AEPKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIITPOIIETPOBCBKIHN OBJIACTI

Hainpo, nn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €IPTIOY 37070665

BHUCHOBOK
Npo AKiCTL BBE3€HOr0 B YKpaiHy JiikapchbKoro 3acody
22.10.2025 Ne 52080/25/04
METOXKEKT®

(HaliMeHYBaHHS JIKAPCHKOTO 3aC00Y 3Ti/IHO 3 PEECTPALLHIM ITOCB1 TYEHHM)
po3unH aas in'ekuiii, S0 mr/mi, mo 0,50 ma (25 Mr ) po3unny y nonepeaHbo 3a0BHEHOMY
wnpHLi; no 1 mnpuny pasoMm iz BOyIoBaHO0 iH'€KiiiHOI0 roJIK010 B KOHTOPHOMY
YAPYHKOBOMY GJiicTepi; no 1 6aicTepy B kaproHHil KopoOui

(dopma BHITCKY, IO3YBAHHS, BUA NIAKyBaHH: JIiKapchKoro 3acofy)

Howmep peectpamiitnoro mocsimicura UA/5873/01/02 crpok mi peectpauiiinoro mocsizuenss 01.01.2099

Cepisa nikapcwkoro 3acofy Ne D250188WC KimpxicTs BBE3€HOIO MKapcskoro 3acoby 100
. . . T
Bupobmi Menax Iezenviuagt ¢rop kninie neniansnpenapare MOX,
Himeuyunna
(naitMeHyBaHHS BHPOGHIMKA JIiKApCEKOro 3aco0y, KpaiHa IIOX0DKCHHS)
Bseseno B Ykpainy ToBapHucTBO 3 00MexeHoI0 BianosinaabHicTio "BaJ{M", inenr. koa:

31816235

(HatiMenyBaHHs Ta KoJ 32 €JIPTIOY ropumimol ocobu aGo npizBume, iM'd, 1o 6aTbKOBI
isermol ocobu - miAmpHeMILY, if MicIie MPOXHMBAHHSA Ta peccTpauiitii HoMep o0iTiKoBo]
KapTKH IDIATHHKA I0JATKIB ab0 cepis Ta HOMEp IIacopTa)

IpoTokoa BisyansHoro kenrposo six 16,10.2025 Ne 03-01/2407/8.

3a pesynpTaTaMH JEp’KABHOIO KOHTPOMIC BCTAHOBICHO, IO JHKapchkuit 3aci® BBe3eHO B YKpaiHy 3
AOTPMMAaHHAM BMMOT 32KOHOJABCTBA INOA0 3a6e3NeyeHHA AKOCTi NiKAPCHKHX 3aC00iB.

HavaneHux [epxaBHOi C1yx0H 3
nikapcbKuX 3aco0iB Ta KOHTPOJIO 3a
HapKOTHKaMHM Yy JIHINponeTpoBChKiit
obnacti
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Mepexnag 3 aHrNIKCLKOT TA HIMELIbKOT Ha YKpaiHChKyY
nozomun: aMedaks (medac)/

CEPTUDIKAT BIANOBIAHOCTI Homep: 1809251107
Hassea npenaparty: METOMPKEKT®, posuvH ana iH'ekuii, 50 Mrimn —
METQJECT®, Solution for Injection, 50 mg/ml
KpaiHa-imnoptep: Ykpaina PeecrpauiiiHe
noceigyeHHs Ne: UA/S873/01/02
Cuna gii / AkTuBHicTs: 25 Mr Cepin Ne: D250188WC
NMikapcbka dopma: Pos. 4. iH'exu. Capis Ne (Bulk): 2504023Y
BnacHuk niueHsii: «menak» (medac) [lata empoSHuutea:  03.04.2025
TepMiH npupatHocTi:  03.04.2027
PoamMip ynakosku: 1 wnpuy FS Hata sunycky: 18.09.2025
Tun ynakoeku; bnicrep
0O6'em BUNYyCKY: 292
Hasea Ta agpeca Eran Homep NiueHali Ha iM’a ynopHoBavkeHo!
BUPOBHUKa eupobHuLTea supobHuLTBO abo ocobu
CepTudikary HBIN (GMP)
«OHkotek Papma Buk-npogykr DE_ST_01_MIA_2025 0008 g-p C.lyr
MpoaakwiH MGX» (S. Huth)
(Oncotec Pharma
Produktion GmbH)

Em dapmanapk

{Am Pharmapark)
06861 Beccay-Poccnay
HimeyquHa

«mepaK MmeX» Forosuid npoaykr DE_SH_01_MIA_2023 0005 LLU. Jipkc
{medac GmbH} Ta BUNYCK {S. Dirks}
Teareplurpacce 6

(TheaterstraRe 6)

22880 Bepenb

Himevuuna

Pesynbtatu aHaniay: AVBITLCA okpemuii CeprudikaTt aHaniay
KomeHTapi/sayBaxeHHA: Hemae —p

Uwm 5 ninTeepaxyro Te, wo suwleskasada iHpafivayin e H¢
npogykTy 6yna BUroTosneHa, BKMIOYaoYMn na "/‘( B2AHS/M ﬁ!;l TE\KOHTPONB HICOGTI, Ha
BULLE3A3HABHUX BUPOGHUUMX QiNAHKAX Y ngs éﬁﬁosmﬂom BHM

MiCLI@BOrO PerynsTopHOroe oprady 7a ai cnewy @ mﬁuﬂ% =il
imnoprepa Mpouec aupoﬁHuuTBa nakysaH % 2y cepit Gynu nepeesipexi Ta
BU3HaHI TakMMK, Lo BignoeigaTs BUMOram M 1GMP) Bmuasxas' a cepifl BunyweHa anA

SKCNopTYy. ,\; 3181 \_. ,L‘_,
IM'A Ta nocana ocobu, wo Hagae m LirehaitGipuc (Steffén Dirks)
A03BIN Ha sunyck cepii: o ap KplCTOdJ virorieHBGpok (Christoph Mihlenbrock)

o Arvec bByccmeep (Agnes BuBmeyer)
ApoH Bectengopd (Aron Westendorf)
AH doce (Jan Vol)

oo

$apmauesrt, YO srigHo ctaTTi 48, OupexTusa 2001/83/EC

18.09.2025 /nidnucario/
Harta nignucy Nianue ynoeHoeaxeHoT ocobu

/nevamua: amedax F'mbX» (medac GmbH); Teamepwmpacce 6 (Theatersiralle 6); 22850 Bedens HimeyuuHa/



Drug product

Qiloua pevoBuHa
Active ingredient

- -‘Homep cepii
Batch number

.- flaTa supobHuyTBa
Dato of manufacture

. . VV-QUAL-021039
s medac Certificate of Analysis T
Titel: | Certificate of Analysis Metoject Methotrexate Injection UA Page: 113
CEPTUGIKAT AKOCTI / CERTIFICAT 1S Ne 1 7
TNikapcbkuii saci6 METODKEKT®

PO3YUH ANA iH'eKLil, 50 mr/mn; no 0,50 Mn (25 mMr) poauviy ¥ fonepeaxbo
33MNOBHEHOMY LIFIPUU; No 1 LINpuLy pasom i3 BEYA0BaHO0 iH'ekLiiHOD
FOKOI0 8 KOHTYPHOMY YapyHkosomy Gricrepi; no 1 Onictepy B KapToHHik

KopobLi
METOJECT®

solution for injection, 50 mg/mi; 0.50 mi ( 25 mg) of solution in a pre-filled
syringe; 1 syringe with an embedded infaction needie in a contour cell

blister; 1 blister in a carton

Metorpekcar
Maethiotrexate

D250188WC

03.04.2025 Tepmin npugarHocTi

Expiry date

03.04.2027

TIORASHAK
TEST

CNELUNDIKALEA
SPECIFICATION

PE3YJILTAT AHAIN3Y
TEST RESULT

Onwc

Description

KoBTo-K0pMMHEBOro KOMLOPY NPOICEHIA posuuH; Ges
NOMYTHiHb.
A clear yellow-brown solution; free from turbidity.

Bianosigae sumoram

Complies

pH
PH
(Ph.Eur. 2.2.3)

Bin7,5809,0
From7.51t0 8.0

8,6

InenTndikauin
Identification

‘| BEPX
HPLC
(Ph.Eur. 2.2.29)

A. [TO3UTHBHO AN METOTREKCATY.
A. Positive for ;

Bipnoeinae Bumaram
Complies

Yo
w
(Ph.Eur, 2.2.25)

Bignosigae aumoram
Complies

KinbklcHe

| BU3HAYOHHA

| Assay

(Ph.Eur. 2,.2.29)

99,7 %

CynyTHl gomiwkm
| Related substances
(Ph.Eur. 2.2.29)

fdomiwka B
{AminonTeptn)
(C1 3447)
Ampurity B
| {Aminopterin)

He Binbwe 0,5 %

Not more than 0.5 %

< 0,08 %

1 (CI 3447)

Crop.1i33
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Certificate of Analysis 10
Titel: | Certificate of Analysis Metoject Methotrexate Infection UA Page: 2713
TUDIK; KOCTI / CERTIFI OF ANAL Ne 1809251107
TIOKASHAK CNELN®IKALIA PESYINILTAT AHANIZY
TEST SPECIFICATION TESTRESULT
Aomiwka C He 6inswe 1,0 % 0,17 %
- (MeTonTepuH)
(Cl 3498)
Impurity C Not mora than 1.0 %
(Methopterin)
(C 3498} .
' fomiwka E, He Ginowe 0,5 % < 0,06 %
(2,4-Riamino-N10-
MeTHNNTepoiHOBa
| uncnota) (Cl 14414)
'| Impurity E, Not more than 0.5 %
(2,4-Diamino-N10-
+ Methylpteroic Acid)
(Cl 14414)
AMiHoGen3oinrnyTa- | He 6inswe 0,5 % <0,07 %
MiHOBa KMCROTA
(PABG)
Aminobenzoylgluta- | Not more than 0.5 %
mic acid (PABG)
1 -MlooguHoxa He Ginbwe 0,2 % <0,10%
Heelgoma Aomiwka
Single unknown Not more than 0.2 %
relgted compound
Cyma powmiwox He Ginbwie 2,0 % “enon 0.2 %
Total related Not more than 2.0 % AT SN
| vompounds n/ ot NA
.| CrepunihicT Mpenapar nosuHeH GyTn cTepunebrufis/ 10Ky T T BianGeinae Bumoram
| Sterility The drug product must be sterife. || & " 1 s
| Pr.Eur. 2.6,1) 3 "Bal |5
| BakTeplantHi He 6inblwe 0,17 MO/Mr meToTpekcan ’@ g -:Biéiﬁ.' inae BUMOTaM
eHAOTOKCHHM W\ B Bl
| Bacterial endotoxins | Not more than 0.17 IU/mg of methotrexiiti: ,d'j.--‘ -"‘-_}.:f ‘Complies
(Ph.Eur. 2.6.14) ==
Ob6'em, W0 Hns aoaysanHa 25 Mr e wnpuli = 0,50 mn 0,52 mn (mf)
BUTAFAaETLCA For the dosage 25 mg in a syringe = 0.50 mi
| Extractable volume
1{PhEur. 2.9.17)

- | BAAWMI YacTin

|visible particies

AAkuio NpoBoANTY BUNPOBYBAHHA ¥ HarexHUX
YMOBaX, pO34uH NPO3opHit | NPaKTUYHO BINbHWIA Big
BUAMMMKX YECTOK,

Bignosiaac sumoram

When examined under suitable conditions, the Complias
| (Ph.Eir. 2.9.20) solution Is clear and practically free from visible
PyHKLioHaNbHWHA LLInpULKM NOBUHHI CNOPONHATHUCA Nnerko. Bignosiaac sumoram
| 300l wnpuuls
| Functional disorder of | Syringes can be emptied easily. Complies
the syringes

Crop.2i38
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*IMm ed acC Certificate of Analysis W QUTO 039
Titel:. | Cartificate of Analysis Metoject Methotrexate Injection UA ' Page: 313
CEPTUOIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 1809251107
NOKA3HUK CNEUUPIKALIA PE3YALTAT AHANIZY
TEST SPECIFICATION TESTRESULT

Heaugwuml uacTin He Binbe 6000 uacToK Ha WnpuU = 10 MKM 8

Sub-visible particles | Not more than 6000 particies per syringe = 10 um

(Ph.Eur. 2.9.19) He Ginvlue 600 YacToKk Ha WRPUL = 25 MKM 0

A Not more than 600 particles per syringe = 25 um

OaHopignicre 1. L1=15,0. Bianosinae eumoram

BO30BAHMX 2.L2=250.

OAMHULL

Uniformity of dosage | 1. L1 = 15.0. Complies

units - 2. L2=25.0,

(Ph.Eur. 2.9.40)

' OcmonsinbHIcTL Bia 250 no 350 mOcMons/kr 314 mOcmonb/kr

Osmolalfty From 250 to 350 mQOsmolikg (mQOsmollig)

(Ph.Eur, 2.2.35)

Ll,eﬁ ceprudixaT 3acsiguye, Wo UR cepin nikapcskoro 3acoby npofiLuna nepesipky eianosinHo Ao GMP Ta
AarBeppkeHnX npoLeayp koNTponio. flikapcekuit 3acil signosinas scim eumoram cneumdikayir,

'-!f fs hereby ceriified that this product batch has been analyzed in compliance with GMP and with the

Iappmved cantrol procedures. The product meets all requireme @Q)@Nﬂcaﬂon.
: : L
f 0"!
Kepietuk Bigginy koHrponio akocTi
Head of Quality Control [ Lothar Plaggenborg |
C 2
=

[laTa/ Date 18.09.2025

A st
JOKYMEHTIB

Crop. 3138
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