JAEPAKABHA CJIVIKBA 3 JIKAPCHKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIU OBJACTI

npoe. CeiTanyuoi Haail, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dis.kof@dls.gov.ua, Kop €APTIOY 37078774

BICHOBOK
1pe SKIiCTh BBE3EHOT0 B YKpaiHny dikapcbkoroe 3acofy

15.11.2024 Ne 58195/24/10

- METOZXEKT®
(HaliMeHYBaHHA MRAPCLKOTO 3aco0y arinyo 3 peecTpanifiseM NOCRITYCHHAM)
posunn o in'ekniii, S0 mr/aa mo 0,30 v (15 mMr) po3HHRY ¥ AoHEPeAHBLO 32NOBHCHOMY
wnpuni; no I mmpuny pazoM i3 B6yzoBano1o in'eKNIHOI0 TOAK0I0 B KONTYPHOMY
gapyHkoBony 6iicrepi; o 1 6aictepy B kapTonmiil Kopobui
(bopma BHTIYCRY, ZO3YBAHNE, BYR MTAKYRAKHE TiRApCEKOrO 3ac0fy)

Howmep peectpauiiioro nocainuenus UA/5873/01/02 crpox it peectpaniitnoro nocaigvenna 01.01.2099

Cepix nikapcrkoro sacofy Ne E240334K Kinnkicts BBe3eHor0 Aixapeskoro sacoby 5100
Bupo6Huk Menax lezensmadt drop wrinime Hlneuiansnpenapare M6X, Himeuunsa
{waiiveHynanue BrpofENKA dixapeskoro 3acoBy, kpaina noxogaweHHs)
Breseuo B Yipainy Cruiisue yrpaiHeLKo-ecTOHCLKE MAAPHEMcTBO ¥ GoOpAi TOBAPHCTRA
3 o0memenolo Biinopipaasuicrio "Onriva-@apm, JITH", ineur. ko
21642228

(uaiimMeiysain T4 xof 3a €JIPTIOY wopuainymot ocobis afo npisamne, ix'a, no Gateroni dizmmol
ocolit ~ mignpiemun, T sicne opoHBaHEA Ta peecTpanifinmii koMep obikopol KapTRI MIMTHITK
nenatkie afio cepid Ta HOMED TACROPTA)

IlpoToxoa Bisyanssoro sourpone six 14.11.2024 N 3472/11.

3@ peayAbraTaMH  AepKABHOTO KOHIPOMIO  BCTRHOBAEHO, 1o Aikapebkidi 3aci6  Bmesesc B YxpaiHy 13

AOTPHMAHHAM pHMOr 3aKOHOHABCTEA MOAD 3a0e31IeCHHSA AXOCTI AIKapeRKHX 3acobiR.

% ( Bikrop CTED®KIBCHKM M

s i Adusscer T - :
7 [Hianney” (IHItliany Ta npiaskinie)
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CEPTUDIKAT SIKOCT! / CERTIFICATE OF ANALYSIS Ne 0810241037

Jlikapcbiuit 3aci0

Drug product

NETOIMKEKT®

poauuH Anst iK' ekuiit, 50 mr/mn; no 0,30 mr (15 Mr) posyuHy y rnonepeaHbo
aanosHeHoMy LWNpuL; o 1 wnpuily pasom is BEYA0BaHOI0 iH'eKUiiHOI0
rOFIOI0 B KOHTYpPHOMY MapyHiosomy Bnictepi; no 1 BnicTepy B KapTOHHI

Kopobui
METOJECT®

solution for injection, 50 mg/ml; 0.30 ml (156 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

[itoya pevosuHa MetoTpeucaT

Active ingredient Methotrexate

Howmep cepii E240334K

Batch number

HaTa supobHuyrsea 08.05.2024 Tepmin npunatHocTi 08.05.2026

Date of manufacture Expiry date

""" NOKA3HUK CNELDIKALIA PE3YNLTAT AHANIZY

TEST SPECIFICATION TEST RESULT

Onuc YKOBTO-KOPUHHEBOTO KOMbLOPY MPO30OPMIA po3unk; 6es | Bignosidae auvoram

NIOMY THiHD.

Description A clear yellow-brown solution; free from turbidity. Complies

pH Bin 7,5 no 9,0 8,5

pH From 7.5t0 9.0

(Ph.Eur. 2.2.3)

lnenTudiauis

(Ph.Eur, 2.2.29)

Identification
BEPX A. TloanTneHO [Na MeToTpeKcary. Biprosifnae umoram
HPLC A. Positive for methotrexate. Complies

Yo
uv
(Ph.Eur, 2.2.25)

b. Mosuruaro ans metorpexcary.
B. Positive for methotrexate.

Bigriosifiae Bumoram
Complies

KinbkicHe
BU3HAYGHHS
Assay

(Ph.Eur. 2.2.29)

Bin 95 % fo 105 % Big 3asBReROT KinbKOCTI.

From 95 % to 105 % of the declared content.

103,6 %

CynyTtHi aomitikm
Related substances
(Ph.Eur, 2.2.29)

Homiwka B
(AmiHonTepuH)
(C1 3447)
Impurity B
{Aminopterin)
(C] 3447)

He 6inbwe 0,5 %

Not more than 0.5 %

< 0,08 %

A -crsr NOCEP

2
Gr o ook K

Crop. 1i3 3
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NOKA3HUK
TEST

CHEUNDIKALIA
SPECIFICATION

PE3SVILTAT AHATI3Y
TEST RESULT

(MeTonTepun)
(C1 3498)
Impurity C
{Methopterin)
(C13498)

He Ginbiue 1,0 %

Not more than 1.0 %

0,25 %

Howmiwka E,
{2,4-Oiamino-N10-
MeTWInTepoiHoBa
kucrora) (Cl 14414)
Impurity E,
(2,4-Diamino-N10-
Methylpteroic Acid)
(Cl 14414)

He Ginbuwe 0,5 %

Not more than 0.5 %

< 0,06 %

AwminoGeunsolnrnyra-
MiHOBaA KMCHOTa
(PABG)
Aminobenzoyligluta-
mic acid (PABG)

He Ginbwe 0,5 %

Not more than 0.5 %

< 0,07 %

MToogunoxa
HeBigoma gomiwka
Single unknown
related compound

He 6inbwe 0,2 %

Not more than 0.2 %

<0,1%

Cyma gominiok

He Ginwbwe 2,0 %

0,3 %

(Ph.Eur. 2.6.1)

Total related Not more than 2.0 %

compounds

CrepunbHicTh lMpenapaT nosuHeH Byt cTepunbLHUM. Binnosinae sumoram
Sterility The drug product must be sterile. Complies

BairepianbHi
EHOOTOKCUHMN
Bacterial endotoxins
(Ph.Eur, 2.6.14)

He Ginbue 0,17 MO/mr meToTpekcary.

Not more than 0.17 IU/mg of methotrexate,

Binnosigac sumoram

Complies

Q6’em, wo
BUTAFAETHCS
Extractable volume
(Ph.Eur, 2.9.17)

Ana posysaHHa 16 Mr e wriputli = 0,30 mn
For the dosage 15 mg in a syringe = 0.30 ml

0,32 mn (ml)

Bugumi vactim

Visibie particles
(Ph.Eur. 2,9.20)

AKWIO NpoBOAUTY BUNPOBYBAHHS Y HANEXHUX
yMOBaXx, PO34UH NPO3opWA | NPaKTUYHO BinbHWR Bif
BAAUMUX YACTOK.

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

Bianosinae Bumoram

Complies

DyHKUIOHaNbHUIA
3617 wrpnuis
Functional disorder of

Lnpuum noBuHHI CiopoXHsTUCA nerko,

Syringes can be emptied easily.

Binnosinae sumoram

Complies

the syringes

Ew]

Crop. 2i

o
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NMOKA3ZHUK CNELDIKALIA PE3YILTAT AHATI3Y
TEST SPECIFICATION TEST RESULT
Hesuaumi yacTiu He Ginblue 6000 vacTok Ha winpuy = 10 MKm 1
Sub-visible particles Not more than 6000 particles per syringe = 10 um
(Ph.Eur, 2.9.19) He 6inblue 600 YacTok Ha WnpuL = 25 mim 0
Not more than 600 particles per syringe = 25 um
OnnopigHicTk 1. 1L.1=150. Binnosigae sumoram
[030BaHNX 2. L2 =250
OHMHNKLb
Uniformily of dosage | 1, L1=15.0. Complies
units . 2. 1L2=25.0.
(Ph.Eur. 2.9.40) S
OcMONANbLHICTL 1 Big 250 po 350 mOcmorib/ir 315 mOcmonb/ir
Osmolality From 250 to 350 mOsmollkg (mOsmol/kg)
(Ph.Eur, 2.2.35)

Lle ceptudbikar sacsiguye, Wo Us cepis nikapcbkoro aacoby npoiilina nepesipky BignosigHo o GMP Ta
3aTBEPAKEHUX NpoLieayp koHTposio. Jlikapcbikun sacit Binnosigac.Beiv Buvoram crieludikaddii,

A eslra s '
It is hereby certified that this product batch has been ar {yzbd in combﬁ%z@é@ with GMP and with the
approved control procedures. The product meets all r ,qgfi'ements of the Qpeciﬁcation.

3acT. KepisHUKa Bipainy koHTporo sikocti < (B ol
Deputy Head of Quality Control ' s\\?} WAkl & Sonja M’Hamdi)
. . i \ ?:)’ 7 M:j: ;
[lata/ Date 09.10.2024 \f@ . o2
NI Wede)

Crop. 3i33



CERTIFICATE OF CONFORMITY

Name of product:

Importing Country:
Strength / Potency:
Dosage form:
Licence Holder:

Package size:
Package type:
Amount released:

Name and address
Qf manufacturer:

Oncotec Pharma
Produktion GmbH

Am Pharmapark
06861 Dessau-RoBlau
Germany

medac GmbH
TheaterstraBe 6
22880 Wedel
Germany

‘Results of analysis:
Comments/remarks:

No.: 0810241037

METOMREKT®, Posunn gas in'exuiit, 50 mr/mn -
METOJECT®, Solution for Injection, 50 mg/ml

Ukraine MA-No.: UA/5873/01/02
16 mg Batch No.: £E240334K
Sol. 1. inj. Batch No. (Bulk): 2405043D
medac Manufacturing date; 08.05.2024
Expiry date: 08.05.2026
1FS Date of release: 10.09.2024
Blister
12496
Stage of No. of manufacturing Name of Qualified

manufacturing licence or GMP certificate Person

Bulk product DE_ST_01_MIA_2024_0002  R. Halbbauer

Finished product C. Mihlenbrock

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:

[0 Steifen Dirks

[0 Dr. Christoph MUhlenbrock
(8 Agnes BuBmeyer

01 Aron Westendorf

0O Jan Vof

"\

.
Pharmacist, QP aocordlng,Améle, 48 Directivé 2001/83/EC

:
\'“«/,é

O8 4. 20 g0
Date of Signature

x\élqnature Qualmed Peréon '
NCI N o/
\’\z%{.;é 147

=



/nozomun: «medak» (medac)/

lMepeknajl 3 aHrMiACbKOT Ta HIMELILKOT Ha YKDATHCBKY

CEPTU®IKAT BIAMNOBIAHOCTI Homep: 0810241037

Hasea npenaparty:

KpaiHa-imnoprep:

Cuna gii / AKTUBHICTb:
Jlikapcbka dopma:
BriacHuk niueHsii:

Po3amip ynakosku:
Tun ynakosku:
OB’em BuNycky:

Hasga Ta agpeca
BUpobHUKa

«OHkoTek Papma
MpopakiwH M6X»
(Oncotec Pharma
Produktion GmbH)

Em dapmanapk

(Am Pharmapark)
06861 Oeccay-Poccnay
HimevuuHa

«menak MMoX»
(medac GmbH)
TeavepuwTpacce 6
(Theaterstrale 6)
22880 Bepensb
HimeuuyuHa

PesynsTaTy aHanisy:

KomeHTapi/3ayBaKeHHS:

METOKEKT®, posuunH Ans iH'ekuinn, 50 mr/mn —
METOJECT®, Solution for Injection, 50 mg/mi

Ykpaina PeecTtpauivite

noceigyerHs Ne: UA/5873/01/02
15 Mr Cepis Ne: E240334K
Pos. . iH'eky,. Cepisa Ne (Bulk): . 2405043D

«mepak» (medac)  [ata eupobHuutea:  08.05.2024
TepwmiH npugaTtHocTi:  08.05.2026

1 wnpu FS [ata Bunycky: 10.09.2024
Bnictep
12496
ETan Homep NiLeHsii Ha M’ ynoBHoBaxeHo!
. BUPOOHMLUTBA BUPOBHULTBO abo ocobu

Ceptudikary HBIT (GMP)

Bulk-npoaykr DE_ST_01_MIA_2024_0002 P.'ans66ayep
(R. Halbbauer)

FoToul npogykt DE_SH_01_MIA_2023_0005 K. Mronex6pox
Ta BUMYCK (C. Mihlenbrock)

AUBITbCS OKpemuit CepTudikat aHaniay
Hemae

Lium s ninTBepaxXyHo Te, L0 BULLEBKa3aHa iHbopMaLlis € [OCTOBIPHOK Ta TOHHO. Lis cepis
NpoayKTy Gyna BUroToBrieHa, BKNIOYao4n HaKyBaHHH/MapKyBaHHﬂ Ta KOHTPOb AKOCTI, Ha
BULLE3A3HAYEHUX BUPOBHUHNX AiNsiHKax y NOBHIN BignosigHocTi 3 Bumoramn HBI (GMP)
MicLLeBOro perynsaTopHoro oprady Ta 3i cneuudikaliamm 4o PGCCTpaLUMHOFO NoCBiAYEeHHst Kpainu-
imnoptepa. MNMpouec BUpoBHULTEA, NakyBaHHs Ta pesynbTaTi aHaniay cepii bynu nepesipeHi Ta
BU3HAHI TakuMuy, Lo BianosigatoTk Bumoram HBIM (GMP). Bulieskasara cepis BunylleHa ana

eKCnopTy. .

IM'ss Ta nocaga ocobu, Lo Hagae

03BN Ha BUNycK cepil:

Lredden Oipke (Steffen Dirks)

a-p Kpictod Mionen6pok (Christoph Muhlenhrouk)
ArHec Byccmeep (Agnes BuBmeyer)

ApoH Becrerngopd (Aron Westendorf)

An docce (Jan VoR)

ComE Q0O

dapmauesT, YO srigHo cTarTi 48, [Inpekrvusa 2001/83/EC

08.10.2024 _  /midnucaro/
Lara nl,unmcy ﬂi,unmo YNOBHOBaXeHO! 0cobtu

/neuamKa «medak 'mbX» (medac GmbH); Teamepwmpacce 6 (TheaterstralSe 6) 22880 Bedens HimevvuHa/



JAEPAKABHA CIIVIKBA 3 JIKAPCBKHEX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKIU OBJIACTI

npos. Ceitmrsnol Hagail, 3, m.Kuig, 02099, ten/daxc: (044) 576-10-41
E-mail: dls.ke@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
po sAKicTL BBe3eHOI0 B Ykpainy Jikapcbkoro 3acofy

18.02.2025 Ne 6436/25/10

METOJDKEKT®

(nafivenyeaeng nikapcsrora 32c08Y 3riano 3 peccTpantingM mocriogeHLY)
pozunH aAss in'eruiit, 50 mr/ma, o 0,30 ma (15 Mr) posunny y nonepeanso 3an0BHEHOMY
wmpuni; o 1 wapHuy pasonm i3 BOymoBano in'exuiifHoI0 FOAKOI0 B KOUTYpHOMY
yapyuxosoMy bGaicrepi; mo 1 daicTepy B kapTondiil Kopodui

((hopsta Bunycky, A03YBaHHA, BI NAKYBAHHA NiKapckEOro-3acofy)

Homep peectpaniiiitoro noceizuerns UA/5873/01/02 crpox aii peectpantiftuoro nocsinyerus 01.01.2099

Cepix sikapehroro sacoby Ne H240426P Kinbkicts Be3eH0r0 Jikapeskoro 3acoby 3576
BupoGink Mepak I'esenpmadr drop xaininre Ilneniansnpenapare M6X, HiMeTuuna
(aoiiMenypanks Bpobiitkn Rikaperroro 3acofy, Kpiisa NoxogKeH )
Boeseno s Yrpainy Crinbire yKpailicsKko-ccTONChKE HiANPHEMCTRBO Y dopmi ToBapHCcTRA
3 obMexReH0I0 BignosigaasuicTio "OnTiMa-Papm, JITHY, igenr. kon:
21642228

(malimeryraundg ta kop 3a CHAPITQY ropumiunol acobi abo rpiasmuge, in', no fatsxasi isngnoi
ocoby - nignpiesus, i sicue npoRHBaHHEA T2 peccTpadiiinitil roMep ofTiKoBOT KAPTKH MIATHIKA
nogaTkie 360 cepid Ta 1oMep ITacHopra)

Iporoxon sisyarnhoro keurpomnoe sig 14.02.2025 Ne 0439/2.

32 pe3wIbTATAMH JIEPHKABHOTO KOWTPOAID BCTAHOBNEHO, me RikapesKiii 3aci6 Beeseno »  Vipainy 13
ZOTDHMAHHIM sHMOr 3aK0HONABCTRE 00 3afe3neyerHa akocri AlKapCrKHX 3acoBiB,
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CEPTUDIKAT AKOCTI/ CERTIFICATE OF ANALYSIS Ne 0111241345

Jlikapebrumii saci

Drug product

Hitova pevosuHa

METOMKEKT®

PO3YWH Anst i ek, 50 mr/mn; no 0,30 mni (15 mr) posuvkHy y nonepeanbo
3aNOBHEHOMY LLINPULY; 1o 1 LnpuUy pasom i3 BBY/A0BAHOIO iH'ekUiiHOI0
FONIKOIO B KOHTYPHOMY uapyHKosomy Bnictepi; ro 1 Gnictepy 8 kapToHHii

KopoGL
METOJECT®

solution for infection, 50 mg/ml; 0.30 ml ( 15 mg) of solution in a pre-filled
syringe; 1 syringe with an embedded injection needle in a contour cell

blister; 1 hlister in a carton
MeroTpekcar

Active ingredient Methotrexate
Homep cepil H240426P
Batch number
[aTta supobHulTea 26.08.2024 Tepmid NpUEaTHOCTI 26.08.2026
Date of manufacture Expiry date
MOKA3HUK CNEUUPIKALIA PESVYIILTAT AHANI3Y
TEST SPECIFICATION TEST RESULT
Onue >Koam~n<opwHeBoFS_{ZBHQopy MPo30pni poaunH; bes Bignosiaac sumoram
oMY THiHb.
Description A clear yellow-brown solution; free from turbidity. Complies
pH Bin 7,5 no 8,0 8,3
pH From 7.5 t0 8.0

(Ph.Eur, 2.2.3)

lnenTndpivayin
{dentification

BEPX
HPLC
(Ph.Eur, 2,2.29)

A. T03uTUBHO AN MeToTpeKcaTy.
A, Positive for methotrexate.

Bignosigae BuMoram
Complies

Yob
uv
(Ph.Eur. 2,.2.25)

B. [TosUTUBHO AMA MeTOoTPeKsaTy.
B. Pasitive for methotrexate.

Binnosinae suMmoram
Complies

KinbxicHe
BU3HAUEHHS
Assay

(Ph.Eur, 2.2.29)

Big 95 % no 105 % sig 3assneHol KinbkocTi.

From 95 % to 105 % of the declared content,

102,9 %

CynyTti gomilku
Related substances
(Ph.Eur, 2.2,.29)

Romiwka B
{AminonTtepun)
(C1 3447)
Impurity 8
(Aminopterin)
(C1 3447)

He Binbwe 0,5 %

Not more than 0.5 %

< 0,08 %

e o J A dod M 110425 Mf/

Crop. 133
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NOKA3HUIK CNELVDIKALIIS PE3YIBLTAT AHATI3Y
TEST SPECIFICATION TEST RESULT

Howiwnra C He Ginbwe 1,0 % 0,25 %
(MeTonTepuH)

{C1 3498)

Impurity C Not more than 7.0 %

(Methopterin)

(C13498) o
HDowmiwka E, He Ginbuwe 0,5 % < 0,06 %
{2,4-Oiamito-N10-

MeTUNNTepoTHOBA

wucrnota) (Cl 14414)

Impurity E, Not more than 0.5 %

(2,4-Diamino-N10-

Methyloteroic Acid)

(Cl144714)

AmirobeHaoinrnyra- | He Ginbiue 0,5 % < 0,07 %

miHoBa kucrnorta

(PABG)

Aminobenzoylgluta- Not more than 0.5 %

mic acid (PABG)

MoopuroKra He Binblwe 0,2 % <0,1%

HerifoMa gomiuika

Single unknown Not more than 0.2 %

related compound

Cyma nomiuox He Ginbuie 2,0 % 0,3 %

Total related Not more than 2.0 %

compounds

CrepunbHicTb MpenapaT nosuHeH ByTh cTepunbHUM. Binnosigae sumoram
Sterility The drug product must be sterile. Complies

(Ph.Eur. 2.6.1)

baxrepianbHi He Ginbe 0,17 MO/mr meToTpekcaTy. Binnosigae sumMoram

EHOQOTOKCUHMK
Bacterial endotoxins
(Ph.Eur. 2.6.14)

Not more than 0.17 [U/mg of methotrexate.

Complies

06’em, Wo
BUTSracTbCs
Extractable volume
(Ph.Eur. 2.9.17)

[ns posysamns 15 mr e wnpuui = 0,30 mn
For the dosage 15 mg in a syringe = 0.30 m!

0,32 mn (mi)

Buaoumi vactiu

Visible particles
{Ph.Eur. 2.9.20)

Akulo NposognT BUNPOOYBAHHS Y HANEXHUX
YMOBaAX, PO3UMH NPO3CPWIA | NPaKTUUHO BiNbHWA Big
BUANMUX YACTOK.

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

Bignosigae BuMoram

Complies

DyHKUIOHANBHUA
36in wnpnyis
Functional disorder of
the syringes

LLnpuum NOBUHHI CNOPOKHSITUCS NErKko.

Syringes can be emptied easily.

Bignosigae Bumoram

Complies

Crop. 2133
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CEPTUDIKAT SIKOCT!/ CERTIFICATE OF ANALYSIS Ne 0111241345
NoKA3HUK CNEUNDIKALIA PE3YILTAT AHANI3Y
TEST SPECIFICATION TEST RESULT

Hepupumi vactin He 6inblue 6000 yactoK Ha wripy = 10 MKm 0

Sub-visible particles | Not more than 6000 particles per syringe z 10 ym

(Ph.Eur, 2.9.19) e Ginsiue 600 4acToK Ha Wnpull = 25 Mikm 0

Not more than 600 particles per syringe = 25 um

(Ph.Eur, 2.9.40)

OpnuopiaHicTb 1. L1=15,0. Bigrosigae Bumoram
[O30BaHUX 2. L2=25,0.

OAVHVL

Uniformity of dosage | 1. L1 = 15.0. Complies

units 2, 1.2 =25.0.

OcMOonNsANLHICTL
Osmolality
(Ph.Eur, 2.2.35)

Big 250 go 350 mOcmonb/kr
From 250 to 350 mOsmol/kg

317 mOcmonb/kr
(mOsmolfkg)

Llei cepTuchiat sacsigHye, WO Us cepisi Nikapcbioro 3acaby-np
5 % PP T R |
3aTBepPAKESHUX NPOLEAYP KoHTpOmik. Jlikapcbru sacif Bigheslgae.
S V\\‘i,«‘

o,

RN

BoiM BUMOram crietudikadyii,

/N 3Ly . ,
It is hereby certified that this product batch has Heen gnalyzed in con“?’pﬁqnce with GMP and with the

approved control procedures. The product meefs all Eég;é’d;éme 1
UG T g

3acT. kepisHuKa Biainy KORTPoIo AKOCTI
Deputy Head of Quality Control

[ata/ Date 01.11.2024

§ of tf‘ig; $pecification.

[ Sonja M'Hamdl]

Ctop. 3133




GERTIFICATE OF CONFORMITY

Name of product:

No.: 0111241345

METOLMKEKT®, Pozuuu pgan in'exuiin, 50 mr/mn -

METOJECT®, Solution for Injection, 50 mg/m

Importing Country: Ukraine MA-No.: UA/5873/01/02
Strength / Potency: 15 mg Batch No.: H240426P
Dosage form: Sol. f.inj. Batch No, (Bulk): 2408057X
Licence Holder: medac Manufacturing date:  26.08.2024
cxpiry date: 26.08.2026
Package size: 1FS Date of release: 01.11.2024
Package type: Blister
Amount released: 8016
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_2024_0002 R. Halbbauer

Produktion GmbH
Am Pharmapark
06861 Dessau-Roflau
Germany

medac GmbH
Theaterstrafle 6
22880 Wedel
Germany

Results of analysis:

Comments/remarks: none

I 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:

Finished product
and release

A, Westendorf

see separate Cenrtificate of Analysis

J Steffen Dirks
0 Dr. Christoph Mihlenbrock
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/nozomun: «medak» (medac)/

Mepeknag 3 aHrNiNCbKOT Ta HIMELbKOT Ha yKpaiHCbKy

CEPTUGIKAT BIANOBIAHOCTI Homep: 0111241345

Hasga npenapary:

Kpaina-imnopTrep:

Cuvina Aii / AKTUBHICTb:
Jlikapcbka dpopma:
BniacHUK nileHsii:

Po3amip ynakosku:
Tun ynakosku:
O6’em BUNycky:

Hassa Ta agpeca
BupobHuka

«OHkoTek Gapma
MpogakiwH FmbX»
(Oncotec Pharma
Produktion GmbH)

Em dapmanapk

(Am Pharmapark)
06861 Oeccay-Poccnay
HimeyuunHa

«megak FmbX»
(medac GmbH)
TeaTeplutpacce 6
(TheaterstralRe 6)
22880 Begenb
Hime44ynHa

PesynbTaTyt aHanisy:

KomeHTapi/aayBaxeHHs:

METOMXKEKT®, poaquH anst iH'ekuiit, 50 mr/mn —
METOJECT®, Solution for Injection, 50 mg/ml

YkpaiHa PeecTpadinHe

nocsigyenHs Ne: UA/5873/01/02
15 Mr Cepia Ne: H240426P
Pos. 4. iH'eKL. Cepisi Ne (Bulk): 2408057X

«Menak» (medac)  [aTta BupobHuuTBa:  26.08.2024
TepmiH npuaatHocTi:  26.08.2026

1 wnpuy FS Hata Bunycky: 01.11.2024

bricrep

8016

ETan Homep JiueHsii Ha IM'st ynOBHOBaXeEHOI
BUpobHULTBA BUPOBHMUTBO abo ocobu

Ceprudikaty HBIM (GMP)

Bulk-npogykr DE_ST_01_MIA_2024_0002 P.lans66ayep
(R. Halbbauer)

loTosui npoaykt DE_SH_01_MIA_2023_0005 A. BecreHaopd
Ta BUNYCK (A. Westendorf)

AUBITLCS okpemuit CepTucbikat aHaniy
Hemae

Lium s ninTeepoXyto Te, W0 BULLEBKa3aHa iHdopMaLlia € JOCTOBIPHOIO Ta TOYHOK. LISt cepis
npoAykTy 6yna BUroTOBNEHa, BKOHa4N nakKyBaHHs/MapKyBaHHA Ta KOHTPOMb SKOCTI, Ha
BULLIE3A3HAYEHUX BUPOBHUUMX AiNsiHKax y NOBHIl BIANOBIAHOCTI 3 BUMOraMu HBIM (GMP)
MICLLeBOro perynsaTopHOro oprady Ta 3i cneuudikauismMi 4o PeecTpaljiHoro noceia4eHHs KpaiHu-
imnopTepa. MNpouec BUPOBHULTBA, NaKyBaHHA Ta pe3ynbTaTi ananiay cepil 6ynu nepesipeHi Ta
BU3HAHI TakuMU, Lo BianoBigaloTs sumoram HBIM (GMP). BuileskasaHa cepis BunyleHa ans

EKCropTY.

IM'st Ta nocana ocobu, Wo Hajae

[03BiN Ha BUMNYCK cepil:

Wtedder Oipkc (Steffen Dirks)

a-p Kpictocp Mioner6pok (Christoph Muhlenbrock)
Arvec Byccmeep (Agnes Bupmeyer)

ApoH BecTeraopd (Aron Westendorf)

An doce (Jan Vold)

Om 0000

dapmalesT, YO 3rigHo cTatTi 48, [InpekTrsa 2001/83/EC

04.11.2024 /nidnucaHo/
Hata nignucy Mignuc ynosHoBaxeHoi ocobu

Jnevamka: «medak [mM6X» (medac GmbH), Teamepuwmpacce 6 ( TheaterstraRe 6); 22880 Bedenb Himewuura/






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 BBE3EHOI0 B YKpaiHy JiKapchKoOro 3acody
03.07.2025 Ne 31200/25/10
METO/JKEKT®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
po3umH 1 in'exnii, S0 mr/mi; mo 0,30 ma (15 mMr) po3uuHy y nonepeHbo 3alI0BHEHOMY
mmpuni; no 1 mmpuuy pasoM i3 BOy10BaHo0 iH'€KIiAHOIO IOJIKO0I0 B KOHTYPHOMY
qapyHkoBoMmy OJricrepi; no 1 6JicTepy B KapToHHIH KopoOui

(hopma BuITycKy, NO3YBaHHS, BHJ IAKYBAaHHSA JIKapCchKOro 3acody)
Howmep peecrpauiitioro nocsiguennst UA/5873/01/02 crpox nii peecrpariitnoro nocsinuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne C250095A Kinskicts BBe3eHOro Jrikapeskoro 3acoby 4145

Menak I'esensmadr drop kminime [inemiansnpenapare M6 X,

BupobGuuk :
J Himeuuuna
(naliMeHyBaHHS BUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Beeseno B Vipainy CrnibHe yKpaiHChbKO-eCTOHCbKe MANPHEMCTBO Y (opmi

TOBapHCTBA 3 00MexkeHO10 BinoBifaabHicTIO "OnTiMa-Dapm,
JITJ", inen. xon: 21642228

(naiiMeHyBanHs Ta Ko 3a €/IPTIOY ropunuuHoi ocobu abo npizsuine, iM'a, o GaTeKoBi
(hisrunoi 0cobu - nignpuemus, i Micle NPOXUBAHHA Ta peecTpaliiHuii HoMep 00iKOBOT
KapTKH IJIATHHKA NOJATKiB abo cepis Ta HOMep mnactopra)

Iporokoa Bisyaasnoroe xoutpomo sig 02.07.2025 Ne 2012/2.

3a pesynbTaTaMM JIepPXKABHOIO KOHTPOJIO BCTAHOBJICHO, IIO JiKapchkuit 3aci6 BBeseHo B VYkpainy 3
AOTPUMAHHSAM BUMOT 3aKOHO/IABCTBA 11010 3a0€3MEYEHHS AKOCT] JIiKapChKUX 3aco6iB.
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Mepeknag 3 aHrMifcbkoi Ta HiMeLbKol Ha yKpaiHCbKy

/nozomun: «medaky» (medac) nokpauweHHst xummsi model/
CEPTUDIKAT BIANOBIAHOCTI Howmep: 1106250925
Hasea npenapary: METOXKEKT®, poauunH ans iH'exuii, 50 mr/mn —

METOJECT®, Solution for Injection, 50 mg/ml

Kpaina-imnopTep: Ykpaina PeecTtpauiniHe
noceig4eHHst Ne: UA/5873/01/02
Cwuna gii / AkTusricTb: 15 mr Cepist Ne: C250095A
Nikapcbka dopma: Pos. 4. iH'eky, Cepis Ne (Bulk): 2503019A
BriacHuK nileHsii: «mefak» (medac) Oata BupobHuurea:  10.03.2025
TepmiH npuaatHocTi:  10.03.2027
Po3mip ynakosku: 1 wnpuy FS [ara sunycky: 04.06.2025
Tun ynakoBKu: Bnictep
O06’em BMNYCKY: 11291
Hasga Tta agpeca ETan Homep JliueHsii Ha M’ ynoBHOBaeHOT
BUpoBHMKa BUpPOBHULTBA BUpoBHMLTBO abo ocobu

Ceptudikaty HBIM (GMP)

«OHkoTek ®apma Bulk-npoaykr DE_ST_01_MIA_2025_0008 pa-pC.TyT
MpoaakiwH MvBX» (S. Huth)
(Oncotec Pharma

Produktion GmbH)

Em ®apmanapk

(Am Pharmapark)

06861 [eccay-Poccnay

HimeuunHa

«menak MdX» Fotosuit npoaykt  DE_SH_01_MIA_2023_0005 K. MroreHbpok
(medac GmbH) Ta BUMycK (C. Muhlenbrock)
TeaTepLutpacce 6

(Theaterstralle 6)

22880 Bepenb

HimevuunHa

PesynbTaTy aHaniay: AvBiTbcA okpemuin CepTudikaT aHanisy
KomeHTapi/3ayBakeHHA: Hemae

Lium a1 nigTeepaXyto Te, WO BuLLEeBKa3aHa iHtbopMaLiis € AOCTOBIPHO Ta TouHo. LS cepis
npoaykTy Byna BUroTOBMEHA, BKIIOYAKOUM NakyBaHHS/MapKyBaHHs Ta KOHTPOb AKOCTI, Ha
BULLE3a3HAYEHVX BUPOBHUUMX AinsHKax y NoBHIA BignosigHocTi 3 Bumoramu HBIM (GMP)
MICLIEBOTO perynAaTopHOro opraHy Ta 3i cnieyudikauismn Ao PeecTpaLiliHOro NOCBIAYEHH:A KpaiHu-
imnopTepa. MNpotiec BUPOOHULITBA, NakyBaHHA Ta pesynbTath aHanisy cepii 6ynv nepesipeHi Ta
BU3HaHI TakuMu, Lo BignosigatoTs Bumoram HBIM (GMP). BulleskasaHa cepis BunyLyeHa ans
eKcrnopTy.

1 Wtedder dipke (Steffen Dirks)

m a-p Kpictoc Mionen6pok (Christoph Muhlenbrock)
o ArHec Byccmeep (Agnes BuBmeyer)

o ApoH Bectengopd (Aron Westendorf)

o Ax ®occ (Jan Vob)

Im’'st Ta nocaga ocobu, Lo Hafae
[03BiN Ha BUNYCK cepii:

Im]
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VV-QUAL-021038 ;

Certificate of Analysis .

itel: | Certificate of Analysis Metoject Methotrexate Injection UA [ Page: 113

CEPTUMIKAT SIKOCTI / CERTIFICATE OF ANALYSIS Ne 1106250925

TMikapcekun 3acit METOLDKEKT®
po3uMk Ans iK' ek, 50 wir/mst; 110 0,30 Mt (15 Mr) poauuHy y nonepeaHbo
3anoBHEHOMY WNPULL; Mo 1 Wnpuyy pasoM i3 86YA,0BAHOIO H'EKULINHOIO
FOMKOIO B KOHTYPHOMY HapyHKOBOMY Gnictepi; no 1 Bnicrepy 8 KAPTOHHIN
KopoBui

Drug product METOJECT®
solution for injection, 50 mg/mi; 0.30 mi (15 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

[itoua pevosuna MeTtoTpexcaT
Active ingredient Methotrexate
Homep cepil C250095A
Batch number
Jata supobHuirea 10.08.2025 TepMmiH MPUAATHOCTI 10.03.2027
Date of manufacture Expiry date
MOKA3HUK CIMEUN®IKALIA PEIYILTAT AHATIZY
TEST SPECIFICATION | TEST RESULT
| Onwuc HOBTO-KOPUUHEBOTD KOMNLOPY nposopuit posunt, bes Bignosipae BumMmoram
: NOMYyTHiHb.
Description A clear yellow-brown solution; free from turbidity. Complies
ph Bin 7,5 no 8,0 8,5
pH From 7.5 to 9.0
(Ph.Eur. 2.2.3)
InenTudiKanis
Identification | | o
| BEPX A. To3nTUBHO ANs MEeTOTpeKcaTy. | Bignosigae sumoram
HPLC A. Positive for methotrexate. Complies
Y& | 6. MoanTuBHO ANS METOTPEKCATY. Bignosifac sumoram
uv B. Positive for methotrexate. Complies
KinbkicHe Big 95 % no 105 % sin, 3as1BNEHOT KirlbKoCTi. 98,9 %
| BU3BHAaUeHHs
. Assay From 95 % to 105 % of the declared content.
(PhEu2229 | ..
CynyTri oMILIKA
Related substances
Homiwmka B He 6inbwe 0,5 % < 0,08 %
(AminonTepnH)
(Cl 3447)
Impurity B Not more than 0.5 %
(Aminopterin}

Crop. 1133
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VV-QUAL-021039

Certificate of Analysis

1.0
l»‘:"x‘v“vj_t‘f;f_:li_:‘_‘mi"_‘_;‘”_j___"_‘___‘Q'erti’ﬁéamté of Analysis Metojeo Methotrexate jection v Page: 213
CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS No 1106250925
] TN — T PEAVRRTAT ARATIEY

SPECIFICATION TEST RESULT

Homiia & TEE s ;1",”0" = . S | o7 i
(MeTorrepun)
{Cl 3498)

Impurity C Not more than 1.0 %

(Methopterin)

(C13498)
Howmika F, He Ginbwe 0,5 % < 0,06 %

{(2,4-Iiamiro-N10-
METUINTepoHORa
Kuenotra) (G 14414)
Impurity E, Not more than 0.5 %
(2,4-Diamino-N10-
Methylpteroic Acid)
(Cl 14414)

AwminoGenzoinrnyra- He Ginblie 0,5 % < 0,07 %

MitoBa KUCHoTA

(PABG)

Aminobenzoylgluta- Not more than 0.5 %
_mic acid (PABG) . S S
ffoonunora He Ginblue 0,2 % < 0,1 %

HesigoMa fominika

Single unknown Not more than 0.2 %

Cyma gomimiox He Ginbiue 2,0 % 0,2 %

Total related Not more than 2.0 %

compounds i . . .

CrepunsHicTs Mpenapar noBuHeH 6yTi cTepunbHAM, Bignosinae Bumoram
Sterility The drug product must be sterile. Complies

(Ph.Eur. 2.6.1) B
baxrepianiui He Ginbue 0,17 MO/mr MeToTpeKcary. Bignosinae Bumoram
SHAOTOKCHHN

Bacterial enclotoxins | Not more than 0.17 1Ulmg of methotrexate. Complies

(Ph.Eur. 2.6.14) h S
O%%em, wo Ona gosysanHs 15 Mr s wrpuiy = 0,30 mn 0,32 mni (i)
BUTATAETHLCH For the dosage 15 mg in a syringe = 0.30 mi

Extractable volume

Bunnwmi vacrium ArLo MPOBOAUTIN BUMPOBYBAHHS Y HANEHNX Binnosigae sBumoram
YMOBEX, POIHMH NPO3OPUIA | MIPAKTUYHO BiflbHUI Bif

BUAMMUX YaCTOK.

Visible particles When examined under suitable conditions, the Complies
(Ph.tzur. 2.9.20) solution is clear and practically free from visible
particles.

DyHrioHanLHmMn LUMpyLu noBUHHI croposHsiTues nerko. Biagnosinaec Bumoram

300 wrpuis
Functional disorder of | Syringes can pe emptied easily. Complies
the syringes

Crop. 2i33




Certificate of Analysis

VV-QUAL-021039
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Titel:

Certificate of Analysis Metoject Methotrexate Injection UA

Page: 313

CEPTUDIKAT AKOCT! / CERTIFICATE OF ANALYSIS Ne 1106250925

NOKA3HUK
TEST

CIELIN®IKALLA
SPECIFICATION

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

[O30BaHNX
oAMHNLL
Uniformity of dosage
units

(Ph.Eur. 2.9.40)

PE3YNbLTAT AHAIZY

TEST RESULT

He Ginbiie 6000 YacTok Ha LWNpuL, = 10 MK

Not more than 6000 particles per syringe = 10 fim

He Binklue 600 vyacTox Ha wnpuy = 25 MiKv

Not more than 600 particles per syringe = 25 pm

1. L1=15,0.
2. L2=250.
1. L1=15.0.
2. L2=250.

Binnogsinae sumoram

Complies

(PhEur. 2.2.35)

OCMONSANBLHICTE Bin 250 pno 350 mOcmornb/kr 316 mOcmonb/ir
Osmolality From 250 to 350 mQsmol/ky (mOsmol/kg)

Len cepruddikar sacsifguye, WO LA cepis mikapcbkoro 3acoby npoiina nepesipky sianosigHo no GMP Ta
3aTBEPKEHNX rpouenyp koHTponto. Jlikapckkuit 3acid signosigae Bciv Bumoram cneumdikalii.

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. kepiBHuKa Bianiny KOHTPOMo sIKOCTI

Deputy Head of Quality Control

| Mailin Eckstein |

Hata / Date 11.06.2025

Crop. 3i3 3
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CERTIFICATE OF CONFORMITY No.: 1106250925
Name of product: METOLMKEKT®, Posunn ana in'exuiin, 50 mr/mn —

METOJECT®, Solution for Injection, 50 mg/mi
Importing Country: Ukraine MA-No.: UA/B873/01/02
Strength / Potency: 16 mg Batch No.: C250085A
Dosage form: Sol. f. inj. Batch No. (Bulk): 2503019A
Licence Holder: medac Manufacturing date:  10.03.2025

Expiry date: 10.03.2027

Package size: 1FS Date of release: 04.06.2025
Package type: Blister
Amount released: 11281
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-Rollau

Germany

medac GmbH Finished product  DE_SH_01_MIA_2023_0005 C. Mihlenbrock
Theaterstralle 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 personl] Steffen Dirks

authorising the batch release: T Dr. Christoph Mithlenbrock
[0 Agnes Bulmeyer
[l Aron Westendorf
[1 Jan Vol

Pharmacist, QP according Article 48, Directive 2001/83/EC
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Date of Signature - Signature Qualified Person
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