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Nikapcbkuin 3aci6 METOIXKEKT®
posunH Ans iH’ekuyin, 50 mr/mn; no 0,15 mn (7,5 Mr) posvuHy y nonepeiHso
3anoBHEHOMY LWnpuLi; no 1 Wwnpuuy pasom i3 BOygoBaHo iH'eKUiiiHO
ronko B KOHTYPHOMY YapyHkoBomy BricTepi; no 1 6nictepy B KAPTOHHIN
KopoOLi

Drug product METOJECT®
solution for injection, 50 mg/mi; 0.15 m/ (7.5 mg) of solution in a pre-filled
syringe; 1 syringe with an embedded injection needle in a contour cell
blister; 1 blister in a carton

Jitoya peyoBuHa MeToTpekcar
Active ingredient Methotrexate
Homep cepii M250716B
Baitch number
[arta BupobHULTBa 20.10.2025 TepMmiH npuaaTHoCTI 20.10.2027
Date of manufacture Expiry date
MNOKA3HUK CNELMDIKALIA PE3YNLTAT AHANI3Y
TEST SPECIFICATION TEST RESULT
Onuc PKOBTO-KOPUYHEBOIO KONbOPY Npo3opuid po3ynH; 6es | Bianosiaae Bumoram
MOMYTHiHb.
Description A clear yellow-brown solution, free from turbidity. Complies
pH Big 7,5 po 9,0 8,4
pH From 7.6 to 9.0

(Ph.Eur. 2.2.3)

lpeHTudbikauin

Identification - )

BEPX A. Mo3uTueBHO ANA MeToTpeKcaTy. Bignosigae Bumoram
HPLC A. Positive for methotrexate. Complies

(Ph.Eur. 2.2.29) ) o

Yo b. Mo3uTneBHO ANA meToTpeKkcaTy. Bignosigae Bumoram
uv B. Positive for methotrexate. Complies

(Ph.Eur. 2.2.25) - B
KinbkicHe Big, 95 % no 105 % Bin 3asBneHoi KinbKocTi. 102,1 %
BU3HaUYEHHSA

Assay From 95 % to 105 % of the declared content.

| (Ph.Eur. 2.2.29)

CynyTHi fOMILIKK
Related substances
(Ph.Eur. 2.2.29)

[domiwka B He 6inbLue 0,5 % < 0,10 %
(AmiHoNTEPUH)
(C13447)
Impurity B Not more than 0.5 %
(Aminopterin)
(Cl 3447)

Ctop.1i33
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~ NOKA3HUK ~ CNEUUDIKALIA | PE3YNbTAT AHAMI3Y
TEST SPECIFICATION TEST RESULT
Howmiwka C He Ginbwe 1,0 % < 0,10 %
(MeTonTepuH)
(C13498)
Impurtity C Not more than 1.0 %
(Methoptetin)
(Cl 3498)
Howmiwka E, He Ginbwe 0,5 % < 0,10 %

(2,4-Diamino-N10-
MeTUNnTepoiHoBa
kucnotra) (Cl 14414)

impurity E, Not more than 0.6 %
(2, 4-Diamino-N10-
Methyipteroic Acid)
(Cl 14414)
AmiHoGeH3oinrnyTa- | He Ginblue 0,5 % < 0,10 %
MiHOBa KucnoTa
(PABG)
Aminobenzoylgluta- Not more than 0.5 %
| mic acid (PABG)
NooaunHoka He 6inbwe 0,2 % <0,1%
HeBigoma gomilukKa
Single unknown Not more than 0.2 %
related compound _
Cyma fomilok He Ginbwe 2,0 % <0,1%
Total related Not more than 2.0 %
compounas I
CtepunbHictb MpenapaT NoBUHEH DYTW CTEPUIBHUM. BignoBigae Bumoram
Sterility The drug product must be stetile. Complies
(Ph.Eur. 2.6.1)
bakrepianb.Hi He Ginbwe 0,17 MO/Mr meToTpekcarTy. Bignosigae Bumoram
€HOO0TOKCHHMU
Bacterial endotoxins | Not more than 0.17 IU/mg of methotrexate. Complies
(Ph.Eur. 2.6.14)
06’em, Wo Ana gosysaHHsa 7,5 mr B winpuui = 0,15 mn 0,17 mn (mj)
BUTAra€TbLCA For the dosage 7.5 mg in a syringe = 0.15 m/

Extractable volume
(Ph.Eur. 2.8.17)

Bugumi yactkn Akwo nposoanT BUNPoBYBaHHA Y HaneXHUxX Bignoeigae Bumoram
YMOBaX, pPO34MH NPO30PUIA | MPaKTUYHO BINbHWA Big
BMAMMUX YaCTOK.

Visible particles When examined under suitable condiitions, the Complies
(Ph.Eur. 2.9.20) solution is clear and practically free from visible
particles. o
®yHKUioHanbLHUA LUnprLn MOBUHHI CNOPOXKHATUCA NETKO. Bignosinae eumoram
36in wnpuuis
Functional disorder of | Syringes can be emptied easily. Complies
the syringes

Ctop.2i33
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MOKA3HWK
TEST

CNEUNDIKALIA

PE3YJIbTAT AHATNI3Y

HeBuaumi yactku
Sub-visible particles

(Ph.Eur. 2.9.19)

SPECIFICATION TEST RESULT
He 6inblie 6000 yacTok Ha wnpwuy = 10 MKm 0
Not more than 6000 particles per syringe = 10 um
He 6inblwe 600 yacTok Ha Wnpuy = 25 MKW 0

Not more than 600 particles per syringe = 25 pim

OpHopigHicTb
[030BaHUX
OAVHULL

Uniformity of dosage
units

(Ph.Eur. 2.9.40)

1. L1 =15,0.
2. L2 =25,0.

1. L7 =150
2 l2=750

Bignosigae Bumoram

Complies

OcmMonAnbHICTL
Osmolality
(Ph.Eur. 2.2.35)

Big 250 po 350 mOcmonk/Kr
From 250 to 350 mOsmol/kg

316 mOcmonbk/Kr
(mOsmol/kg)

Llein cepTudikar 3acsigyye, WO US cepis nikapcekoro 3acoby npoiiwna nepesipky BianosigHo ao GMP Ta
3aTBepoykeHuX npoueayp koHTponi. Jlikapcbkuii 3acib Bignosigae Bcim BMMoram creyundikalii.

3acrT. kepiBHuKa Bigginy

Deputy Head of Quality Controf

[arta /Date 19.03.2026

KOHTPOIH AKOCTI

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare information.
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CERTIFICATE OF CONFORMITY No.: 1903260708

Name of product: METOMEKT®, Po3unH ana in'ekuiin, 50 mr/mn —
METOJECT®, Solution for Injection, 50 mg/mi

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

Strength / Potency: 7,5 mg Batch No.: M250716B

Dosage form: Sol. f. inj. Batch No. (Bulk): 2510090A

Licence Holder: medac Manufacturing date: 20.10.2025

Package size: 1FS Expiry date: 20.10.2027

Package type: Blister Date of release: 18.03.2026

Amount released: 2672

Name and address Stage of No. of manufacturing Name of Qualified
of manufacturer: manufacturing licence or GMP certificate Person

Oncotec Pharma Bulk product DE_ST_01_MIA_2025_0008  Dr. S. Huth

Produktion GmbH
Am Pharmapark
06861 Dessau-RoBlau

Germany

medac GmbH Finished product DE_SH_01_MIA 2025 0014  A. BuBmeyer
TheaterstraBBe 6 and release

22880 Wedel

Germany

Results of analysis: see separate Certificate of Analysis

Comments/remarks: 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 [0 Steffen Dirks
authorising the batch release: O Dr. Christoph Muhlenbrock

O Agnes BuBmeyer
JA Aron Westendorf
O Jan VoB

{‘\\.

A
L G o€

Date of Signature

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare information.



Mepeknapg 3 aHMmMiNCbKOI Ta HIMELLKOT Ha YKPaiHCbKY
/nozomun: «medak» (medac)/

CEPTU®IKAT BIANOBIAHOCTI Homep: 1903260708
Hassa npenapary: METOMKEKT®, po3uvH ans iH'ekuin, 50 mr/mn —
METOJECT®, Solution for Injection, 50 mg/ml
KpaiHa-imnopTep: Ykpaina PeecTpauinHe
noceigyeHHs Ne: UA/5873/01/02
Cwuna fii / AKTuBHiCTL: 7,5 Mr Cepist Ne: M250716B
Jlikapcbka copma: Pos3. a. iH’exu, Cepist Ne (Bulk): 2510090A
BnacHwuk niyeHsii: «megak» (medac)  [ata BupoGHuursa:  20.10.2025
Tepmin npupgatHocTi:  20.10.2027
Po3amip ynakoBku: 1 wnpuy FS fata sBunycky: 18.03.2026
Twun ynakosku: Brictep
O6’em Bunycky: 2672
Hassa Ta agpeca Eran Homep JliueHsii Ha IM’a ynoBHOBaxeHOT
BUpOGHMKa BMPOGHMLTBA BMpOGHULTBO abo ocobu

Ceptudpikaty HBIM (GMP)

«OHkoTek Papma Bulk-npoagykr DE_ST_01_MIA_2025 0008 pg-pC. Tyt
MpopakwH MeX» (S. Huth)
(Oncotec Pharma

Produktion GmbH)

Em ®apmanapk

(Am Pharmapark)

06861 [leccay-Poccnay

HimeuyuuHa

«menak M'meXxX» lotosuit npogykt DE_SH_01_MIA_2025 0014 A. Byccmeep
(medac GmbH) Ta BUMNYCK (A. BuBmeyer)
Teatepwrpacce 6

(Theaterstral3e 6)

22880 Begenb

HimeuyunHa

PesynbTaTtu aHaniay: AuBITbCS Okpemuin CepTudikaT aHanisy
KomeHTapi/3ayBaxeHHs:: Hemae

Lium s niaTBepoKyto Te, LLO BULLEBKa3aHa iH(opmaLis € JOCTOBIPHOI Ta TOYHOLO. Lis cepis
npoaykTy 6yna BurotoBneHa, BKMOYa4u NakyBaHHS/MapKyBaHHS Ta KOHTPOSb SIKOCTi, Ha
BULLE3a3Ha4YeHnx BUPpOOHMYMX AinsHKax y NoBHin BignosigHocTi 3 BuMoramu HBIM (GMP) micuesoro
perynsiTopHOro opraHy Ta 3i cneuudikauisimm o PeecTtpauiiHoro noceig4YeHHs KpaiHu-imnopTepa.
Mpouec BMpobHULTBA, NaKyBaHHA Ta pe3ynbTaTt aHanisy cepii 6ynv nepesipeHi Ta BU3HaHI
Takumu, LWo BignosigaioTs Bumoram HBIM (GMP). BuweskasaHa cepist BunyLleHa Ans eKCriopTy.

Wredpben fipkc (Steffen Dirks)

a-p Kpicrod Mionen6pok (Christoph Mihlenbrock)
ArHec Byccmeep (Agnes Bufmeyer)

ApoH BecteHgopd (Aron Westendorf)

An docc (Jan Vold)

IM’ss Ta nocaga ocobwm, Wo Hagae
[A03BiN Ha BUNYCK cepii:

OomO0O0a0

dapmauesT, YO 3srigHo ctaTTi 48, [upektusa 2001/83/EC

19.03.2026 /nidnucaHo/
Hara nignucy Mignuc ynoBHoBaXeHOi 0cobu

/neyamka: «medak F'M6X» (medac GmbH); Teamepwmpacce 6 (Theaterstralle 6); 22880 Bedenb HimeuyuHa/

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

08.04.2026 Ne 16197/26/10

METO/IKEKT®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
po3uMH 11 in'exuii, S0 mr/mir; mo 0,15 mur (7,5 Mr) po3unHy y nonepeaHs0 3al0BHEHOMY
mmpuni; no 1 mmpuny pasoM i3 BOy10BaHo0 iH'€KIiAHOI0 IOJIKO0I0 B KOHTYPHOMY
qapyHkoBoMmy OJricrepi; no 1 6JicTepy B KapToHHIH KopoOui
(dhopma BHITYCKY, NO3YBAaHHS, BH IAKYBAHHA JTIKApCEKOro 3aco0y)

Homep peecrpariitoro nocsiguenns UA/5873/01/02 crpox nii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis mixapebkoro 3acoby Ne K250599D Kinekicts BBeseHoro mikapeekoro 3acoby 750

BupoGruk Menak I'esenbmadt drop wiinime Hneniamsnpenapare M6X, Himeuunna

(naliMeHyBaHHA BUPOOHHKA JIIKapCHKOTO 3aco0y, KpaiHa MOXOMKEHH: )
Baesero B Yipainy CrijbHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y (popmi ToBapHcTBa
3 o0Me:sxeHO010 BignosinanbHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228
(naiiMenyBanHs Ta kog| 3a €JIPTIOY ropumuusoi ocobu abo npi3euHine, iM's, o 6aTbkoBi (izuuHOT

ocobu - mijmpuemns, i Miclie IpoKHABaHHA Ta peecTpaliiHmi HoMep 00IiKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacropra)

Iporoxoa sisyaasnoro konrposo six 02.04.2026 Ne 0913/1.

3a pesynbTaTaMH [EP:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jikapcekui 3aci® BBeseno B VYkpainy 3
AOTPHUMAHHAM BuMOT 3aKOHO/IABCTBA 1I0/10 3a0€31I€YEHHS SKOCTI JIikapchKuX 3aco0iB.

Onera EPEOMEHKO

(i) {imigiamy TR NpizpHLIE)

HR KO T PO )
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Nikapcbkunit 3acid METOMKEKT®
pPo34uH AN iH’ekuin, 50 mr/mn; no 0,15 mn (7,5 Mr) po3uuHy y nonepegHsLo
3anoBHeHOMY LWnpuLi; No 1 wnpuuy pasom i3 BBya0BaHO iH'eKUilHO
ronKoK B KOHTYPHOMY YapyHkoBoMy BricTepi; no 1 BnicTepy B KapTOHHIl
kopobui

Drug product METOJECT®?
solution for injection, 50 mg/mi; 0.15 m/ (7.5 mg) of solution in a pre-filled
syringe; 1 syringe with an embedded infection needle in a contour cell
blister; 1 blister in a carton

[itova pevoBuHa MeToTpekcaT
Active ingredient Methotrexate
Howmep cepii K250599D
Batch number
JaTa BupobHuyTBa 156.09.2025 TepmiH npugaTHOCTI 15.09.2027
Date of manufacture Expiry date
NMOKA3HUK CNELUMNDIKALIA PE3YIILTAT AHANI3Y
TEST SPECIFICATION TEST RESULT
Onwuc YKoBTO-KOPUYHEBOrO KONbOpPY Npo3opuii posdnH; 6e3 | Bignosigae Bumoram
NOMYTHIHb.
Description A clear yellow-brown solution; free from turbidity. Complies
pH Big 7,5 0o 9,0 8,4
PH From 7.6 to 9.0

(Ph.Eur. 2.2.3)

laeHTUbiKauin

[dentification

BEPX A. Mo3nTnBHO ANA MeToTpeKcaTy. Binnosipae Bumoram
HPLC A. Positive for methotrexate. Complies

(Ph.Eur. 2.2.29)

Yo B. MoanTnBHO ANA MeToTpekcaTy. Bignosigae Bumoram
uv B. Positive for metholrexate. Complies

(Ph.Eur. 2.2.25)

KinbkicHe Big 95 % po 105 % Bip, 3asiBNEHOT KifbKOCTi. 101,3 %
BU3HaAYeHHA

Assay From 95 % to 105 % of the declared content.

(Ph.Eur. 2.2.29)

CynyTHi goMilKK
Related substances
(Ph.Eur. 2.2.29)

Jomiwka B He 6Ginbwe 0,5 % <0,10 %
(AmiHONTEPUH)
(Cl1 3447)
Impurity B Not more than 0.5 %
(Aminoptetin)
(Cl 3447)

Ctop.1i33
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NOKA3HUK
TEST

CNEUNPIKALIA
SPECIFICATION

PE3YNbTAT AHATI3Y

VV-QUAL-021039

TEST RESULT

Jomiwka C
(MeTonTepwuH)
(Cl 3498)
Impurity C
(Methopterin)
(Cl 3498)

He 6Ginbwe 1,0 %

Not more than 1.0 %

0,16 %

HDowmiwka E,
(2,4-OiamiHno-N10-
MeTUNNTepoiHOBa
kucnota) (Cl 14414)
Impurity E,
(2,4-Diamino-N10-
Methyipteroic Acid)
(Cl 14414)

He 6inbwe 0,5 %

Not more than 0.5 %

<0,10 %

AmiHoOeH3oinrnyTa-
MiHOBa Kucrnora
(PABG)
Aminobenzoylgluta-
mic acid (PABG)

He 6inbwe 0,5 %

Not more than 0.5 %

<0,10%

NMooauHoOKa
HeBigoma goMilika
Single unknown
related compound

He 6inbwe 0,2 %

Not more than 0.2 %

<01 %

Cyma gomiluok
Total related
compounds

He Ginbwe 2,0 %
Not more than 2.0 %

0,2 %

CTepunbHicTb
Sterility
(Ph.Eur. 2.6.1)

MpenapaT NoBuHeH ByTW CTEPUIBHUM.
The drug product must be sterile.

Bionoeigae Bumoram
Complies

BakTepianbHi

He 6inbwe 0,17 MO/mr meToTpekcary.

Bignosigae sumoram

Exltractable volume
(Ph.Eur. 2.9.17)

€HAOTOKCUHM

Bacterial endotoxins | Not more than 0.17 IU/mg of methotrexate. Complies
(Ph.Eur. 2.6.14)

006’em, Wo Ina posyBaHHA 7,5 mr B wnpudi = 0,15 mn 0,18 mn ()
BUTAraeTbCs For the dosage 7.5 mg in a syringe = 0.15 m/

Buoumi yactku

Visible particles
(Ph.Eur. 2.9.20)

Ao npoBoAUTU BUNPOBYBaHHSA Y HaNeXHUX
yMoBax, PO34MH NPO30PUN | NPaKTUYHO BINbHWUIA Bif,
BUAVMUX HYaACTOK.

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

Bignosigae Bumoram

Complies

DyHKUioHaNnbHUIA
306i wnpuuie

LLInpuLn NOBUHHI CMOPOXHATUCA NETKO.

BignoBigae Bumoram

Functional disorder of | Syringes can be emptied easily. Complies
the syringes
Ctop.2i33
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MOKA3HWK
TEST

CNELNDIKALIA

PE3YIILTAT AHATI3Y

HeBugumi yactku
Sub-visible particles
(Ph.Eur. 2.9.19)

SPECIFICATION TEST RESULT
He Ginbe 6000 vyacTtok Ha wnpuy = 10 MKm 0
Not more than 6000 particles per syringe = 10 um
He 6inbLe 600 4acToK Ha WnpuLy = 25 MKM 0

Not more than 600 particles per syringe = 25 pm

OpHopigHicTb

1. L1= 160

Bipnoeigae Bumoram

Osmolality
(Ph.Eur. 2.2.35)

From 250 to 350 mOsmol/kg

[030BaHUX 2. L2=250.

OOVHULb

Uniformity of dosage | 1. L1 = 15.0. Complies

units 2 12=280

(Ph.Eur. 2.9.40)

OcMonAnbHICTL Big 250 po 350 mOcmonk/kr 315 mOcmonb/Kr

(mOsmol/kg)

Llein cepTudpikaT 3acBiguye, LWo L cepis nikapcbkoro 3acoby npoiiluna nepesipky signosigHo go GMP Ta
3aTBepaKeHUX npoueayp KoHTponto. Jlikapcbkuii 3acid Bignosigae BciMm BUMoram crieuudikadyi.

It is hereby certified that this product batch has been analyzed in.compliance with GMP and with the

3acT. kepiBHUKa Biaainy KOHTPOsO AKOCTI
Deputy Head of Quality Control

[arta /Date 09.03.2026

s property of this PDF far more infarmation.
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CERTIFICATE OF CONFORMITY No.: 0903260843
Name of product: METOKEKT®, Po3uun ana in'exuii, 50 mr/mn —

METOJECT®, Solution for Injection, 50 mg/ml
Importing Country: Ukraine MA-No.: UA/5873/01/02
Strength / Potency: 7,5 mg Batch No.: K250599D
Dosage form: Sol. f. inj. Batch No. (Bulk): 2509079A
Licence Holder: medac Manufacturing date:  15.09.2025
Package size: 1FS Expiry date: 15.09.2027
Package type: Blister Date of release: 09.03.2026
Amount released: 2528
Name and address Stage of No. of manufacturing Name of Qualified
of manufacturer: manufacturing licence or GMP certificate Person
Oncotec Pharma Bulk product DE_ST_01_MIA_2025_ 0008  Dr, S. Huth
Produktion GmbH
Am Pharmapark
06861 Dessau-RoBlau
Germany
medac GmbH Finished product DE_SH_01_MIA_2025_0014  Aron F. Westendorf
TheaterstraBe 6 and release
22880 Wedel
Germany
Results of analysis: see separate Certificate of Analysis
Comments/remarks: 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 O Steffen Dirks
authorising the batch release: O Dr. Christoph Miihlenbrock

Agnes BuBmeyer

Aron Westendorf

O Jan VoB
Pharmacist, QP according Arti
09032026
Date of Signature
TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.




MNepeknapg 3 aHMmMIUCLKOI Ta HIMELLKOT Ha YKpaiHCbKY
/nozomun: «medak» (medac)/

CEPTU®IKAT BIANOBIAHOCTI Homep: 0903260843
Hassa npenapary: METOMKEKT®, po3uvH ans iH'ekuin, 50 mr/mn —
METOJECT®, Solution for Injection, 50 mg/ml
KpaiHa-imnopTep: YkpaiHa PeecTpauinHe
noceifyeHHst Ne: UA/5873/01/02
Cwuna fii / AKTUBHiCTL: 7,5 Mr Cepis Ne: K250599D
Jlikapcbka chopma: Pos3. a. iH’exu, Cepist Ne (Bulk): 2509079A
BnacHuk niyeHasii: «megak» (medac)  [ata BupoGHuursa:  15.09.2025
Tepmin npupgatHocTi:  15.09.2027
Po3amip ynakoBku: 1 wnpuy FS fata sBunycky: 09.03.2026
Twun ynakosku: Brictep
O6’em BuNycKky: 2528
Hassa Ta agpeca Eran Homep JliueHsii Ha IM’a ynoBHOBaXeHOT
BUpOGHMKa BMPOGHMLTBA BMpOGHMLTBO abo ocobu

Ceptudpikaty HBIM (GMP)

«OHkoTek ®apma Bulk-npogykr DE_ST_01_MIA_2025 0008 pg-pC.lyt
MpopakwH MeX» (S. Huth)
(Oncotec Pharma

Produktion GmbH)

Em ®apmanapk

(Am Pharmapark)

06861 [leccay-Poccnay

HimeuyuuHa

«mepak 'mMeX» Fotosuit npogykt DE_SH_01_MIA 2025 0014 Apox ®. BecreHgopd
(medac GmbH) Ta BUMYCK (Aron F. Westendorf)
TeatepwrTpacce 6

(Theaterstraf3e 6)

22880 Begenb

HimeuyunHa

PesynbTaTtu aHaniay: AuBITbCS Okpemuin CepTudikaT aHanisy
KomeHTapi/3ayBaxeHHs:: Hemae

Lium a1 niaTBepoXyio Te, LLO BULLEBKa3aHa iH(opmalis € JOCTOBIPHOI Ta TOYHOLO. Lis cepis
npoaykTy 6yna BurotoBneHa, BKMOYa4M NaKyBaHHS/MapKyBaHHS Ta KOHTPOSb SIKOCTi, Ha
BULLE3a3Ha4YeHnx BUpOOHMUMX AinsHKax y NoBHin BignosigHocTi 3 BuMoramu HBIM (GMP) micuesoro
perynsiTopHOro opraHy Ta 3i cneundikauisimm o PeecTtpauiiHoro noceig4YeHHs KpaiHu-imnopTepa.
MNpouec BMpobHULTBA, NaKyBaHHA Ta pe3ynbTaTtu aHani3y cepii 6ynv nepesipeHi Ta BU3HaHI
Takumu, Lo BignosigaoTe Bumoram HBIM (GMP). BuwweskasaHa cepist BunyLleHa A4ns eKCriopTy.

Wredpben [ipke (Steffen Dirks)

a-p Kpictod MioneH6pok (Christoph Mihlenbrock)
ArHec Byccmeep (Agnes Bufmeyer)

ApoH BecteHgopd (Aron Westendorf)

A docc (Jan Vold)

IM’ss Ta nocaga ocobwm, Wwo Hagae
A03BiN Ha BUNYCK cepii:

Ooo0Om0Oa0

®apmauesT, YO 3rigHo ctatTi 48, Oupektuea 2001/83/EC

09.03.2026 /nidnucaHo/
[Hara nignucy rMignuc ynoBHoBaXeHOi 0cobu

/neyamka: «medak F'M6X» (medac GmbH); Teamepwmpacce 6 (Theaterstralle 6); 22880 Bedenb HimeuyuHa/

TRIAL MODE - a valid license will remove this messa

sroperty of this POF for mare information.



HAEPHKABHA CYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMNT Y KUIBCBKIHF OBJACTI

npos. Ceitmuuyoi Hanii, 3, . Kuis, 02099, Ten‘take: (044) 576-40-41
E-mail: dls.kof@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo sIKiCTH BBe3enoro 8 Yxpainy aikapesKkoro 3acoy

25.08.2025 Ne 40068/25/10

METOJHKEKT®

(naiisenyBanus aikapchioro 3acoBy 2rinuo 3 peecTpaniiimm HOCBIAYCHIT)
po3H (s in'exuiit, 50 mr/srg mo 0,15 ma (7,5 mr) posunny y HOIEPEAHLO 33TOBHEHOMY
wnpiui; no 1 mmprny pasom i3 BéyaosaHomo in"ekuiitHolo roakoio s KOHTYPHOMY
3apyHKoBoMy Oaicrepi; no 1 6iicrepy B kapTouniii xopobui

(thopssa Brnycky, nesyBauus, BHE RAXYBAHHA MIKAPCHKOO 3ac06Yy)
Howep peecrpauitinoro nocsinvennn UA/5873/01/02 crpox ait peectpanifinore nocsintenns 01.01,2099
Cepia nikapebkore zacoby Ne C250110WB Kinbictk BeeseHoro nirapeskoro sacofy 777

BupoSunk Menak leseasmiadt drop kniniwe [nen; anbrpenapare M0X, Himeuynia

{Haiisenyparsz pupobRuKa NiKapebkaro 3acoby, kpaina NUXOmKeHHA)

Bseseno 8 Ypaiuy Cnixie ykpainenko-ectoncnke ninnpuemcreo y fopai Tosaprcersa
3 ofmeReno10 signosinankuicrio "Onrina-Gapm, AT, izenr. wox:
21642228

{maitvenysatus Ta ko 30 CPEIOY sopnmunol ocobs ato npissanie, in'e, no Gatskosi Gizmuso]
acollr - niaapuesti, T Mictie TPOXGIBANNA Ta pecCTpaLiiin toMep odsikorol KRPTKKE nAATIHKL
nozarxie aSo cepin T HoMep NACopTa)

Mpororoen pizyaubuere xourpemo siz 22.08.2025 Na 2582/5,

32 pesyALTATANH HCPKABHOIO KOHTPOMHY BCTAHOBNCHO, G mikapcekuil  3aci6  sBeseHo B Vipainy 3
JOTPHMAHHAM BuMor 3aK0HOAABCTE?R MO0 3alesneqenns sxoet TIEaPCHRHX 32C05iB.

Onzra EPLOMEHKO

{minme) {ixiniany Ta npisneme)
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Titel: | Certificate of Analysis Metoject Methotrexate Injection UA Page: 113

CEPTU®IKAT AKOCT! / CERTIFICATE OF ANALYSIS Ne 2507250912

Jlikapcekuia 3acid

Drug product

METOIKEKT®

po3uMH Ans iH ek, 50 mr/mn; no 0,16 mn (7,5 Mr) posyuHy y nonepeaHso
3aN0BHEHOMY WNPWLY; 1o 1 WnpuLly pasom i3 BEYACBAHOK iH'eKLiHO0
FOFIKOIO B KOHTYPHOMY YapyHkosomy Gnictepi; no 1 Gnictepy B KapTOHHIR
KopoBLy

METOJECT®

solution for injection, 50 mg/ml; 0.15 mi ( 7.5 mg) of solution in a pre-filled
syringe; 1 syringe with an embedded injection needle in a contour cell
blister; 1 blister in a carton

Hitoua pevosuta MeTtoTpekcar
Active ingredient Methotrexate
Homep cepii C250110WB
Batch number
fara Bupobruurea 19.03.2025 Tepmi NpuaaTHoCTI 19.03.2027
Date of manufacture Expiry date
MOKA3HUK CIELIADIKALIA PE3YNLTAT AHATIIZBY
TEST SPECIFICATION TEST RESULT
Onuc YKOBTO-KOPUUHEBOTO KONBOPY NPO30pUi posunH; bes Bignosigac sumoram
NOMYTHiHb.
Description A clear yellow-brown solution; free from turbidity. Complies
pH Bin 7,5 5o 9,0 8,5
pH From 7.5 to0 9.0

(Ph.Eur. 2.2.3)

InerTudikanis

(Ph.Eur, 2.2.29)

{dentification
BEPX A. Mo3uTUBHO gNA METoTPeKcaTy. Binnosigase BumMoram
HPLC A. Positive for methotrexate. Complies

y®

B. MoanuTUBHO ANA METOTPEKsaTy.

Binnosigae umoram

(Ph.Eur, 2.2.29)

uv B. Positive for methotrexate. Complies
(Ph.Eur. 2.2.25)

KinwKicHe Big 95 % o 105 % eif 3asaseHol KifbKOCTi. 100,2 %
BU3HAYEHHS

Assay From 95 % to 105 % of the declared content.

CynyTHi gOoMilUIKK
Related substances
(Ph.Eur, 2.2.29)

Mowmiwra B
(AminontepuH)
(Cl1 3447)
Impurity B
(Aminopterin)
(Cl 3447)

Not more than 0.5 %

He Birbue 0,5 % < 0,08 %

A Crop. 1i3 3
C el nepe 0} (;’

Y ('f//
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CEPTUDIKAT AKOCTI/ CERTIFICATE OF ANALYSIS Ne 2507250912
MOKA3HUIK CNELIMDIKALIS PE3YJIbTAT AHANIZY |
TEST SPECIFICATION TEST RESULT
Nowmimka C He Ginbie 1,0 % <0,10%
{(MeTtonTepuH)
(Cl 3498}
Impurity C Not more than 1.0 %
{Methopterin)
(Cl 3498)
Dowmiwmka E, He Binbiue 0,5 % < (0,06 %
(2,4-[iamino-N10-
MeTunnTepoiHoBa
mcnota) (Cl 14414)
Impurity E, Not more than 0.5 %
(2,4~Diamina~-N10-
Methyipteroic Acid)
(Cl 14414)
Awmincbensoinrmyra- | He Binbwe 0,6 % < 0,07 %
MiHOBa KUCH0Ta
(PABG)
Aminobenzoylgiuta- Not more than 0.5 %
mic acid (PABG)
MoonuHoka He Binbiue 0,2 % < 0,1 %
HeBinoOMa gomiuika
Single unknown Not more than 0.2 %
related compound
Cyma pomioK He Binblue 2,0 % <0,1%

(Ph.Eur. 2.6.1)

Total related Not more than 2.0 %

compounds

CTepunbHIcTb Mpenapat nosuHeH GyTV CTEPUITLHUM. Binnosifae sumoram
Sterility The drug product must be sterile. Complies

BakrepianbHi

He Binbiue 0,17 MO/Mr meToTpexcarTy.

Bigrnosinae sumoram

Extractable volume
(Ph.Eur, 2.9.17)

€HOOTOKCUHY

Bacterial endotoxins | Not more than 0.17 IU/mg of methotrexate. Complies
(Ph.Eur. 2.6.14)

Ob’em, wo [Ans posysaHHs 7,5 Mr B wnpuui = 0,156 mn 0,18 mn (mi)
BUTHTIAcTbCH For the dosage 7.5 mg in a syringe = 0.15 ml

Buanmi yacTiu

Visible particles
(Ph.Eur. 2.9.20)

AKLo npoBoAnTY BUNPODYBaHHS Y HANeMHUX
yMOBaX, PO34UH NPO3CPUN i NPAKTUYHO BiribHWIA 8ig
BUOMMUX HACTOK.

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

Bignosigae sBuMoram

Complies

MYHKUiOHANbHNA
36ii wnpuyin
Functional disorder of
the syringes

LLinputin MOBUHHI CIOPOXKHATUCA NErKO.

Syringes can be emptied easily.

Bignosigae sumoram

Complies

Crop.2i33



> I

Certificate of Analysis

VV-QUAL-021039

1.0

Titel: [ Certificate of Analysis Metoject Metholrexate Injection UA Page: 3 I3

CEPTUDIKAT SIKOCTI / CERTIFICATE OF ANALYSIS Ne 2507260912
NOKA3HWNK CNELINDIKALIA PE3YIILTAT AHAIZY
TEST SPECIFICATION TEST RESULT

HeBuanmi yacrim He Birblue 6000 yactok Ha wnput] = 10 M 0

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

(Ph.Eur. 2.9.19) He Binblue B00 yacTok Ha wnpuy = 25 MKkm 0

Not more than 600 particles per syringe z 25 jim

OpHopigHicTL
NO30BAHUX
OJIUHUUL

Uniformity of dosage
units

(Ph.Eur. 2.9.40)

1. L1 = 15,0.

2. L2=250.
1. L1 =15.0.
2. 1.2 =250

Bignosinae umoram

Complies

OcMONSINBbHICTD
Osmolality
(Ph.Eur. 2.2.35)

Big 250 no 350 MOCMOnNGL/Kr
From 250 to 350 mOsmol/kg

322 mQOCMOnb/KF
(mQOsmol/kg)

Leit ceprucikat sacsigHye, o uaA cepis nikapcbkar
3aTBEPAMKEHUK NPOUEAYR KOHTPOSTO. Nikapcskuii 3aci Bignosigae 8ciM sBuMoram

0 3ac0BY NPONLLNA Nepesipky gipnosigHo o GMP Ta
crieuwdpikauii.

It is hereby certified that this product hatch has been analyzed in compliance with GMP and with the

approved control procedures. The pro

3acT. KepiBHvika Binainy KOHTPOMO AKOCTI x\ :
Deputy Head of Quality Control SN

[ata/ Date 25.07.2025

duct meets all requirements of the specification.

[ Simone Dietrich ]

Crop.3i33
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CERTIFICATE OF CONFORMITY

Name of product:

No.: 2607250912

METOAMERT®, Posunt ana tu'exuill, 50 mr/ma —
METOJECT®, Solution for Injection, 50 mg/ml

Importing Country: Ukraine MA-No.: UA/BB73/01/02

Strength / Potency: 7.5 my Batch No.: G250110WB

Dosage form: Sol. f. inj. Batch No. (Bulk): 2503018A

Licence Holder: medac Manufacturing date:  19.03.2025

Package size: 1F8 Explry date: 19.03.2027

Package type: Blister Date of release: 25.07.2026

Amount released: 1997

Name and address Stage of No. of manufacturing Name of Qualified

of manufacturer:

Oncotec Pharma
Produlktion GmbH
Am Pharmapark

06861 Dessau-RoBlau

Germany

Oncomed
Manufacturing A.5.

manufacturing

Bulk product

Visual inspection

licence or GMP certificate Parson

DE_ST_01_MIA_2025_0008

sukls311358/2024

Dr. 8. Huth

A. BubeniCkova

Karasek 2229/1h 621 00
Brno Czech Republic

medac GmbH
TheaterstraBe 6
22880 Wedel
Germany

Results of analysis:

Comments/remarks:

Finlshed product
and release

DE_SH_01_MIA_2023_0005  Steffen Dirks

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/iabelling 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 Authotisation of the Importing country. The batch processing, packaging and analysls
records were reviewed and found to be in compliance with GMP. Above mentioned batch s released

for export.

Name and positlon of person
authorising the batch release:

{1 Stelffen Dirks

00 Dr. Christoph Miihlenbrock
BY Agnes BuBmeyer

0 Aron Westendorf

1 Jan Vof

Pharmacist, QP according Article 48, Directive 2001/83/EC
flf g o x\

29 04 205
Date of Slghature
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