A.
< -CUk RO 14389648, RC

Fax: +4 (021) 3504841, E-mail: office@rompharm.ro : J231 32112004
i Certificate of analysis for finished product no, 0191 Form code/Koo doxymenmy:
Cepmudgpixam ananisy xinyesozo npodykmy Ne 0191 | CC-F-139 |
Metorthrit Rompharm 10 mg/m} solution for injection in
Product pre-filled syringe 1.0 ml
Ipenapam Memopmpim Pomipapm posuun ona in'exuiii, 10 mz/mn ;Y
o honepeonvo nanostenomy wnpuyi 1,0 ma
Manufacturing batch Cepin 2400191
Manufacturing date 01.2024
Hama supobnuumea
Expiry date Tpudamnuii oo 01.2026 |
| No Characteristic Control Acceptance limits Results
Xapaxmepucmuxiu methods Honycmumi meanci Pezynemamu
Memoou
KOHMpPONio
SHYMPIUHIT
Memoo ,
n 3 MKA
Ph. Eur.*2.9.17.,
Manufacturer
_method, . Min. NLT 1,0 ml/ syringe
Filling volume mo. 6 MQC He me 1,0 mn/u
R & | esp. % e menwe 1, wHpuY
6 | O6’em, uwo sumazacmpes 2917 : 1,07
BHYMPItUHIT
MEMOoOo ,
n. 6 MKA
Ph. Eur.* 2.2.5,
Manufacturer
| method,
Relative density no. 7 MQC | _ A iy
[ Bionocna eyemuna Eap. . * 2.2.5, 1,000-1,020 L.O10
GrHympitunit
Memoo ,
\n7M&A |
Ph. Eur.* 2.2 35,
Manufacturer
method,
Osmolality, mOsmoli/kg no. 8 MQC
8 | Ocmonsnsnicme, €Cep. . * 240-310 | ,.
MOcmons/x2 2235, T - %
GHYMPItuK il
MEmoo ,
n SMKAT
Moty | e € (s 0,5) min Complies
Methotrexate “method IR, Test (1R, Stdx (0,5) xe. Bionosioae
o | identification o 9I\foC
[oenmudbirayis o Similar UV spectra of ool
Memompexcamy Can. b * methotrexate peak for test and _(;omp o5
P- P, . - reference solution Bionosioae
2.2.29, (BEPX) h B




YA LA (AT

Tek +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax;: +4 {021) 3504841, E-mait: office@rompharm. ro

5.C. Rompharm Company S.R.L. - Romania, ifay, 75100 Otapen, St, Eraifor, Nr. 1A,

"~ CUL: RO 14399645, RC: J23/4321/2004

[ Certificate of analysis for finished product no. 0191
Cepmudpixam ananizy xinyegozo npodyxmy Ne 0191

CC-F-139

Form code/Koo doxymenmy:

Product
| Ipenapam

Metorthrit Rompharm 10 mg/m! solution for injection in
pre-filled syringe 1.0 m]
Memopmpim Pomepapm pozyun onn in'exuisi, 10 mz/mn; y
nonepeonso Hanoenenomy winpuui 1,0 ma

Esap. ¢.* 2. 2. 29,
(BEPX)

Manufacturing batch Cepin 2400191
Manufacturing date 01.2024
AHama supobruymean
Expiry date Opudamnuii oo 01.2026
No Characteristic Control Acceptance limits Results
Xaparkmepucmuru methods Honycmumi meaci Pezynomamu
Memoou.
KOHRMPpOoJio L |
BHYMPIWHILI Crnexmpu nixa memompexcamy
Memoo , HA XPOMamozZpamax
n. 9 MKS ‘sunpobysanozo ma
CMAanoapmmno20 pos3uuris
_ | nosunni 6ymu ioenmunnumu
Ph. Eur. 2.2.29,
Manufacturer
. method,
Methotrexate assay, no. 9 MQC o
10 mg/ml 1 6‘3}.:; b.* 9,5~10,5 9.8
| Kinericne susnauentis by '2-9 ' (é’EPlﬂ
Memompexcamy, Me/mn | 8;{3}'@;”,’5“”“.&
Memod
_ o D7 S N
Related substances, %
Cnopidneni domiwxu, % Max. NMT 0.5 "
- Impurity C He 6invwe 0,5 1z
domiuxa C Ph. Eur.* 2.2.29, Max. NMT 0,3 <DL
i hnpgxty B Manufacturer He binvwe 0,3 <JTO
Romiuxa B method, Max. NMT 0,3 <DL
[~ Impurity E no. 10 MQC He 6iavue 0,3 <710
11 oomiuxa E SBP Qb.‘ *, Max. NMT 0’2 .
- any unspecified 2.2.29, (BEPX) He 6invwe 0,2 0,04
1mpurity | GHYMpIwHii
1 6YOb-sxq inwa domimra | Memoo,
- total impurities (except n 10 MKS ‘Max. NMT 0,5 -
| impurities B, C, E) ' He 6invwie 0.5 0,04
Cyma Oomiwox (kpim |
domiuiox B, C, E)
Impurity F (R- Ph. Eur.* 2.2.29,
methotrexate), % Manufacturer Max. NMT 3.0 /
12 | Homiuxa F method,no. 11 He 6inviue 3;9 P
(R-memompercam), % MQC T




Tel: +4 {021) 350 46 40: 300 77 80; 300 77 81
Fax: +4 (021) 3504841, E-mail: office@rompharm ro '

S.C. Rompham Companly S.R.L. - Romania, llfov. 75100 Olopeni, Str. Eroilor, Nt. 1A,

«_CUL RO 14399646, RC: J231321/2004

Certificate of analysis for finished product no. 0191
Cepmudpicam ananisy kinyesozo npoodykmy Ne 0191

i CC-F-139

Form code/Koo doxymenmsy:

Metorthrit anphanﬁ 10 mg/mi solution for injecﬁon_in

Product pre-filled syringe 1.0 ml
AIpenapam Memopmpim Pompapm pozuun ona in ‘exyii, 10 me/mny y
| nonepeonvo nanoenenomy wnpuyi 1,0 ma
Manufacturing batch Cepin 2400191
Manufacturing date 01.2024
Hama eupobuuymsa |
Expiry date Hpuoamrnuii oo 01.2026 B
No Characteristic Control Acceptance limits Results
- Xapaxrmepucmuxu methods Honycmumi meoci Peszynomarmu
Memoou ]
Konmpoitio
BHYMPIWHIT
{ Memoo,
| n 11 MK
Ph. Eur.* 2.6.1,
Manufacturer Should be sterile
| method, Iipenapam nosunen 6ymu
13 Stenhty no, 12 MQC - CMEPUTBHUM Sterile ..
+ Cmepunericmo Cep. . * 2.6.1, Cmepunonis
SHYMPIUIHIY
MEMOOo ,
n 12 MKA )
Ph. Eur.*2.6.14,
{ Manufacturer Maximum 0.4 EU/mg
. _ method, N Complies
14 Bacterla}_ Endf)toxm's no. 13 MQC He 6invwe 0,4 EO/me Bionosioae
| bakmepianoni €sp. . * Memompexcaniy
eHOOMOKCUHY 2.6.14,
GHYMPitUnil
Memao ,
lni3M&E
Finished product complies to specification requirements AC-SPF-metotrexat (ua)
Kinyeeuii npodyxm eidnosiode eumozam cneyudhixayii AC-SPF- atrexat (ua)
Quality Control Director - - 17.01.2024
Hupexmop Koumponro Axocmi o

* current edition
*yunne euoanns




