Anldg,c __-l k2 SOP . VV. QUA[.. 0094'{6 : Vusmn . 33 - |
CEF’TMCEJIKAT ﬂKOCTI / CERTIFICATE OF ANALYSIS Ne ’1009231 140

Gesalischaft fUr klinlsche
Spezialpraparale mbH

Mikapcbiuit saci6 METO,!J)KEKT“’
- posuuH Ans iH'ekuii, 50 Mr/rmn o O 35 M (17,5 Mr) posuuHy y nonepegHbo
- 3anoBHeHoMy Wnpui; no 1 WpnuLy pasom i3 sOyA0BaHOI0 IH'EKLIVHOIO
| FOSMKOK B KOHTYPHOMY YapyHrosomy Brictepi; no 1 Bnicrepy B KapTOHRIN
 KopoBuy |
Drug product | - METOJECT®
- .solution for infection, 50 mg/mi; 0,35 mi (17,5 mg) of solution.in a pre-filled
syringe; 1 syringe with an embedded injection needle in a contour cell
blister; 1 biister in a carton

Nitova pevosnHa MeToTtpexcar
Active ingredient Methotrexate
Homep cepil F230277A
Batch number
lOata supobuuurea  ~ 12.06.2023 TepMmiH MpuaaTHocTt 12.06.2025
Date of manufacture - | Expiry date
[NOKA3IHWUK | | CHELIPIKALIA PE3YJILTAT AHAJI3Y
TEST - SPECIFICATION TEST RESULT
Onuc KosTo-KopuvHEBOro KONLOPY NPo3opui posunH; Ges | Bigrnosigae sumoram
NOMYTHIHb.
| Description | A clear yellow-brown solut!on free from turbidity, | Complies
pH -_-Bm75ﬂ090' o - 184
pH | From7.5t09.0 | SR
(Ph.Eur.2.2.3) I e _—
lneHTH DAL
Identification
'BEPX | A. TI03UTMBHO ANA METOTPEKSaTY. B Blp,noalp,ae BUMOram
HPLC A. Positive for methotrexate: Complzes
(Ph.Eur. 2.2.29) T NPT WP -
Y® b. lNosutusHo gria meToTpekcary, « | | Bl,qnoal,qae BUMOTram
UV | B. Positive for methotrexate. | Complies
| (Ph.Eur. 2.2.25) | o o
KinskicHe Big 95 % pno 105 % Big 3assneHol KinbKOCT. 101,5 %
BU3HAYESHHHA |
Assay | From 95 % to 105 % of the declared content.
(Ph.Eur. 2229 | |
CynyTHi gomitiky
Related substances |
(Ph.Eur. 2229) | o ) ; L on e
Nomiwka B - | He Binblwe 0,5 % | 1 <0,08%
(AmiHoniTepuH) | |
(Cl 3447)
Impurity B Not more than 0.5 %
(Aminoptetin)
(cl3447) e 1
Oowmiwka C | He 6instize 1,0 % < 0,10 % )
(MeTonTepuH)
| {Cl 3498)
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Gesellschalt 1l kiinische
Spezialpriparate mbi

i,

“TIOKABHUAK CHELN®DIKALLS
TEST f - 'SPECIFICATION TEST RESULT

OgHopigHicTb 11, L1=180. - Binnosinae sumoram
0O30BAHKX | 12,  L2=250 a -
OOUHULL T e N T A N |
Uniformity of dosage |1, - L1=150. - | Complies
(Ph.Eur. 2.9.40) s ——— “
OcMonAnbHicTL Bin 250 po 350 mOcmonb/kr 318 mOcmonb/kr
Osmolality From 250 to 350 mOsmoltkg (mOsmollkg)
(Ph.Eur. 2.2.35)

Lieit ceprucpikat sacsipuye, Wo Lis cepis Nikapcbkoro sacoy npoliwna nepesipky BianosigHo fo GMP ta
3aTBEPIKEHUX Npoueayp KoHTpomw. Jlikdpekruii 3acit signosigae scim Bumoram cnevudikallii.

It is hereby certified that this product batch has been angly
approved control procedures. The product meets allrtf !
. @

£

3acr. KepiBruKa Binainy KoHTponio AKocTi
Deputy Head of Quality Control

LHara / Date 1 5;.09'.2‘0213

“ Crop. 3i3 3




Nepeknaa 3 aHrMIRCLKOT Ta HIMELbKOT Ha YKpalHCbKY

/nozomurn:
«medax Mezenvuiam Qiop KiiHiwe
_ Uineuionsnpenapame mbX»
CEPTUSGIKAT BIAMOBIAHOCTI Homep: 1509231140 o g ey
Spezialprdparate mbH)/
Hasea npenapary: METOIDKEKT®, poauuH ans id'ekuiin, 50 mr/mn — METOJECT®,
Solution for Injection, 50 mg/ml
Kpaida-imnopTep: YKpaiHa PeecTpauinHe
| nocsigyeHHs Ne: UA/5873/01/02
Cuna ail / AkTuHicTb: 17,5 Mr Cepia Ne: F230277A
Nikapcbka dopma: Po3. A. iH €KL, Cepisa Ne (Bulk): 2306040A
BnacHuK niueHsir: «megak» (medac) [Nata BupobHuLTBA: 12.06.2023
TepmiH npuaaTHOCTI:  12.06.2025
Po3mip ynakoBku: 1 wnpuy FS larta Bunyckxy: 15.09.2023
Tun ynakoBKu: bnictep
O6'em BUMYCKY: 1617
Hasea Ta agpeca ETan Homep JliueHsit Ha IM’51 yNOBHOBaXeHOT
BUpPODHUKa BUPOOHNYTBA BUpobHUUTBO abo ocobu

CepTtudikaty HBIM (GMP)

«OHKoTek Papma Bulk-npoaykT DE ST _01_MIA_2023_0001 A. lepdypT
NpoaakH F'moX» (D. Herfurth)
(Oncotec Pharma

Produktion GmbH)

Em ®apmanapk

(Am Pharmapark)

06861 [leccay-Poccnay

HimeudnHa

«mepak ['moxX» foTtoBuit npoaykt DE_SH_01_MIA_2023_0005 A. lUpboaep
(medac GmbH) Ta BUNYCK (A. Schrdder)
TeatepwTpacce 6

(Theaterstralle 6)

22880 Bepenb

HimeudnHa

PesynbTatn ananiay: auBiTbeA okpemuin Ceptuddikat aHanisy
KomeHTapi/aayBa)KeHHA: HeMmae

Linm 51 nigTBepKYIO Te, L0 BULLLEBKa3aHa iHdopmalis € 4OCTOBIpHOIO Ta To4HOW. Lisi cepis
npoaykTy Byna BMroToBMEHa, BKNIOYAKYW NakyBaHHs Ta KOHTPOrb SKOCTI, Ha BULLE3as3HaueHunX
BUPOGHUUMX AinsHKax y NoBHi# BignoeigHocTi 3 Bumoramu HBI (GMP) miclieBoro perynstopHoro
oprany Ta 3i cnevudikauismu o PeecTpauiliHoro noceigyeHHs KpaiHu-imnopTtepa. lNpouec
BUPOOHULITBA, NaKyBaHHA Ta pe3ynbTaTi aHanisy cepii Oynu nepeBipeHi Ta BU3HaHI TakuMu, Lo
BianosigatoTb Bumoram HBIM (GMP). BuwleskasaHa cepia BunyLLieHa Ans eKcrnopTy.

IM'A Ta nocaga ocodbu, Lo Hajae o LWreddeH dipke (Steffen Dirks)

[03BiN Ha BUNYCK cepi: o [-p Kpictod Mionern6pok (Dr. Christoph Miihlenbrock)
0 Acke LLpboaep (Aske Schroder)

m ApoH BecteHgopd (Aron Westendorf)

0 Ax Poce (Jan Vold)

dapmauesT, YO srigHo craTTi 48, [lupekrusa 2001/83/EC

15.09.2023 /nionucaHo/
[arta nignucy [lignnc ynoBHoBa)eHOT ocobu

: aa—ﬁ?
Se & C

dmka: «medaxk M6X» (medac GmbH); Teamepwmpacce 6 (Theaterstrafie 6); 22880 Bedeno Himeudura/




