JIEPXITIKCIIY2XBA
NEP)KABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y I[HIHPOIIETPOBCBKIﬁ OBJACTI

Ininpo, na.CoBopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@d!s.gov.ua,https://www.dls.gov.ua, Koz €E/IPTIOY 37070665

BUCHOBOK
npo AKicTL BBe3¢HOr0 B YKpalHy Jikapcbkoro 3acoly
04.06.2021 Ne 31098/21/04H1
METOUKEKT®

(HaliMeHyRAHHA TikapchKora 3aco0y 3riaHo 3 peecTparlifinum NOCBITHEHHAM)
po3uHH Aas in exuiii, 50 mr/mi, mo 0,20 mur (10 Mr ) po3uuuy Y NeMepefiHLO 3ATOBHEHOMY
mopuui; o 1 mnpuiy pasoMm i3 BGyIoBanole il €KIIHHOI0 FOJIKOK B KOHTOPHOMY
yapyHKoBoMy 6cTepi; mo 1 Gaicrepy B KapTOHHIlH Kopobui
(opma BHITyCKY, A03yBAHHS, BII NAKYBAHHA NiKAPCHKOTO 3ac00y)

Howmep peectpauifitoro moceizuenna UA/5873/01/02 crpox mif peecTpaifiHoro nocsinyenss 12.06.2022
Cepis nixapcekoro 3acoGy Ne D200348A KinskicTs BBe3enoro nikapeekoro sacoby 467

Menax ['esensmadt $rop xrinime [neniansnpenapare M6X,

Bupo6H1K .
F Himeuunna
(HaMMEHYRAHHS BHPOORAKA TKAPCLKOFo 33000y, KPRTHA TOXO/KEHHK)
Beeseno 8 Ykpainy Torapuereo 3 00Mexkenoio pianosiganbuictie "baJlM", inen. kox:

31816235
(uaiiMenyBsanns Ta ko 3a €JIPTIOY ropuauunoi ocobn abo npizemwe, iM'a, 1o OarbroBi
diznunol ocobu - nianpuemus, i MicLe nposkuants Ta peecTpauifinui Homep o6nikoBol
KAPTKH [IJIATHUKA [OAATKIB 800 cepisl T2 HOMED MacNopTa)

Iipotokon BisyansHoro koutpomio eia §3.06.2021 Ne 03-01/1753/15.

3a pesynbTaTAMHM [EPKABHOrO KOHTPOK) BCTAHOBNEHO, WO NIKAPCHKHHA 3acid BBeseHo B VYkpainy 3

JOTPHMAHHSM BrMOr 3aKOHOIABCTBA LIOA0 3a6e3neyeHns gKocTi JKapPCHKHX 3acobiB.

B.o. HaganeHuKa JepixkasHol cnyxOH 3
IiKapchKuX 3acobiB Ta KOHTPOJIIO 34

. ps €rop BOJIKOB
HAPKOTHKAMHU Y JIHIIPONETPUBCHKIH
obmnacti
(nocanosa ocofa OPraHy ASPKABHOTO KOHTPOJID) (mipomc) (imimany Ta Opi3BHINE)

M.IT.

Csitnana Bouapnikosa +38(066)345-41-71




Nikapebkud sacié
Drug preduct

METODKEKT®

Qesellschaft flr klinische
Spezlalpriiparate mbH

po3uMH AR [W’ekyii, 50 mMr/mn, 0,20 M (10 MF) pO3UNHY Y NOMePEAHLO
3anosHeHomy Wwrpuli, no 1 wWnpuuy pasom i3 B6ya0BaHOH H'eXUiliHOI0
FOMNKOIO B KOHTYPHOMY uapyHkosomy Bnicrepi, no 1 GnicTepy B KapTOHHIlA

Kopobui
METOJECT®

solution for Infection, 50 mg/mi, 0,20 ml (10 mg) of solution in pre-filled
syringe, 1 syringe with embedded infaction needle In contour cell blister,

1 blister in carton box

UV - spectrum

po3ymHy B Mexax slg 230 HM £0 380 HM noBuHEH MaTu
MaKCUMymu npu KoBKUHAX XBunb (258+2) Hm, (303+2) Hi,
(371:2) HM. BiBHOLLEHHA ONTUYHOT rYCTUHU B MaKCUMyMI Npu
A0BKUHI XBUNI 303 HM 0 ONMTUMHOT rYCTUHI B MaKeUMyMmi Npu
AomiwmHi xeuni 371 Hm nosuHHO 6yTu Big 2,8 Ko 3,3.

B. The UV spectrum of the test solution between 230 and

Aitova pevosuHa MetoTpexcar
Active ingredient Methotrexate
Homep capil D200348A
Batch number
Oara supoGHuLTea 28.04.2020 Tepmin npuaarHocTi 28.04.2022
Date of manufacture Explry date
NOKA3HUK CNEUNDIKALIA PE3SYNLTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onuc MOBTO-KOPUYHEBOrO KONbOPY NPO3OPUIl PO3UMH; 6e3 Bignosiaae Bumoram
fIOMYTHiHb.
Description Yellow-brown, clear solution; free from turbidity. Complies
pH Bin 7,58098,0 8,4
{ pH 7.5-9.0
laeHTudikauia
| Identification
BEPX A. Yac yrpumans niky MeToTpeKkcary Ha XpoMaTorpami Bignosigae sumoram
AOCNIANYBAHOro POYMHY, BUrOTOBMEHOTO ANS
| BunpoBysants «KinbKicHe BSHAHeHHS», NOBUHEH
8iANOBIAATY Yacy YTPUMAaHHSA Niky MeToTpexcaTy Ha
Xpomartorpami poauuHy nopiBHAHHS (a) 8 TouHicTO + 2,5 %.
HPLC A. The retention time of the methotrexate peak in the Complies
chromatogram of test solution prepared for the test “Assay”
| must correspond to the retention time of the methotrexate
peak in the chromatogram of reference solution (a) with
accuracy £ 2,5 %.
Y®-cnexrp B. YneTpadionerosuin cnekTp nornuHanHs AocnigxysaHoro | Bianosigac srmoram

380 nm should have maxima at (258+2) nm, (303+2) nmand | Complies

(371+2) nm. The ratio of optical density at the maximum at

wave length 303 nm to that at wave fength 371 nm should be

from 2,8 to 3,3. Q)
KinbkicHe Bia 95% no 105% Big 3a9BneHOT KinbKocTi. 102,9 %
BU3HAYEHHSA 95 to 105 % of the fabelled amount
Assay

crop. 1233




C - T TIFICATE O L ]
Qesellschaft {ir klinische
Spezialpraparate mbhi
4 CNELUMDIKALIA PE3YIIbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
CynyTHi gomiwuy
Related substances ; :
Dowmiwka B He Ginblue 0,5% < 0,08 %
Awmigonrepus (Cl
3447) Not more than 0,5%
Impurity B
Aminopterin (Cl 3447)
Dowmiwka C He BGinbwe 1,0% <0,10%
MetonTepuH (Cl
3498) Not more than 1,0%
Impurlty C
Methopterin (Cl 3498)
Dowmiwxka E, 2,4- He Binbwe 0,5% < 0,06 %
Aiamino-N10-
MeTunnrepoiasa
kucnora (Cl 14414) |
Impurity E, 2,4- Not more than 0,5%
Diamino-N10-
Methyipterolc Acid (CI
14414) , -
AminoGensoinrnyra | He Ginble 0,5% < 0,07 %
MiHoOBa Kucnora
' (PABG)
| Aminobenzoylglutami | Not more than 0,5%
¢ acid (PABG)
MooauHoka He Ginsblwe 0,2% <01 %
Herigoma nomiwka
Single unknown Not more than 0,2%
related compound
Cyma nomiwok | He 6inbLue 2,0% <0,1%
Total related Not more than 2,0%
compounds

CrepunbHicTe

Mpenapar nosuHeH Byt CTEpUnbHUM.

Bignosigae sumoram
Complies

|

Sterility Drug product must be sterile.

BakrepianbHi He Ginbiue 0,17 MO/mr meToTpekcary Bianosigae sumoram
©HBOTOKCUHM

Bacterial endotoxins | Not more than 0,17 IU/mg of methotrexate Complles

O06’em, wo Lns posysanna 10 vr B wnpuyi = 0,20 mn 0,23 mn (M)
BUTATAETHCHA 10 mg syringe = 0,20 m! .
Extractable volume

Bugumi yactiu Mpenapar nosuHeH ByTy Npo3opuUm 6e3 MexaHidHuX Bignosigac sumoram
Visible particles BKIIIOMEHb. Complies

Solution must be clear and free from particles.

DyHKUiOHaNLHUA
36ii wnpuyis
Functional disorder of
the syringes

Lnpuuu NOBMHHI NErko CnoOpOXHATUCS.

Syringes being easlly emptied.

Bianoeigae suMoram

Complies

CTop. 2 3 37 e



c . CTl T e 15779
Gesellschaft fUr klinische
Spezialpriparate mbH
AOKASHUK CAELIMOIKALIIA PE3YIILTAT
TEST SPECIFICATION AHAI3Y
TEST RESULT
Hesuaumi yacriu He Ginblue 6000 vacTok Ha wnpuy =10 mKm 5
Sub-visible particles | Not more tharn 6000 particles/syringe = 10 um
He GinbLue 600 yacrok Ha winpuy =25 MKM 0
Not more than 600 particles/syringe = 25 um
OpHopigricTe 1. L1=15.0 Bignosinae sumoram
AOC30BaHUX OAMHUUB | 2, i2=250
Uniformity of dosage Complies
units
OcMmonsnbHIcTL Big 250 go 350 mOcmonk/kr 321 mOcmonb/kr
Osmolality 250 - 350 mOsmol/kg (mOsmolikg)

Lieii cepruchikar sacsiguye, Wo Us cepis nikapcskoro 3acoby nponiuna nepesipky sianosiaHo 40 GMP Ta
SareepAmeHux npousayp koHTpomo. Jlikapchkuit 3aci6 signosinae scim sumoram cnewudikauii.

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

control procedures. The product meets all requirements of the specification.

e

3am. HavarbHuka oTaena KoHTporns kavscraa {"-«—-m.\:)

Deputy Head of Quality Control
Dara/Date 16.09.2020

cTop.333




EEFPUDIKA'T BIKHOBIAMOCT / CERTIFICATE OF CONFORMITY N 187743

Hasba npenapary
Name of product

METOJIXKEKT®

poswun s i’exui, S0 Mr/ma, 10,20 M (10 Mr) posunnly y nonepeanso
3arMOBHEHOMY LIIPHIL; 1o 1 LnpHiLy pasom i3 B6YA0Baoo 'ekUifHOIO FOAKOIO B
KOHTYpHOMY HapyHrosoMy Giictepi; no 1 Gnicrepy B kapTomuiil kopoGui

METOJECT®

solution for injection, 50 mg/mi, 0.20 ml (10 mg) of solution in pre-filled syringe; I
syringe with embedded injection needle in contour cell blister; I blister in carion

Wneniansupenapare M6X,
Himeuyuna

Medac Gesellschaft fur
klinische Spezialpraparate
mb.H, Garinany

box
Kpaiua-imnoprep YxpaiHa Peecrpauiiine nocsigucuna Ne | NeUA/5873/01/02
Importing country Ukraine MA No
BriacHuk PI1 Menax Iesensiadrr drop Howmep cepii " D200348A
MA Holder Kriniwe Batch number

Bateh size

| 6105  yn/ pe.

Date of release

Cuna nii / Akrusuicrs MEMOMPEREQH Jlikapenka opma po3uMHY Ans
Strength / Potency methotrexate Dosage form iH’exuiit

{10 Mr (mg) solution for

' injection

Hara supobHuLTEa | 28.04.2020 | Tepmin npuaarsocTi 28.04.2022
Date of manufacture Expiry date 3
Poamip nakysauns OMMH wWnpuL B GiticTepi, Tun naxkysains Gnicrep

0,20 mn Packuge type blister
Package size single syringe in blister,

L 0.20 ml
Poamip cepun Jlara penisy

04.09.2020

Haspa i agpeca ginsmox
BHPOGHHUTEA | KORETPOIO
AKOCTi

Name and address of
manufacturing site(s)

Eran supoeSnnursa
Stage of manufacturing

Ne srivensif na supobunurso
M of manufacturing license

Hpizsuue
YUuoBHOBaMNKCHO¥
ocobu

Name of
Qualified Person

Menax leseasmadr gprop
wkirininze
neniansnpenapare mGX,
Himeuunua
Tearepurpacce, 6, 22880
Benens, HiMeuunna

Medac Gesellschaft fur
klinische Spezialpraparate
m.b.H., Germany
Theaterstrasse 6, 22880 Wedel,
Germany

BupoGHuk, 110 Bianoeinae 3a

BTOPUHHE IaKyBaHHs,
MapKyBaHus,
KOHTPCJIL/BUNPOSYBaHHS
cepii Ta 3a BURYyCK cepil:

Manyfacturer responsible for

secondary packaging,
labelling, batch
controlltesting and baich
release:

'DE_SH_01_MIA_2020_0015]

i Aske Schréder

Onxorex ®apma IMpogaxmn
I'm6X, HiMeuuuna

Em ®apmanapk, 06861
Heccay-Pocenay, Himeuunna

BupoGuui, wo sianosizac 3a
BHPOOHMUTBO NliKapehKOro
3acofy, nepsruHe
nakynanusl,
KOHTPOJB/BUITPOGYBAH IS
copi:

"DE_ST 01 _MIA 2018 0004 |

erfurth

T B B L 5 8 S o i

eap. 134




Oncotec Pharma Produktion | Manufacturer responsible for

GmbH., Germany drug product, primary
Am Pharmapark, 06861 packaging, batch
Dessau-Rosslau, Germany control/testing:

Llum ceprudikarom zacsinuyemo, 1o BHLIEBKAzaHA inhopmaitia e nocroriproio i rounolo. Lla cepis JKapeLKOIo
3aco0y Gy/ia BUIrOTOBNIEHA, BKIIOUAIONH NAKyBAHHS/MAPKYBAHHS Ta KOHTPO/Ib IKOCTI Ha BUILEBKA3AHIN AinaHui
(ninsnkax) B nosui BignosianocTi no Bumor GMP, BCTAHOBNEHHX MicLEBHM PErynsTOpHUM opraHom, i y
RifTOBIAHOCTI 10 crieundikauiit Toproroi nilensii kpaiuu-imrioprepa. [Tporokonu bupobumursa, ynakosks i ananisy
cepii 6yno posmsiyTo i BH3nAHO BiAnoBiAHMMU a0 GMP.

Buineskasaua cepist cXBasiena wis peanizaii,

We hereby certify that the above information is authentic and accurate. This batch of product has-been manufactured,
including packaging/labeling and quality control af the above mentioned site(s) in full compliance with the GMP
requiremenis of the local Regulatory Authority and with the specifications in the Marketing Authorization 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 market,

Jlata / Date
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