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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 157936

Jlikapcskuin sacié

METOKEKT®

Geaselischaft fir klinlsche
Spezialpriparate mbH

Drug product poaumnH gna id’exuin, 50 mr/mn, 0,40 mn 20 Mr po3uunHy Y NonepenHbo
3anoBHeHoMY wnpuli, no 1 wnpuuy pasom is 8Gy0BaHOI0 iH'EKLiAHOIO
ronkoto B KOHTYRHOMY Yapydkosomy Gnictepi, no 1 6nicTepy 8 KApPTOHHIN
ikopobuyi
METOJECT®
solution for injection, 50 mg/mi, 0,40 mi 20 mg of solution in pre-filled
syringe, 1 syringe with embedded injection needle in contour cell blister,
1 blister in carton hox

[iroua pevyceuna MeToTpekcar

Active ingredfont Methotrexate

Homep cepii D200273C

Batch number

Hara supolbnuyrea 27.04.2020 Tepmit npugaTHocTi 27.04.2022

Date of manufacture Expiry date

MOKA3HWK CNELVOIKALIA PE3YNbTAT

TEST SPECIFICATION AHANI3Y

TEST RESULT

Onuc YKosTo-KopyyHesoro Konbopy Nposopuil posunH; Ges Bignosigae sttmoram

NOMYTHiHb.

Description Yellow-brown, clear solution; free from turbidity. Complies

pH Big 7,580 9,0 8,4

pH 7.5-9.0 i )

lasHTUhiKkawin .

Identification

BEPX A. Uac yTpumanHa niky METOTPEKCATY Ha XPOMAaTOorpami Bignosigae sumoram

AOCNIMKYBEHOTO PO3YMHY, BUTOTOBREHOTO ANS
BunpobysaHHa «KinbKicHe BUSHaYeHHs», MOBWHEH
BIANOBIAATY Yacy YTPUMAaHHA NiKy METOTPEKCATY Ha
Xpomarorpami po3ynHy NopiBHaHHA {a) 3 TovnicTio * 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 metholrexate
pealk in the chromatogram of reference solution (a) with
accuracy + 2,5 %. -
Yd-cnekrp B. ¥neTpadioneTosui cnekTp nornuHaHdHa ACChigkyBaHoro Bignogigae pumoram
posvnHy B Mexax sig 230 Hm g0 380 HM NOBUHEH MaTH
MaKCUMYMN NPY A0BXWHAX XBUNb (25842) HM, {(303+2) Hm,
(371£2) Hm. BigHOWEHHA ONTUYHOT TYCTUHK B MaKcumymi npu
Acexuwmri xeuni 303 HM AC ONTUHMHOT IYCTUHW B MakCUMymMi Npi
Aosxuni xeuni 371 Hw nosuHHO Byt Big 2,8 f0 3,3.
UV~ spectrum B. The UV spectrum of the test solution between 230 and
380 nm should have maxima at (258+2) nm, (303z2) nmand | Complies
(371+2) nm. The ratio of optical density at the maximum at
wave fength 303 nm to that at wave length 371 nm should be
from 2,8 to 3,3.

KinkkicHe Bin 95% go 105% Bipa 3anaBNeHo’ KiNbKOCTI. 102,8 %

BU3HAYEHHA 95 to 105 % of the labelled amount

Assay

Seaw % Z/

¢ AP 20X,
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CEPTU®IKAT AKOCTI/ CERTIFICATE OF ANALYSIS Ne 157936

Gesellschalit {Ur klinische
Speziaipriaparate mbH

NOKA3IHUK CNEUNDIKALIIA PE3YNbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
CynyTHi Bomiwku
Related substances
Dowmiwka B He Ginble 0,5% < 0,08 %
AwnidonTepuH (Cl
3447) Not more than 0,5%
Impurity B
Aminopterin (Cl 3447)
Oomiwka C He Ginbie 1,0% <0,10 %
MertontepuH (Cl
3498) Not more than 1,0%
Impurity C
Methopterin {Cl 3498)
Howmiwka E, 2,4- He Binbwe 0,5% < 0,06 %
Diamino-N10-
MetunnTepoisa
kucriora (Cl 14414)
Impurity E, 2,4- Not more tharn 0,5%
Diamino-N10-
Methyipteroic Acid (CI
14414)
AwminobeHsoinrnyta | He 6Ginbwe 0,5% < 0,07 %
MiHOBa KuCHoTa
(PABG)
Aminobenzoylglutami | Not more than 0,5%
¢ acid (PABG)
MooanHoKa He 6Ginbwe 0,2% <0,1%
HeBifAoMa gomilika
Singfe unknown Not more than 0,2%
related compound
Cyma goMilok He Ginbwe 2,0% <0,1%
Total related Not more than 2,0%
compounds )
CrepuneHicTE Mpenapar noBUHEH ByTV CTEPUNbLHIAM. Bianosigae sumoram
Complies
Sterility Drug product must be sterile.
BaxrepiantHi He Ginbuue 0,17 MO/Mr meToTpekcaTy Bignosigae sumoram
EHOO0TOKCUHY
Bacterial endotoxins | Not more than 0,17 IU/mg of methotrexate Complies
O6’em, wo Ons gosysandua 20 mr s wnpuyi = 0,40 mn 0,43 mn (M)
BUTHIAETLCA 20 mg sytinge = 0,40 mi
Extractable volume )
Bugumi yactin Mpenapat nosuneH 6yTn Npo3opum 6e3 MexaHivHux Bignosinae sumoram
Visible particles BKIOMEHb. Complies
Solution must be clear and free from particles.
DyHKLioHaNLHUA Lnpuiy NOBUHHI NErko CrnopoMHATUCH. Bignosinae Bumoram
a6in wnpuuyis
Functional disorder of | Syringes being easily emptied. Complies
the syringes

_crmop.233
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS N2 157936

Py o, .
mecae
Gieselischaft fUr klinische

Spezialprdparate mbH

NOKA3HUK CMELN®IKALIA PE3YNbTAT
TEST SPECIFICATION AHANIZY
TESTRESULT
Heeuaumi vyacrin He Ginbiue 6000 yacrok Ha wnpuy =10 MKM 3
Sub-visible particles | Not more than 6000 particles/syringe = 10 um
He Ginbwe 800 yacTok Ha WwnpuL =25 mMKm 0
. | Not more than 600 particles/syringe = 25 um
OaHopigHicTL 1. L1=15.0 Bignosigae sumoram
A030BaHUX oAuHNUL | 2, L2 =250
Uniformity of dosage Complies
units -
OcmonAnbHicTL Bia 250 po 350 mOcmonb/kr 320 mOcmonb/Kr
Osmolality 250 ~ 350 mOsmol/kg (mOsmolfkg)

Llei ceptuddikar aacsiguye, wo ys cepis nikapcskoro sacoby npoiluna nepesipky BignosigHo 40 GMP ta
3aTBepKeHux npoueayp koHTponio. Jlikapcokui 3acit signosinae Beim Bumoram cneymdikaii.

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 9{}’& _;}@.
3am. HavansHu1ka otgena KOHTPONS kavecTsa ) ,7!; v/
Deputy Head of Quality Control e ;ﬁ? //ji 4 @ A\Sonfa M’Hamdi
ata/ Date 16.09.2020 ~
i f @d@ z
\o Gt s
\ ;:;9 @\4.. /
N,
&r C
\‘\\ Ld/!.‘,) (} E } » /
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CEPTH®IKAT BLIIUTOBIAHOCTI / CERTIFICATE OF CONFORMITY Ne 157936

Hassa npenapary
Nawe of prodiet

ME’['(),LDKEI('IW
pozuHH U i1’ ek, 50 mrisn,

0.40 wmn

20

MI" PO3HHHY ¥ NONCPSAHLO

3anosHenOMy WNpyL; 1o L wnpuily paom 13 80ynoBa1ow0 i'ekiiiinoio ronxoo B
KOHTYPHOMY uapyHkoromy Gnicrepi; o | Guicrepy s kaprosuil kopobui

METOJECT"
solution for infection, 50 mg/ml,

0.40

mi 20

mg of solution in pre-filled

syringe; 1 syringe with embedded injection needle in contonr cell blister; I blister

in carton box

IKCpaia-imnoprep
Importing country

Yrpalua
Ukraine

Pecerpaniiine nocsiueniy No

MA No

Banacnux P
MA Holder

Cuna pit/ Axvusnicrs
Strength / Potency

Hara napoGumraa
| Date of manufacture
Poamip naxysainis

Package size

Possip cepun
Batch size

Megpax Desennmadyr dnop
KIiHinle
Hlneiansupenapare MGX,
Himeusiina
Medac Gesellschaft fur
klinische Spezialpraparate
m.b.H., Germany
MRMOMPLKCam
methotrexate

20 My {mg)

27.04.2020

Homep cepii
Beartch muniher

1 A.lfff";%;;')(:bm chdp.im o

LDosage form

TepsMin npUAATHOCTI

Expiry date

NeUA/S873/01/02

D200273C

POIUMH 1A
in'"cKuif
selution for

27.04.2022

Haspa i appeca plistror
Bll])ﬂﬁ}ll[l['l"ﬂﬁ i KOHTPBIIO
SIROCTI

Name and address of
manafucturing site(s)

Menax I'esennutadir qnop
kiininie
Minenirnpupenapare moX,
Himeuunna
Teareputpacee, 6, 22880
Benenn, Himeuunna

Medac Gesellschaft fur
klinische Spezictpraparate
m.b.IL, Germany
Theatersirasse 6, 22880 Wedel,
Germany

T'moX, Hinteurnna
Em PDapmanapk, 068061
Jleceay-Pocenay, Hiserminna

Oncotec Pharma Prodidktion

Ourorex Papma I'lpo.&}mmu '

onuH 1tnpHIL n‘éﬁEC'réﬁi:m T naKypaHHs Gnicrep
0.40  mn Puckage type blister
single syringe in blister,
0.40 ml
- Jlarta pcnuimf“;; ' o
1517 yn/pe. Date of release 03.09.2020
Eran supobuunrea Ne niuensii na supobunurse | [piseume
Stage of manufacturing N of manufucturing license YHOBHOBKEHOT
acobn
Nume of
Qunalified Person
Bupobuuk, wo signosinac 3a | DE_SH_01_MIA_2020 0015 Christoph
Miihlenbrock

BTOPHINIE NAKYRAIN,
MapKypanus, 1
KOHTpONs/BHIIpOGYBatg
cepif ra 3a BHITYCK cepil:

Manufacturer responsible for
secondary packaging,
labelling, batch
controt/testing and hatch
release;

BupobHuk, 10 BIAMORIAE 38
SHPOGHHULTBO NIKAPELKOLO
-'jIlU(.)G)fs HCPBHUHHE
NaKyBaHHs,

KOTPOAL/ BUNpoOyBaliig
cepil:

Manufacturer respansible for

CDE ST 01 MIA 2018 0004

D, Herfurth

cTop. 132
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Gmbll, Germany ' dtug;ir};(her primary
Am Plhermapenrk, 06861 packaging, batch
Dessan-Rosstan, Germany control/testing:

[lam cepruiikaron sacsiiuycsio, me BHIesasaa ingopmais © qoeroripiioro i rounow. Lis cepis aiapebkoro
aacofy Oyna BUrOTORNEHA, BKIIOMAIONH YITAKOBKY | KOHTPONL AKOCTI HA BHINCBRA3ANIH nsHii (ingnkax) B nosniii
siosinnocti ;o sumor GMP, seratosiennX MiCUEBHM PeryJITopIHM OPratoM, 1y BiuioBigHocTi 10 crienndiraitiii
Topragoi stinessii kpaiHu-isnoprepa. Hpotokonu sUpoGHUITTEA, YIAKOBKH | ananizy cepii 6yno posiasiyro i
BH3HAHO Bianosigunmu o GMP,

Buineskasata cepis exsancna s peanizaii.

We hereby certify that the above information is authentic and accurate. This batch of product has been manufuctured,
including packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements
of the local Regulatory Awthority and with the specifications in the Marketing Authorization of the importing country.
The hatch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Above mentioned batch is veleased for market.

Jara/ Date  16.09.2020
//{:m
g
AL

me
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JEPXJIIKCITYXXBA
JEP)KABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KHiBCBKIN OBJACTI

npocnekt Banepis JloGaxoscbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPIIOY 37078774

BUCHOBOK
npo siKicTh BBe3eHOro B Y KpaiHy JiKapcbKoro 3ac00y

18.01.2021 Ne 270/21/10

METO/UKEKT®

(naiiMeHyBaHH fikapcbKoro 3acofy 3riaHo 3 peECTpauifiHKM NOCBIHEHHAM)
po3umH s i’ exuiii, 50 mr/ma no 0,40 ma (20 Mr) po3uHHY y NONEPEAHLO 3aM0BHEHOMY
mnpuui; no 1 mnpuimy pasom i3 BOy10BaHOI0 iH'eKiiTHOIO rOJIKOK0 B KOHTYPHOMY
yapyHnkoBomy OJicrepi; mo 1 Gaicrepy B KapToHHii Kopolui

((popma BHNYCKY, A03YBaHHA, BHIL NAKYBaHHA nikapebkoro 3acoby)
Homep peecrpauiitioro nocsinuenns UA/5873/01/02 crpox aii peectpauiiitoro nocsiguenns 12.06.2022
Cepis nikapebkoro 3acoby Ne D200273C KinbkicTs BBE3EHOrO Mikapcbkoro sacody 50

BupoOHHK Menax Iesenpmadt drop kninime lnenianpnpenapare M6X, Himeuunna

(HaliMeHyBaHHA BUPOOHMKA NIKApCLKOTO 3aco0y, KpaiHa NOXOLKEHHA)

BeseHo B Ykpainy Crii/ibHe YKPATHCHK0-€CTOHChKE NIANPHEMCTBO Y ¢dopmi ToBapucTBa
3 obmezxenoio BianosizaabHicTo "OnriMa-®apm, JIT/L", inen. xox:
21642228

(naiiMenyBaHs Ta koa 3a €/IPTIOY opuanyHor ocobu a60 npizsHuuLLe, iM's, N0 6aTbKOBI (Pi3H4HOT
ocoBu - nianpuemus, 1 Micue NpoKUBAHHA Ta peecTpauiiinuii Homep 06aiK0BOT KAPTKH MAATHHKA
noaatkis abo cepis Ta HOMEp nacropra)

MpoTOKO Bi3yaNbHOTO KOHTPOIIO Bill 06.01.2021 »: 0018/18.

3a pesyJibTaTaMH JEP/KABHOrO KOHTPOMK ~ BCTAHOBICHO, IO nikapcekuii  3aci6  BBeseno B Vkpaidy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTBA UIONO 3abe3neyeHHs AROCT NiKapchKuX 3acobis.
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