J]EP}ICABHA CJYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitnuuroi Hagii, 3, M. Kuis, 02099, tesn/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon EJIPTIOY 37078774

BHUCHOBOK
NPo AKICTH BBE3€HOI0 B YKPaiHy JiKapCbKOro 3aco0y

29.10.2023 Ne 52760/23/10

METOJXEKT®

(HaHMEHyBaHHH nmapcmcoro 3ac00y 3TiIHO 3 peecmamHHHM HOCBI,D‘HEHHHM)
po3unH aias in'exnii, 50 Mmr/mi; mo 0,40 ma (20 Mr), y nonepeaHbL0 3al0BHEHOMY INPUINI; 110
1 mmpuny pazoMm i3 BOyIoBaHOI0 iH'eKNIHHOI0 TOIK0I0 B KOHTYPHOMY YAPYHKOBOMY OJticTepi;

no 1 oJicre epy B KaBTOHHlH KOEOﬁul

(hopMma BUNyCKy, 1O3YBaHHA, BUA MaKyBaHHS mxapcaxoro 3aco6y)

Howmep peecrpauiitnoro nocsiguenns UA/5873/01/02 CTpOK nii peecrpaniitnoro moceixuenns 01.01.2099

Cepis nixapeskoro sacoby Ne E£230270D KinsxicTs BBe3eHOTO MiKapceKkoro 3acoby 1887
Bupo6HHK Mepax I'ezenburadt diop kiinime Hnenianenpenapare M6X, Himequnna
(HaliMeHYBaHHA BUPOOHUKA JiKapchKoTo 3ac00y, KpaiHa MOXOMKEHHS)
Breseno B Yrpainy ChijbHe YKpaiHChKO0-eCTOHCHKE NMIANPUEMCTBO Y JOpMi TOBApPUCTBA
3 o0MesKeHo010 BinoBizaabHicTIO "OnTiMa-®apm, JTA", inenr. kox:
21642228

(HaumeHyBaHHH Ta kop 3a €IPTIOY IOpH,IlHl{HOI ocoOu abo npi3suine, iM'A, Mo 6aTLKOBI (blswmm
0coOH - mianpreMid, i Micue TIPOKMBAHHA Ta peecTpauiiinii Homep 00JIKOBOT KapTKH TUIaTHHKA
nojaaTkis abo cepis Ta HOMep TacrnopTa)

IIpoToxo Bi3y'3JIBHO'1"0”I&OHTPU;JIKJ pin 27.10.2023 Ne 3399/8.

32 pe3yNbTATAMH NEPKABHOTO KOHTPONIO BCTAHOBIGHO, IO JIKApCEKMH 3aci® BBE3eHO B VYKpaiHy 3

JOTPHUMAHHAM BuMOr 3aKOHOIABCTBA IIOX0 3aGe3neYeH s SKOCTI ikapchKUX 3acobiB.
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 2408230709

Jlikapchbiui 3acié

Drug product

Liitovya peyosuHa
Active ingredient
Homep cepil
Batch number

[aTta supobHuyrea

Date of manufacture

VIETOKEKT®

GU*:E}”?Phd“ fiir kKlinlsche
Spezialpraparate mbH

PO3UMH AN iH'exuyiin, 50 mr/mn; no 0,40 M (20 Mr) posuuHy y nonepeaHso
aartosHeHoMY LNpuL; rno 1 wnpuiy pasom ia 8Gya0BaHOW0 iH'ekUiIHO
FONIKOIO B KOHTYPHOMY HapyHKosomyY BriicTepl; no 1 Onictepy B KapToHHIN

kopobui
METQJECT®

solution for infection, 50 mg/mi; 0,40 ml (20 mg) of solution in a pre-filled
sytinge; 1 syringe with an embedded infection needle in a contour cell

blister: 1 blister in a carton
MeToTpekear
Methotrexate

E230270D

15.05.2023 |
Expiry date

TepmiH nprUaaTHOCTI

15.05.2025

“MDOKAﬁHﬂK
TEST

SPECIFICATION

TES T RES. ULT

Onue

Description

_>I<oa'ro |<opqueaoro |<onbopy nposopmm poaqm Bes

MOMYTHIHbL,

A clear yellow-brown solution; free from turbidity. '__-;Comphes

Bignoainae- BUMOFam

PH
PH
(Ph.Eur, 2.2.3)

Big 7,5 50 9,0

{1 From 7.5 to 9.0

18,6

I,n,ewrmbmaum
[dentification

e e d )

BEPX
HPLC
(Ph.Eur. 2.2.29)

A. T1o3UTUBHO 451s MEeTOTpeKcaTy.
A. Positive for methotrexate.

Bianosigae sumMmoram
Complies

A
UV

(Ph.Eur. 22.25)

b. [MosutuBHG Ans meToTpeKcary.

B. Positive for methotrexate.

‘Bignosigae sumoram
Complles

KintyicHe
BU3HAYEHHS
Assay
(Ph.Eur. 2.2.29)

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

Cynyml mwwum
Related substances

(Ph.Eur. 2.2.29)

‘B'ip, 95 % no 105 % Bin 3aﬂBnedei(ihbs{tjt:ﬁ;W' T

1015 %

L. L
el 4 il 1A DI FHS FHEPST L LY

T s L T T e Fruy o e : : A

Homiwka B
(AwmiHOrnTepUH)
{Cl 3447)
[Impurity B

| (Aminoptetin)
(C1.3447)

"He Girblwe 0,5 %

Not more than 0.5 %

Toiina e
| (MeTonTepnn)
1 (C13498)

|—|e Gmbme 1’0% ]

008 %
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Impurity C
| (Methopterin)
(C13498)

| (Ph.Eur. 2.6.14)
| O6'em, W0

TEST

T iy

Domiwka E,
(2,4-OiamiHo~N10~
METHINNTEPOIHOBA
kucnota) (Cl 14414)
Impurity k,
(2,4-Diamino-N10-
Methylpteroic Acid)
{Cl 14414)

He 6inbwe 0,5 %

SPECIFICATION

" PE3YNIbTAT AHATII3Y

TEST RESULT

Whrkele Pty F P A e P 1 e iy b ST vy

Not more than 0.5 %

MiHOBA KKCNOTA

| (PABG)

Aminobenzoylgluta-

AminoBeHsoinrnyTa-

- / _'Nt:}t more than 0.5 %
I mic acid (PABG) |

He 6inbwe 0,5 %

Pt il L Ll g 0 it £l i RN sl B ol B ool 0 L 3 i 3, g e el e A Wl A B L 0 e b A U 0 e AR WL T bt b D pdaeor nal | A b S B (e 3

| NoognHoOKa
| HeBigoma gomiliKa

Single unknown
related compound

He Dinbiue 0,2 %

Not more than 0.2 %

<0,1%

0 e o A S B AR RS PR T R R

'CyMa AOMILIOK
Total related
compounds

He GinbLue 2,0' %
Not more than 2.0 %

0,2 %

CTepmanicTQ
Sterility
'(PIT;-EUF_' . 2.6, 7)

Hpen-ébaTﬁﬂOBMHEH 6ym CTepmanMM o
The drug product must be sterile.

Complies

bakrepianbHi
eHO0TOKCHHMN
Bacterial endotoxins

| He Ginble 0,17 MO/Mr meToTpexcarTy. o

Not more than 0.17 IU/mg of methotrexate.

BUTATAETLCST
Extractable volume

Bignosigae sumoram

Complies

o gyt e sk el N ekl P T THITE FETE T iy TTEL T T 1 ]

ﬂJ‘IF! AOEYB&]HHHEOMF B -Ll_lr'ipm_l,i. = 0,40 mn “
For the dosage 20 mg in a syringe = 0.40 mi

| Buonmi yacTtiun

Visible particles
(Ph.Eur. 2.9.20)

| particles.

PO3UUH MPO30PUIA | NPaKTUYHO BiNbHWIA BIS BUAWMKX
YacToK.

When examined uncler suitable conditions, the
solution Is clear and practically free from visible

36in wnpuuis
Functional disordert of

o bkt W D P A i ] ek S PRCRRTRRRARTY 0

AKLLO NPOBOAUTYU BUNPOBYBAHHS Y HANEIHUX YMOBAX, D EA i

LUnpuly NoBUHHI CNOPROMHATUCH NETrKO.

Syringes can be emptied easily.

LD N i S e ettt 8 gt L L R ol bl FRELFLEA A 1rrrrirb rifbe hHESRT R R H L L P PR A FL L S TR

HeBugnmi 4acTKK
Sub-visible particles
(Ph.Eur. 2.9.19)

| Not more than 6000 particles per syringe 2 10 um

TR e

MKM

B g Bk e b B,

e Birswie 6000 UacroK A wpu = 10

Bianosinae BuMoram

Complies

i e raa oAb s | ki

‘He 6inblue 600 yacTok Ha WnpuLl =z 25 MKV

) iy phiy p—n (R o ok e

| Not more than 600 particles per syringe z 20 um
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TEST | SPECIFICATION TEST RESULT

rud § rusn

AHANIZY |

che
Spezialpriparato mbi

i

OaHopigHicTL 1. L1
1030BaHuX 12, |2
OLUHMLIL
Uniformity of dosage | 1. L1 =150, Complies
units 2. L2 =25.0.
(Ph.Eur. 2.940)

i

0.

o1 G

2

Osmofality From 250 to 350 mOsmoilkg (MOsmol/ky)
(Ph.Eur. 2.2.35

Lle ceprudpikar aacsiguye, Wo us cepis nikapcbkoro 3acoBy npoiwna nepesipky sianosigHo fo GMP Ta
3aTBEPAXKEHNX npouesyp KoHTposio. Nlikapcsknia 3acit signoeigae BeiM sumoram crieyudirair.

Itis hereby certified that this product batch has been analyzed jr Wﬁ?fﬁﬁd’@;@ﬁ GMP and with the
approved control procedures. The product meets all require ents of the

speciifaation.
v : ,é{: " e

3acT. kepisHiKka Bigainy KOHTPOO $IKOCTI e d § IR AN A
Deputy Head of Quality Control ssisismmsnsisisi o ) i S EIE L Sonja M Hamdli

Dara/ Date 24.08.2023
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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:

Produktlon Gmbl |
Am Pharmapark
06861 Dessau-RofBlau
Germany

medac GmbH
TheaterstraBe 6

22880 Wedel
Germany

Results of analysis:
Comments/remarks:

Name and position of person
authorising the batch release:

No.: 2408230709

A )
ke T | B b -
: 1* ¥
i J. '} - ‘. ?

Gesellschaft flr klinlsche
Spezialpraparate mbi-

VIETOKERT®, Posumn ans in'exuit, 50 mr/mn - METOJECT®, Solution for

Injection, 50 mg/ml

Ukraine
20,0 mg
SOL .'f, inja
medac

1FS
Blister
3007

Stage of

manufacturing

Bulk product

Finished product
and release

MA-No.:

Batch No..
Batch No. (Bulk):
Manufacturing date:

Expiry date:
Date of release:

No, of manufacturing

UA/G873/01/02
£230270D
230560328
15.05.2023

15.06,2025
23.08.2023

Name of Qualified

licence or GMP certificate Person

DE_ST_01_MIA_2028_0001

DE_SH_01_MIA_2023_0005

see separate Certificate of Analysis

none

Jan Vof3

Pharmacist, QP accordinal Art

[0 Steffen Dirks __
Dr. Christoph Mihlenbrock
~ Aske Schréder
Aron Westendorf

D. Herfurth.

A. Westendorf

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging 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.
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[epeknag 3 aHrNiNcbKoT Ta HIMELBKOT Ha YKpaiHChKy
J/nogomun:
«medak esenvuiagm piop Kniniwe

CEPTU®IKAT BIANOBIAHOCT! Howmep: 2408230709 Wneuionsrpenapame wEX:

{medac Gesellschaft fiir klinische
Spezialprdparate mbH)/

Hassa npenapary: METOOXEKT®, posuud ans in'exkuint, 50 mr/mn — METOJECT®,
Solution for Injection, 50 mg/ml

Kpaina-imnopTep: YkpaiHa Peecrpauiiive
noceigyeHHa Ne: UA/5873/01/02
Cuna gii / AktuericTs: 20,0 mr Cepis Ne: £230270D

Jikapcbka dopma: Po3. 4. iH'eku, Cepisa Ne (Bulk): 23050328

BnacHuk niueHsii: «mefak» (medac)  [aTtaBupobHuurtea:  15,05.2023
TepmiH npugaTHOCT:  15.05.2025
Po3mip ynakoBku: 1 wnpuy FS Hata Bunycky: 23.08.2023

Twun ynakoBKu: brictep
O6'em BUNycky: 3007

Hasea Ta agpeca Etan Homep NiueHsii Ha Im'st '_yn'oBHb‘BameHo‘r
BUPODOHKKa BUPOOHMUTBA BUPOOBHNUTBO abo ocobu

Ceptudbikaty HBIT (GMP)

«OHkoTek Papma Bulk-npoaykT DE_ST_01_MIA_2023_0001 [.Tepdypr
MpoaakwH MG X» (D. Herfurth)
{Oncotec Pharma

Produktion GmbH)

Em ®apmanapk (Am

Pharmapark)

06861 [leccay-Poccnay

HimeyunHa

«mefak F'm6X» (medac  ToToBwii npogykt  DE_SH_01_MIA 2023 _0005 A. Bectenaopd

GmbH) Ta BUMYCK (A. Westendorf)

TeaTepiutpacce 6

(Theaterstralle 6)

22880 Benenb

Hime4v4ynHa

PesynbTatu aHanisy: AnBITbCS okpemuin CepTudikat aHanisy
KoMeHTapi/3ayBaXkeHHs:. Hemae

Linm | nigreepaxyto Te, Wo BuLLIEBKa3aHa iHhopMaLlis € 4OCTOBIPHOK Ta ToUHoW. Lis cepis
NPOAYKTY Byna BUroTOBMEHa, BKNOYAYK NAaKyBaHHA Ta KOHTPOMb SKOCTI, Ha BULLIE3a3HaYeHux
BUPOOHMUKX diNAHKax y NoBHIN BignosigHocTi 3 sumoramu HBIM (GMP) micueBoro perynaTopHoro
opraHy Ta 3i cneyudikauismn go PeecTpauiiHoro nocsigvyeHHs kpaiHu-imnopTepa. MNpolec
BUPODHULUTBA, NaKyBaHHSA Ta pe3ynbTaTh aHanisy cepil dynu nepeeipeHi Ta BU3HaH| TakuMu, Lo
BignosigaoTe BuMmoram HBIT (GMP). BuwekasaHna cepist BUnyLLLeHa ANs eKCnopTy. |

IM'A Ta nocaga ocobu, LWo Hagae o Wredden dipke (Steffen Dirks)

J03BiN Ha BUNYCK cepi: o [-p Kpictod Mionenbpok (Dr. Christoph Mithlenbrock)

0 Acke Wpwboaep (Aske Schrébder)
0 ApoH BecteHgopd (Aron Westendorf)
m AH Pocc (Jan VoR})

dapmauesT, YO arigHo cTaTTi 48, Aupextusa 2001/83/EC

23.08.2023 /nidnucaHo/
[aTa nignucy [lianuc ynosHosa)keHo! ocobu
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