JIEPPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
V JTHINPONETPOBCLKII OBJIACTI

Juinpo, n.Cobopra,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koz €IPTIOY 37070665

BHUCHOBOK
Npo SKICTH BBE3¢HOr0 B YKpaiHy JIiKapchKoro 3acody
13.05.2026 Ne 23476/26/04
MEJAKCA

(HAVMCHYBAHHS THKAPELKOTO 3ac06Y 3TiHO 3 peecTpanifenM TOCR1TYeHIM)
KOHUEHTPAT AJIs Po3unHy AJs indysii, 5 mr/ma; no 40 ma y paaxoni; mo 1 guaxony B
KApTOHHIH Kopooui

{hopmMa BAITYCKY, 03YBAHIL, BH/| IaKyBAHHS TIKapCLKoro 3aco0y)
Howmep peecrpauiinoro mocsimpucrsst UA/4884/02/01 crpox aii peecrpauiitroro nocsimserms 13.12.2029
Cepis nixapcskoro sacody Ne M250606A KinbKicTs BBE3CHOTO JiKapchKoro 3acofy S00

Menaxk lezenpmadr drop kniniure HIneniamsnpenapate MOX,

Bupobuuk ;
Himevuuna
(mafiveHyBanHs BUpoCHUKA JIKapChKoro 2acoly, KpaiHa I0X0KEHHS)
Beeseno B Ykpainy Tosapucrpo 3 o0mMexeHor BignosizanpnicTo "Benta JITH", inenr.

koa: 21947206

(najimMerrypanss Ta ko 3a €JIPTIOV opumraol ocoGi aGo Tpi3BuIre, iM', 1o GaThKoBi
(IsHIIO 0cOGU - THATIPHEMIIS, 1i MiCIIE IIPOXMUBAHHS Ta PecCTpariiimit 1oMep oOmiKoBol
KApPTKH [ATHHIA ToJaTKiB abo cepis Ta HoMep 11acIopTa)

Iporoxon Bizyamsuoro konrpoemo six 07.05.2026 Ne 03-01/1164/5.

3a PC3YILTATAME JCPKABHOLO KOHTPOIKO BCTAHOBICHO, INO JIKADCHKMH 3aCi0 BBE3EHO B YKpaiHy 3

JTOTPHUMAHHSAM BHMOT 3aKOHOXABCTBA 100 3a0E3MEUeHHA AKOCT] JIKAPCHKIX 3ac00IB.

Hauanbuuk Jlepxarnoi cinyxou 3

NIKApChKUX 3aCO0IB Ta KOHTPOIIO 32
HapKOTHKaMH ¥ JIHIIPOIETPOBCHKIN
obmacti 7

A = A t, ool . e
(1ocajiosa 0coQd it { HTPOTIIO) (yx@\_/ (1M1 Ta TIPI3BHILE)

AA. [dparan
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Jlikapcbkuin 3aci6

Drug product

[itova pevosuHa

MEOAKCA

KOHUEeHTpaT Ans po3yunHy Ans iHdysii, 5 mr/mn; no 40 mn
(200 mr) y donakoHi; no 1 hnakoHy B KAPTOHHIN KOpoOLi

MEDAXA

concentrate for solution for infusion, 5 mg/ml; 40 ml (200 mg) in

a vial; 1 vial in a carton
OkcaninnaTtuH

Active ingredient Oxaliplatin
Howmep cepii M250606A
Batch number
[arta BupobHuuTea 01.10.2025 Tepmin npugaTtHocti  01.10.2028
Date of manufacture Expiry date
MOKA3HUK CNEUNDIKALIIA PE3YNILTAT AHANI3Y
TEST SPECIFICATION TEST RESULT

Onuc po3uuHy:
Appearance of the
solution:

[MposopicTb

Clarity
(Ph. Eur. 2.2.1)

Po3unH mae ByTu He IHTEHCUBHILLUM
3a eTanoH |.

The solution must be not more intense
than reference solution |.

Bignosiaae Bumoram

Complies

KonboposicTb

Colour
(Ph.Emr. 2.2.2)

3abapeneHHsA po3unHy mae byt He
IHTEHCMBHILLMM 3a eTanoH Bs.

The colour of the solution must be not
more intense than reference solution
Bao.

Bignosigae Bumoram

Complies

lneHTUdikauin

BignogigHicTe 3paska Ta eTanoHHoOro

Bignosigae Bumoram

cTaHgapry.

Identification The sample and reference standard Complies
comply.

pH 4,0-7,0 53

pH 4.0-7.0

(Ph. Eur. 22.3)

CynyTHi goMiluKK:

Related compounds:

Howmiwka A <0,3% 0,10 %

Impurity A <03%

[omiwka B <04 % 0,20 %

Impurity B <04 %

Howmiwwka C <01% < 0,06 %

Impurity C <0.1%

Byab-siki iHLWi goMmiLuKy <0,2% 0,1 %

CropiHka 13 3
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NMOKA3HUK CNEUMN®IKALIA PE3YJILTAT AHANI3Y
TEST SPECIFICATION TEST RESULT
Any other impurities £02%
Cyma HecneuudpikoBaHux | <0,6 % 0,2 %
[OMILLIOK
Sum of unspecified <0.6%
impurities
Bcboro aomillok <1,0% 0,5%
Total impurities £1.0%
KinbkicHe BU3Ha4YeHHA 95,0-105,0 % 98,3 %
Assay 95.0-105.0 %
0O6’em, wo BuraraeTbca | 200 mr/40 mn: 2 40 mn 41 mn (ml)

Extractable volume
(Ph. Eur. 2.9.17)

200 mg/40 ml: =z 40 ml

BakrepianbHi
eHAOTOKCUHUN
Bacterial endofoxins
(Ph. Eur. 2.6.14)

< 5 MO/mn

<5 EU/mI

Bignosigae Bumoram

Complies

Buaumi yactku
Visible particles
(Ph. Eur. 2.9.20)

Bugumi yacTtikn BigCyTHI.
Visible particles are absent.

Bignosigae Bumoram
Complies

HeBugumi yacTtku:
Sub-visible particles:
(Ph. Eur. 2.9.19, Method 1)

(Ph. Eur. 2.6.1)

= 10 mMkm: He Ginbwe 6000 YacTok/dnakoH 24

210 um: not more than 6000 particles/vial

= 25 MKM: He Ginbwe 600 YacTok/pnakoH 0

=25 um: not more than 600 particles/vial

CrepunbHicTb CrepunbHui Bignosigae sBumoram
Sterility Sterile Complies

OpHopigHicTb
[030BaHUX OOUHULb

Uniformity of dosage units
(Ph. Eur. 2.9.40)

He meHwe abo gopisHioE
MaKkcUMarnbHO NpUnycTuMomy
npuAManbHOMYy Yucny.

Not less than or equal to the maximum
allowed acceptance value.

Bignosinae sumoram

Complies

[Howmiwka A: eTaHgiosa kucnoTa (Waeneea KMcnora)

Impurity A: Ethanedioic acid (Oxalic acid)

[Howmiwka B: (SP-4-2)-piakea[(1R,2R)-umknorekcan-1,2-giamiH-kN, kN'lnnatuH (giakeogiamiHouuknorekcaHnnaTtuHa)
Impurity B: (SP-4-2)-diaqual[(1R, 2R)-cyclohexane-1, 2-diamine-kN,kN']platinum (diaquodiaminocyclohexaneplatinum)
Homiwka C: (OC-6-33)-[(1R,2R)-unknorekcan-1,2-giamit-kN,kN'][erananoaTto(2-)- kO1,k02] aurigpokcunnartuH
Impurity C: (OC-6-33)-[(1R, 2R)-cyclohexane-1,2-diamine-kN,kN']fethanedioato(2-)- kO1,k02]dihydroxyplatinum

CropiHka 2 i3 3
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Llei cepTudpikaT 3acBiguyye, Lo Usi cepia nikapcbkoro 3acoby npoiiina nepesipky BiAnoBigHo Ao
GMP Ta 3aTBepaxeHux npoueayp koHTponio. Jlikapcbkuin 3acib Bignosigae Bcim BUMoOram
crneuundikauii.

It is hereby certified that this product batch has been analyzed in compliance with GMP and with
the approved control procedures. The product meets all ts of the specification.

3acT. kepiBHUKa Bigainy KOHTPOMO SKOCTI <"'

Deputy Head of Quality Control A [ Simone Dietrich |

[ata/Date 23.03.2026 ""

CropiHka 3 i3 3



s medac

CERTIFICATE OF CONFORMITY

Name of product:

Importing Country: Ukraine MA-No.: UA/4884/02/01
Strength / Potency: 200,0 mg Batch No.: M250806A
Dosage form: Conc. f. Inf. Batch No. (Bulk): FP2501402
Licence Holder: medac Manufacturing date:  01.10.2025
Expiry date: 01.10.2028
Package size: 40 mi Date of release: 18.03.2026
Package type: 50H-vial
Amount released: 1500
Name and address Stage of No. of manufacturing Name of Qualified
of manufacturer: manufacturing licence or GMP certificate Person
Oncomed
Manufacturing A.S. Bulk product sukls332283/2025 J. Frybortova
Karasek 2229/1b
62100 Brno
Czech Republic
medac GmbH Finished product DE_SH_01_MIA_2025_0014 C Miihlenbrock
TheaterstraBBe 6 and release
22880 Wedel
Germany
Results of analysis: see separate Certificate of Analysis
Comments/remarks: none

No.: 2303260855

MEZAKCA - MEDAXA

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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.

Name and position of person
authorising the batch release:

[ Steffen Dirks

O Dr. Christoph Mihlenbrock
O Agnes BuBmeyer

O Aron Westendorf

O Jan VoB

Pharmacist, QP according Artic @S}’b?r&:% PA81/83/EC

<

Date of Signature Sig ;é;re Qla
e 1

o




Mepeknapg 3 aHrMINCLKOT Ta HiMeLbKOT Ha YKpaiHCbKY
/noeomurn: «medak» (medac)/

CEPTU®IKAT BIAMOBIAHOCTI Homep: 2303260855
HasBa npenapary: MEOAKCA — MEDAXA
KpaiHa-imnopTep: YkpaiHa PeecTtpauiiHe
noceig4yeHHs Ne: UA/4884/02/01
Cwvna paii / AktmBHictb:  200,0 mr Cepist Ne: M250606A
Jlikapcbka chopma: KoHU. Aa. iH. Cepis Ne (Bulk): FP2501402
BnacHuk niyeHsii: «Megak» (medac) [lata BupobHuuTBa: 01.10.2025
TepmiH npngatHocTi:  01.10.2028
Poamip ynakoBku: 40 mn [arta Bunycky: 18.03.2026
Tun ynakoBKu: ®nakoH 50H
O6’em BUNycCKy: 1500
HasBa Ta agpeca Etan Homep JliueHsii Ha IM’s1 ynoBHOBa)KeHOoT
BUpOBHUKa BUPOBHULTBA BUpo6HNLTBO abo ocobu
Ceptudikaty HBIM (GMP)
«OHkomeq Bulk-npoaykt sukls332283/2025 . dpubopTtosa
MeHblodek4yepir, A.C.» (J. Frybortova)
(Oncomed
Manufacturing A.S.)
Kapacek 2229/16
(Karasek 2229/1b)
621 00 BpHo
Yecbka Pecnybnika
«Mmepak MmeX» FotoBun npogykt DE_SH_01_MIA_2025 0014 K. MioneH6pok
(medac GmbH) Ta BMNycK (C. Muhlenbrock)
TeaTepLwitpacce 6
(Theaterstralie 6)
22880 Bepenb
HimeyunHa
Pesynbtatn aHaniay: AVBITbCA okpemuii CepTudpikat aHanisy

KomeHTapi/3ayBaxeHHs: HeMae

Linm qa niaTBepaXyto Te, LWO BULLIEBKa3aHa iHopmalLlis € 4OCTOBIpHOW Ta TOYHOL. Lia cepis
npoaykTy 6yna BUroToBreHa, BKMoYayn nakyBaHHS/MapKyBaHHSA Ta KOHTPOIb SIKOCTI, Ha
BULLE3a3Ha4YeHnX BUPOBHMYNX AinsHKax y NOBHIN BignosigHocTi 3 BuMoramu HBIM (GMP)
MicLIeBOro perynsaTopHOro opraHy Ta 3i cneyudikauigsmm ao PeecTpauiiHOro NocBigYeHHs KpaiHu-
iMnopTepa. MNpouec BUpoOHULTBA, NaKyBaHHA Ta pe3ynbTaTh aHanisy cepii 6ynu nepesipeHi Ta
BM3HaHi Takumu, Wo BignosigatoTe Bumoram HBIM (GMP). BulleBkasaHa cepis BunyLieHa ans
eKcropTy.

IM’a Ta nocaga ocobu, Wo Haaae
[03BiI Ha BUNYCK cepii:

LWteddeH Lipkc (Steffen Dirks)

A-p Kpictocd Mionen6pok (Christoph Muhlenbrock)
ArHec Byccmeep (Agnes BuPmeyer)

ApoH BecteHgopd (Aron Westendorf)

AH docc (Jan Vold)

OoooOomn.m

®apmauesT, YO srigHo cTatTi 48, OQupektuea 2001/83/EC

24.03.2026 /nidnucaHo/
HaTta nignucy Mignuc ynoBHoBaXeHOi ocobu

/neqamka: «medak NmM6X» (medac GmbH); Teamepwmpacce 6 (Theaterstral3e 6); 22880 Bedernb Himey4yuHa/
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