M,

I{EP}KABHA CIIVAKBA 3 JHIKAPCHKUX 3ACORBIB TA KOHTPOJIIO 3A
HAPKOTHKAMWY Y KHIBCHKIY OBJACTI

npos. Ceitnuarol Hagii, 3, M.Kuiz, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@@dls.gov.ua, Kog €APIIOY 37078774

BACHOBOK
npo AKicTL BBE3eHOro B YKpaiHy jikapcnioro sacody

15.11.2024 Ne 58194/24/10-

METOJKEKT®
(nafiMcnysanaa sikapesKoro 3acofy artamo 3 peecTpatlifinin DOCEANCHIIAM)
pO3uNH An4 in'exuiii, 50 Mr/a o 0,25 s (12,5 Mr) pe3unHy y nonepefHbo 3anoBHeHoMy
mnpanis o 1 wnpruy pason iz BGyaoeanomo in'eKuiiinoIo roIKOI0 B KOHTYPHOMY
uapyluKoposy Gaicrepi; no 1 GaicTepy B Kaprouniii kopoGui
{dhopna BUNYCKY, AOIVBAHHA, BII NAKYBAHH JiKapcsxero sacofy)

Hosep peccrpaniitioro nocinsennn UA/5873/01/02 crpox aii peectpanifitioro nocsiguenna §1.01 2099
Cepis nixapcsxoro sacafy Ne E240328M KinskicTs sBe3eroro gikapesroro aacoby 2306

Bitpobunk . Mejak Peseymmag diop wrinime Nneujansnpenapare M6X, Himequnna
(eraiiMeryBanna BHpoGaika NKapesKoro 3acaly, kpaina noxomECHN)

Baesero 8 Yipainy Crinsite yRpaiHCbKO-2cTOHCLKE NiITPHEMCTBO Y opni TOBapHCTBA

3 0BMexeno10 BignosigaapmicTio "Onriva-Dapm, ATHX, igeur, won:

21642228

(nafivenyBarHs Ta Ko 3a €FPTIOY 1opunusuol ocobu aba npisamne, ', no Gatskosi Hizntmol

acodt - mianpieus, i sicue npaxuBanua Ta peecTpauiiinnyi Homep 0BMKOBOT KAPTRI IWIATHHER
nozarxin afo cepin Ta HoMep HacAopTa)

HpoToken sisyaasuore koxrpome nin 13.11.2024 Ne 3472/10.

32 pelyibTATAMH AEPHABHOrC KOHIPOMIO BCTRHOBAEHO, U0 JHKapeBKHil 3acib ‘BmeacHo B VYipaiy 3
JOTPHMANEAM piMor 30K0HOAABCTBA WONG nafesnedenns AKOCTI NiKAPCHKEX 3acobiR,

| //g @J/ Bitrop CTEGKIBCHKHIA

2 Pl ——— . S T
Q. _mpamo) e (manue)™ (isiuiang Ta npizsHue}
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CEPTUGIKAT AKOCT! / CERTIFICATE OF ANALYSIS Ne 2309240808

Nikapchiwii 3aci6 METODKEKT®
posunH Ans iH'ekLin, 50 mr/mm; no 0,25 mn (12,5 Mr) posuniy y nonepes-bo
3an0BHEeHOMY LWNpWL; No 1 wnpudly pasom is sBynosanolo iH'ekuifHoio
FOrKoIo B KOHTYPHOMY HapyHkosomMy Briictepi; no 1 Gricrepy B KapTOHHIN
KopoObLyi

Drug product METOJECT®
solution for injection, 50 mg/mi; 0.25 mf ( 12.6 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 peyoriHa MeTtoTpekcaT
Active ingredient Methotrexate
Homep cepii £240328M
Batch number
Jara supobuuurea 08.05.2024 TepmiH npyuaaTHoCT 08.05.2026
Date of manufacture Expiry date
NOKA3HUK CHELN®IKALIS PE3YJIbTAT AHANIZY
TEST SPECIFICATION TEST RESULT
Onwuc MOBTO-KOPUYHEBOTO KOMbOPRY NPosopuid posuut; 6es | Bignosigae Bumoram
MOMYTHiHb,
Description A clear yellow-brown solution; free from turbidity. Complies
pH Bin 7,5 00 9,0 8,5
pH From 7.6 t0 9.0

(Ph.Eur. 2.2.3)

IpeHTUhikayin

Identification

BEPX A. To3nTUBHO 4715 METOTPEKCATY. Bianosigae Bumoram
HPLC A. Positive for metholrexate. Complies

(Ph.Eur. 2.2.29)

Y& B. MosutusHo A4na meToTpekcary. Bignosinae sumoram
v B. Positive for methotrexate, Complies

(Ph.Eur. 2.2.25)

Kinekicue Big 95 % ro 105 % Big sasBreHol KinbkocTi, 103,7 %
BU3HAYECHHA

Assay From 85 % to 105 % of the declared content,

(Ph.Eur, 2.2.29)
CynyTHi gomiwkn
Related substances
 (Ph.Eur, 2.2.29)

Howmiwxa B He Ginbiie 0,5 % < 0,08 %
(AminornTepuH)
(Cl 3447)
Impurity B Not more than 0.5 %
(Aminopterin)
(Cl 3447)

Crop. 133
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 2309240808

NOKA3HUIK
TEST

CNEUU®IKALIA
SPECIFICATION

PE3YITLTAT AHATI3Y
TESTRESULT

Bowmiwka C
(MeTonTepuH)
(C1 3498)
Impurity C
{Methopterin)
(Cl 3498)

He Binbe 1,0 %

Not more than 1.0 %

0,26 %

Rowmiwka E,
(2,4-Hiamino-N10-
MEeTWINTepPoiHOBa
kucnora) (Cl 14414)
Impurity E,
(2,4-Diamino-N10-
Methylpteroic Acid)
(Cl 14414)

He 6inswie 0,5 %

Not more than 0.5 %

1<0,06 %

AmitobeHsoinrnyra-
MiHOBa KMCHOTA
(PABG)
Aminobenzoylgluta-
mic acid (PABG)

He Binble 0,5 %

Not more than 0.5 %

1<0,07 %

MoognHoKa
HeBimoma pomimika
Single unknown
refated compound

He Ginbwe 0,2 %

Not more than 0.2 %

<0,1%

Cyma pomMiloK
Total related
compounds

He Binbiwe 2,0 %
Not more than 2.0 %

0,3 %

CrepunbHicThb
Sterility
(Ph.Eur. 2.6.1)

[Mpenapar nosuHeH ByTin CTepUnbHAM,
The drug product must be sterile.

Binnosinae sumoram
Complies

bakrepianbHi

€HOOTOKCUHN

Bacterial endotoxins
(Ph.Eur, 2.6.14)

He Ginbe 0,17 MO/vr metoTpeKcary.

Not more than 0.17 IU/mg of methotrexate.

Bipnosinae sBumoram

Complies

06’em, uo
BUTATACTLCS
Extractable volume
(Ph.Eur. 2.8.17)

".ﬂﬂﬂ ,qosyaémm 12,5 mr B Wnpuyi = 6,25 mn

For the dosage 12.5 mg in a syringe = 0.25 ml

0,27 wr (mi)

Bupuwmi vactiu

Visible particles
(Ph.Eur. 2.9.20)

FAKLIO MPOBOANTY BUNPOBYBAHHA Y HAMNENHUX
YMOBAX, PO3UMH NPO20PNIt | NPAKTUMHO BINbHUEA Big
BULUMUX HacTOK,

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

Binnosinae sBumoram

Complies

GyHKuioHanbHui
36i% wnpuyis
Functional disorder of
_the syringes

LnpuLm NoBuKHHI CROPOXHATACS JIErko.

Syringes can be emptied easily.

Bignosigae Bumoram

Complies

Crop.2i33
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TOKA3HWIK
TEST

Hesunumi vacrtiu
Sub-visible particles

(Ph.Eur. 2.9.19)

CHELM®IKALLIS PE3YNLTAT AHAIIZY
SPECIFICATION TEST RESULT

He Birwe 6000 vacTok Ha winputl = 10 mMKm 0

Not more than 6000 particles per syringe = 10 um

He Binbluse 600 YacTok Ha wnpuy = 25 mkm 0

Not more than 600 particles per syringe = 25 juim

OpHopifHicTL

1. L1=15,0.

Binnosigae sumoram

(Ph.Eur, 2.2.35)

[O30OBAHNX 2. L2 =25,0.

onnHILL

Uniformity of dosage | 1. L1 = 15.0, Complies ~
units - 2. L2 =25.0.

(Ph.Eur. 2.9.40) -

OcMOFSINBHICTL Big 250 po 350 mOcmonb/kr 314 mOcmonw/ir
Osmolality From 250 to 350 mQOsmol/ig (mOsmollkg)

Llet cepTuchiar sacsig4ye, Lo Us cepis nikapcbroro 3acoby npofz'ltuna nepesipry signosigHo go GMP Ta
3aTBePAKEHNX Npouenyp koHTpornio, flikapebkuit sacit mp,noamac BCiM BUMOram cneumqammn

Itis hereby certified that this product batch has beejr rQa?yz}zd mfcb/gp(fnce with GMP and with the
th

app/oved control procedures. The product meels ,ﬁ/[ ?equ/rements

3act. kepisHMKa Binainy KoHTPOSIO AKOCTI
Deputy Head of Quality Control

[ara/ Date 23.09.2024

spemf/(‘at/on

[ Simone Diettich |

Crop. 3133




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 GmbH

Am Pharmapark
06861 Dessau-RoBlau
Germany

medac GmbH
TheaterstraBBe 6
22880 Wedel
Germany

Results of analysis:
Comments/remarks:

No.: 2309240808

METOIKEKT®, Poaunn ana in'exkuiit, 50 mr/ma - METOJECT®, Solution for
Injection, 50 mg/m!

Ukraine MA-No.: UA/B873/01/02
12,5 mg Batch No.: £240328M
Sol. {. inj. Batch No. (Bulk): 24050438
medac Manufacturing date:  08.05.2024

Expiry date: 08.05.2026
1FS Date of release: 17.09.2024
Blister
4006
Stage of No. of manufacturing Name of Qualified
manufacturing licence or GMP certificate Person
Bulk product DE_ST_01_MIA_2024_0002  D. Herfurth
Finished product  DE_SH_01_MIA_2023_0005  J. Vo3

and release

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/labeliing 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 expott,

Name and position of person
authorising the batch release:

[0 Steffen Dirks
[0 Dr. Christoph Miihlenbrock
[0 Agnes BuBimeyer '
& Aron Westendorf
0 Jan VoB

> P AL N(
\) («/ -2

Date of Signature

Sig atule Quahf: 2 Per.son
iyl



MNepeknan 3 aHrMiNCLKOI Ta HIMELLKOT Ha YKpaiHChKy
/nozomun: «medak» (medac)/

CEPTU®IKAT BIAMNOBIOHOCTI Homep: 2309240808

Hasea npenapary: METOPKEKT®, posunH ons in'ekuin, 50 mr/imn —
METOJECT®, Solution for Injection, 50 mg/mi

KpaiHa-imnopTep: YkpaiHa PeecTtpauitHe
nocsifyeHHsi Ne: UA/5873/01/02
Cuna ait / AktusHicTs: 12,5 Mr Cepisa Na: E240328M
Nikapcbka dopma: Pos. a. iH’exu,. Cepia Ne (Bulk): 2405043B
Bnachuk niueHsi: «Mefak» (medac) Jata supobHuutea:  08.05.2024
Po3amip ynakosku: 1 wnpuy FS Tepmin npuaaTHocTi:  08.05.2026
Twn ynakoeku: Brictep [ara Bunycky: 17.09.2024
06'em BUNycky: 4006
Hasga Ta agpeca - Etan Homep iLleHsii Ha Im’st ynoBHOBaXeHoT
BUPODBHMKA BUPOOHULITBA BUPOGHULTBO abo ocobu

Ceptudikaty HBIM (GMP)

«OHkoTek dapma Bulk-npoaykr DE_ST_01_MIA_2024_0002 [. epdypt
MpoaakiuH MM6X» v (D. Herfurth)
(Oncotec Pharma

Produktion GmbH)

Em dapmanapk

(Am Pharmapark)

06861 [eccay-Poccnay

HimeyunHa

«Menak MMeX» lotoBui npogykt DE_SH_01_MIA_2023_0005. A. docc
{(medac GmbH) Ta BUMYCK "L (J. Vofd)
TeaTepwTpacce 6 .

(Theaterstrale 6)

22880 Bepnenb

Himev4nHa

PesynbTaTtn aHaniay: AMBITbCS okpemuit CepTudikaTt aHaniay
KomeHTapi/aayBaXeHHs:: Hemae

Livm a niaTeepaxylo Te, LWOo.BUULEBKa3aHa iHdopmalia € JOCTOBIPHOM Ta TOHHOL. Lig cepis
npoaykTy Gyna BUroToBNeHa, BKIOYAUU NakyBaHHsS/MapKyBaHHS Ta KOHTPOSib SKOCTI, Ha
BULLIE3a3HaYEHUX BUPOBHUYMX finsHKax y NoBHIN signosigHocTi 3 Bumoramu HBIM (GMP)
MICLLEBOro PeryraTopHoro opraHy Ta 3i cnelmdikadisamm go PeectpauiiHoro nocpigyeHHs kpaitn-
imnopTepa. MNpouec BUPOBHULITBA, NakyBaHHA Ta pesynbTaTi aHaniay cepii 6ynu nepesipeHi Ta
BW3HaHI TakuMu, 110 BignoeigawTs Bumoram HBIM (GMP). BulyeskasaHa cepist Bunyliena ana
eKcnopTy.

Im’'st Ta nocaga ocobu, Lo Hagae
L,03BINT Ha BUMYCK cepii:

Ltedhcer Lipke (Steffen Dirks)

a-p Kpictodp Mionentpok (Christoph Mihlenbrock)
ArHec Bycemeep (Agnes Bufmeyer)

ApoH BecteHaopd (Aron Westendorf)

An Pocc (Jan VoR)

O® OGO

dapmauesT, YO srigHo crarTi 48, upektuea 2001/83/EC

23.09.24 /nidnucaHo/
[HaTa nignvcy Mianuc ynosHoBaxeHoi 0cobu

/nevamka: «medak Mm6X» (medac GmbH); Teamepwmpacce 6 (Theaterstralle 6); 22880 Bedens Himewyura/
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