JTEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMH Y KHIBCHKIN OBJACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ren/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kou €JIPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOT0 B YKPaiHy JIIKapchKOro 3acody

13.06.2025 Ne 27419/25/10

METO/UKEKT®

(naiiMenyBanis JiKapebKoro 3acofy 3rijio 3 peccTpatliiiHuM OCBLIMEHHSIM)
po3umu s in'exuii, 50 mr/mi; mo 0,35 ma (17,5 mMr) posuuny y nonepeanbo 3anoBHeHoMy
wnpuui; no 1 wnpuny pasom i3 BOya0BaH010 iH'€KUIAHOIO FOJIKOI0 B KOHTYPHOMY
YapyHKoBOMY GJiicTepi; mo 1 fJicTepy B KapToHHiM KOpoo Ui

((popma BHITyCKY, [O3YBAHHS, BH HAKYBAHHS JKapCLKOTO 3ac06Y)
Howmep peectpauiiinoro nocsiguenns UA/5873/01/02 crpox aii peecrpauiitnoro nocsiguenns 01.01.2099
Cepis nikapeskoro 3acoby Ne N240654G KinbkicTs BBE3EHOro Nikapchkoro 3acoby 473

BupoGuuk Menax I'esensuiadr ¢rop kinininre Inenianenpenapare M6X, HiMeuunna

(naiimenyBans BUpoGHHKa JliKapebKoro 3acoly, Kpaila [OXOMKEHH )

BaeseHo B Yipainy CuisibHe yKpaiHChbKO0-eCTOHCHKE MiANPHEMCTBO Y (opMi TOBAPUCTBA
3 o0Mexxenoro BijnosinaapuicTio "Onrima-®apm, JITA", inent. woji:
21642228

(natimenysanns 1a kot 3a €JIPTIOY 1opuuanoT ocobn abo npizsuiie, im's, 1o GarboBi Qisnol
0cobu - mianpuemL, il Micle MPOXKKBAHHS Ta peccTpallifini HoMep 06IKOBOT KAPTIKH MIATHHKA
noJaTkis abo cepis Ta nomep nacropra)

IpoTokos Bizyanknoro koutposio sin 12.06.2025 Ne 1780/6.

3a  pesynbTaTaMM  JCPHKABHOTO KOHTPONIO BCTAHOBICHO, WO Jikapchkwil 3aci6 Beesewo B Vipainy 3

JOTPUMAHHSAM BUMOTr 3aKOHOAABCTBA 11010 3a0€3MEUCHHs! AKOCT] JHKAPCHKHX 3ac00iB.
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CEPTUDIKAT AIKOGTI/ CERTIFICATE OF ANALYSIS Ne 1404250822

Jlikapewimir 3aci6

Drug product

METODKEKT®

poaunH Lnst iM ki, 50 mr/mi; o 0,35 mn (17,5 Mr) posunHy y nonepegHbo
aaroBHeHoMy Wwnpuy; no 1 wnpuly pasom iz BOYA0BaH0I0 H'eKLiAHOI0
FONKOKO B KOHTYPHOMY YapyHkoBomy Gnictepi; no 1 6nictepy B KapTOHHIN

KopobLy
METOJECT®

solutfon for injection, 50 mg/mi; 0.35 ml ( 17.5 mg) of solution in a pre-filled
syringe; 1 syringe with an embedded infection needle in a contour celf

blister; 1 blister in a carton

Hiroua peyosuna MetoTpekcar
Active ingredient Methotrexate
Homep cepil N240654G
Batch number
Hara supobruyrea 11.11.2024 Tepmin npupatHocTi 11.11.2026
Date of manufacture Expiry date
[TIOKA3HUK CNELMOIKALIA PE3VILTAT AHAITIZY
TEST SPECIFICATION TEST RESULT
Onuc YKOBTO-KOPUYHEBOrO KOMLOPY MPa3opuii poayuH; Ges | Bianosigae Bumoram
NomMyTHiHb.
Description A clear yellow-brown solution, free from turbidity. Complies
pH Bin 7,5 no 9,0 8,4
pH From 7.5 t0 9.0

(Ph.Eur. 2.2.3)

{aeHTruthikauis

(Ph.Eur, 2.2,.29)

Identification
BEPX A. TTosnTUBHO Anst METOTPEeKCaTY. Bignosipae sumoram
HPLC A. Positive for methotrexate. Complies

0
uv
(Ph.Eur. 2.2.25)

B. IMo3uTUBHO 4ns MeToTpeKcary.
B. Positive for metholrexate.

Bigrnosigaes sumoram
Complies

KinbKicHe
BU3HAYEHHS
Assay

(Ph.Eur, 2.2.29)

Big 95 % fo 105 % Big 3aaBneHol KinbkocTi.

From 95 % to 105 % of the declared content.

100,8 %

CynyTHi fomimky
Related substances
(Ph.Eur, 2.2.29)

Howiwka B
(AminonTepmn)
(Cl 3447)
Impurity B
(Aminopterin)
(Cl1 3447)

He Ginblue 0,5 %

Not more than 0.5 %

< 0,08 %

//ﬁ't ay v 05 é//f’ 0O A "2"‘&/
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CEPTUBIKAT SIKOCT! / CERTIFICATE OF ANALYSIS Na 1404250822
NMOKA3HUK CINEUNDIA LI PE3VYJIbTAT AHANIZY
TEST SPECIFICATION TEST RESULT

Howmiwka C He 6inblue 1,0 % 1'<0,10 %
{(MeTonTepuH)

{C1 3498)

Impurity G Not more than 1.0 %

(Methopterin)

(Cl 3498)

HBowmiwxka E, He 6inbwe 0,5 % < 0,08 %

(2,4-Biamino-N10-
METURNTEPOTHOBA
xucriota) (Cl 14414)

Impurity E, Not more than 0.5 %

(2,4-Diamino-N10-

Methylpteroic Acid)

(O N SO ————
Aminobensoinrnyra- | He 6inbwe 0,5 % < 0,07 %
MIHOBA KNCJtoTa

(PABG)

Aminobenzoylgluta- Not more than 0.5 %

mic acid (PABG)

MoopnHoka He Binbie 0,2 % < 0,1 %
HesigomMa gomilika

Single unknown Not more than 0.2 %

related compound

Cyma gomiox He Binbwe 2,0 % < 0,1 %

(Ph.Eur. 2.6.1)

Total related Not more than 2.0 %

compounds

CrepunbHiCTb MpenapaT noBuHeH BYTn CTePNIbHUM. Bignoeigae sumMmoram
Sterility The drug product must be sterile. Complies

Hakrepianobhi

EHOOTOKCUHN

Bacterial endoloxins
(Ph.Eur. 2.6,14)

He Binblue 0,17 MO/mr meToTpeKCATY.

Not more than 0.17 IU/mg of methotrexate.

OB6’em, mo
BUTATAETHCS
Extractable volume
(Ph.Eur. 2.9.17)

Bignosipae sunmoram

Complies

Ons poaysarnst 17,5 mr B winpudi = 0,35 mn
For the dosage 17.5 mg in a syringe = 0.356 mi

0,37 mn (mi)

Bugumi vactiv

Visible particles
(Ph.Eur. 2.9.20)

SO NPOBOANTY BUNPOBYBAMHA Y HANEKHUX
YMOBAX, PO3UMH NPO30PUiA | NPAKTUYHO BINbHWA BIZ
BUAUMUX HacTOK.

When examined under suitable conditions, the
solution is clear and practically free from visible
particles.

Bigrosigae sumoram

Complies

dyrrioHansHUA
36iii wnpuuis
Functional disorder of
the syringes

Lnpuiu MOBUHHI CIIOPOXHATNCH NETKO.

Syringes can be emptied easily.

Bipnosinae sumoram

Complies

Crop.21i33
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CEPTUGIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 1404250822
TNOKAZHUK CHELIMDIKALIA PE3VINBLTAT AHATII3Y
TEST SPECIFICATION TEST RESULT

Hesupumi vacTin He Binbiue 6000 yacTok Ha winpuly = 10 MM 3

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

(Ph.Eur. 2.9.19) He Binbwe 600 YacTok Ha WnpnuL = 25 MKM 0

Not more than 600 particles per syringe = 25 Lim

OgHopigHicTb
A030BaHUX
OANHNLb

Uniformity of dosage
units

(Ph.Eur. 2.9.40)

1. L1=15,0.

2. L.2=25,0.
1. L1 =15.0.
2. L2 =250

Bignosinac sBumoram

Complies

OcvonsinbHicTb
Osmolalily

(Ph.Eur. 2.2.35)

Big 250 po 350 mOcmons/Kr
From 250 to 350 mQOsmollkg

315 mOcmonb/Kr
(mOsmol/kg)

Lleit cepTuchikaT sacsinuye, Lo s cepia nikapebioro sacody npolituna nepesipky signopigHo Ao GMP Tta
3aTBepPKEHUX rpoLleayp koHTponio. Jlikapeekuit 3aci6 Bignosigae BciM ByMoram cneuumdikalyii.

It is hereby certified that this product batch has been analyzed in compliance with GMP and with the
approved control procedures, The product meets all requirements of the specification.

3acT. kepisHuKka Bigainy KOHTROMO AKOCTI

Deputy Head of Quality Control \ LS e AE

Nata/ Date 14.04.2025

N

[ Simone Dietrich |

Crop. 3i3 3




CERTIFICATE OF CONFORMITY

Name of product:

Importing Country:
Strength / Potency:
Dosage form:
Licence Holder:
Package size:
Package type:
Amount released:

Name and address
of manufacturer:

Oncotec Pharma
Produktion GmbkH
Am Pharmapark
06861 Dessau-RoBlau
Germany

medac GmbH
Theaterstrale 6
22880 Wedel
Germany

Results of analysis:
Comments/remarks:

No.: 1404250822

METOLKEKT®, Poaumn gan in'exuiit, 50 mr/ma ~
METOJECT®, Solution for Injection, 50 mg/ml

Ukraine MA-No.: UA/5873/01/02

17,6 mg Batch No.: N240654G

Sol. f.inj. Batch No. (Buik): 2410086M

medac Manufacturing date:  11.11.2024

1FS Expiry date: 11.11.2026

Blister Date of release; 14.04,2025

2413

Stage of No. of manufacturing Name of Qualified
manufacturing licence or GMP certificate Person

Bulk product DE_ST_01_MIA_2024_0002 Dr. 8. Huth

Finished product Steffen Dirks

and release

DE_SH_01_MIA_2023_0005

see separate Certificate of Analysis
none ¢

| 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 sites in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. Above mentioned batch is released

for export,

Name and position of person
authorising the batch release:

I Steffen Dirks

1 Dr. Christoph Mihlenbrock
O Agnes BuBmeyer

0 Aron Westendorf

1 Jan VoB

Pharmacist, QP according Article 48, Directive 2001/83/EC

Date of Signature Signature 'Cz‘ua:lified Person



MNepeknag 3 aHrMiNCcbKOT Ta HIMeLIbKOT Ha YKpalHCbKy
/nozomun: «medak» (medac)/

CEPTU®IKAT BIAMOBIAHOCTI Homep: 1404250822
Hasga npenaparty: METOIPKEKT®, po3unH ans iH'ekditt, 50 mr/imn —
METOJECT®, Solution for Injection, 50 mg/mi
KpaiHa-imnoprep: Ykpaina PeecTpadiiine
nocaifverHs Ne: UA/5873/01/02
Cwuna gii / AkTusHicTb: 17,5 mr Cepis Ne: N240654G
Nikapcbka popma: Pos. a. iH'ekL,. Cepist Ne (Bulk): 2410086M
BnacHuK niueHsii: «mepak» (medac)  Hara BupobHuutsa:  11.11.2024
Tepwmin npugaTHocTi:  11.11.2026
Po3aMip ynakoBku: 1 wnpuy FS Hara sunycky: 14.04.2025
Tun ynakosKu: Bnictep
OB’em BUMYCKY: 2413
Hasea Ta agpeca ETan Homep JliueHsii Ha IM'st yNOBHOBaXEHO!
BUpOBHUMKa BUPOBHULTBA BUpoBHULTBO abo ocobu

Ceprudikaty HBIM (GMP)

«OHkoTek Gapma Bulk-npoaykr DE_ST_01_MIA_2024_0002 pg-p C.TyT
MponakwH I'meX» (S. Huth)
(Oncotec Pharma

Produktion GmbH)

Em dapmanapk

(Am Pharmapark)

06861 [eccay-Poccnay

HimevunHa
«mefak M'moX» FoTtoBwit npogykt DE_SH_01_MIA_2023_0005 LltedpdeH [ipkc
(medac GmbH) Ta BUNYCK (Steffen Dirks)

TeaTeplutpacce 6
(Theaterstralle 6)
22880 Bepenb
Himeuyunna

PesynbTati aHanisy: [AMBITbCA okpemuii CepTudikaTt aHaniay
KomeHTapi/3ayBaXKeHHA: Hemae

Lium st niaTBEpAXYIO Te, WO BULLEBKa3aHa iHopMaLlis € NOCTOBIPHOO Ta TouHot. Lis cepis
NpOAYKTy Byna BUroTOBMEHA, BKIKOYAIOUN NaKyBaHHs/MapKyBaHH:A Ta KOHTPOrb SIKOCTI, Ha
BULLE3a3HAYEeHNX BUPOBHUUMX AiNsiHKaX Y NOBHIA BiANOBI4HOCTI 3 BUMOramm HBI1 (GMP)
MICLIEBOFO perynsaTopHoro oprady Ta 3i cneuudikadlismv 4o PeecTpalliiHOro nocBiaYeHHs KpaiHu-
iMnopTepa. Mpouec BUpPOOHULUTBA, NaKyBaHHA Ta pesynbTaTu ananiay cepii 6ynun nepesipeti Ta
BU3HaHi Takumy, Wo BignosigaoTb Bumoram HBIM (GMP). BulleskasaHa cepis BunyteHa ans
€KCnopTy.

Lredbdpen fipke (Steffen Dirks)
a-p Kpictodh Mionen6pok (Christoph Mihlenbrock)

IM’'s1 Ta nocana ocobu, LWo Hagae -
0
o Arnec Byccmeep (Agnes BuBmeyer)
u]
[}

[03BiN Ha BUNycK cepii:

Apon Bectengopd (Aron Westendorf)
SAn ®occ (Jan Vold)

dapwmatiesT, YO 3rigHo cTarTi 48, Oupextuea 2001/83/EC

15.04.2025 /nidnucaHo/
[ata nignucy Mignuc ynosHoBaxeHo! ocobu

Jneyamxa: «medax Mm6X» (medac GmbH); Teamepwmpacce 6 (TheaterstralSe 6); 22880 Bedent Himewqura/
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