JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

19.05.2026 Ne 23577/26/10

JAKAPBA3ZUH MEJIAK

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
NOPOLIOK /ISl NPUTOTYBAHHS PO3YMHY AJs iH’eknii abo indy3iit mo 200 mr; 10 ¢parakonis 3
NOPOLIKOM Y KOPOOLi 3 KApTOHY

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsiguerns UA/6987/01/02 crpox nii peecrpauiitnoro nocsimaerns 01.01.2099

Cepis mixapcekoro 3aco6y Ne N250696A Kinekicts BBe3eHOro Jikapeskoro 3acoby 40
Bupo6ryik Menak I'esensmadt ¢rop xiininie Hneniansnpenapare M6X, Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-eCTOHChKe MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremnd, i Miclie NpoKHUBaHHS Ta peecTpaniifHuii Homep 001ikoBOT KapTKH MJIaTHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 19.05.2026 Ne 1333/1.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)
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Nikapcbkuin 3acit

OAKAPBA3WH MEOAK

MOPOLLIOK ANSA NPUroTyBaHHA PO34MHY ANs iH'ekUin abo iHdysin no 200 mr;

10 donakoHiB 3 NOPOLLKOM Y KOpoOLli 3 KApTOHY

Drug product DACARBAZINE MIEDAC
powder for solution for injection or infusion of 200 mg; 10 vials with powder
in a carton
[irova pedvoBuHa Hakap6asuH
Active ingredient Dacarbazine
Homep cepii N250696A
Batch number
Hata BupoOHuUTBa 13.11.2025 Tepmin 13.11.2028
Date of manufacture NPUAATHOCTI
Expiry date
NOKA3HUK  CMELM®IKALIS PE3YJIILTAT AHANI3Y
TEST SPECIFICATION TEST RESULT
Onuc Binuir abo 6nigo-xoBTWIA NopoLLoKk abo creveHa Bignosigae Bumoram
maca.
Appearance A white or pale yellow powder or caked mass. Complies
Mpo3opicTb BigHoBneHW po3yuH - Npo3opuii Bignosigae sumoram

BiAHOBINEHOr0 PO34YUHY
Clarity of the reconstituted
solution

(FPh. Eur. 2.2.1)

The reconstituted solution is clear

Complies

MexaHiuHi BKNOYEHHSA:
Particulate matter:
Buaumi yacTtku

Visible particles
(Ph. Eur. 2.9.20)

BigHoBneHuin po3umH NoBuHEH BYTU NPaKTUYHO
BiNbHUM Bif BUAUMUX YaCTOK.

The reconstituted solution must be practically
free from visible particles.

Heesugumi yacTku
Sub-visible particles
(Ph. Eur. 2.9.19)

Bignoeigae Bumoram

Complies

He Ginbwe 6000 vyacTok/cpnakoH (4acTku

= 10 MKm).

Not more than 6000 particles/vial (particles
=10 um).

132

He Ginkwe 600 yacTok/hnakoH (MacTku

= 25 MKm).

Not more than 600 particles/vial (particles
= 26 ym).

CtyniHb 3a6apBrieHHs
BiAHOBEHOro Po3ynHy
Degree of colour of the
reconstituted solution

IHTEHCKHBHICTL 3abapBneHHs BUNpoboByBaHOro
PO3YMHY HE NOBKMHHA NepeBuLLyBaTU
IHTEHCMBHOCTI 3a0apBMeHHA }KOBTOMO PO3YUHY
NOPIBHAHHS.

The colour intensity of the sample solution must
not be more than the colour intensity of the
yellow reference solution.

Abcopbuis He Binblie 0,050.
Absorbance of nof more than 0.050.

Bignoeigae sumoram

Complies

0,001

Yac BigHOBNEHHSA
Reconstitution time

< 2 XB.
<2 min.
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Bignosigae sumoram
Complies
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NOKA3HUK CNEUNDIKALIA PE3YJIIbTAT AHATI3Y
TEST SPECIFICATION TEST RESULT

OpHopigHicTb gOo30BaHUX
OANHULb

Uniformity of dosage units
(Ph. Eur. 2.9.40)

Bignosigae sumoram

Complies

Bignosigae Bumoram

Complies

lpeHTUpikauin:
{dentification:

A) nakapbasuH
A) dacarbazine
(TLC)

[NoauTnBHa peakuis
Positive reaction

Bignosigae Bumoram
Complies

B) kucnoTa numoHHa
B) citric acid

Mo3uTuBHA peakuis
Positive reaction

Bignoeigae sumoram
Complies

B) maHiton
C) mannitol

Mo3auTrBHa peakuis
Positive reaction

BianoBigae Bumoram
Complies

CynyTHI AoMilKu:
Related substances:

2-A3arinoKcaHTuH He 6inbwe 1,0 % < 0,06 %
2-Azahypoxanthine Not more than 1.0 %
Byaob-sKa iHWa gomiwka He 6Ginbwe 0,5 % < 0,06 %
Any other impurity Not more than 0.5 %
Cyma [oMiLIoK He GinbLwe 3,0 % <0,1%
Total impurities Not more than 3.0 %
pH 3,0-4,0 3,6
pH 3.0-4.0
(Ph. Eur. 2.2.3)
Bopa He Ginbwe 1,5 % <05%
Water Not more than 1.5 %
(Ph. Eur. 2.5.12)
KinbkicHe BU3HayYeHHsA 95-105 % 100 %
Assay 95-105 %
BbakrepianbHi < 0,2 MO/wr. Bignosigae sumoram
€HAOTOKCUHWN <0.2 1U/mg.

Bacterial endotoxins
(Ph. Eur. 2.6.14)

Complies

CrepunbHicTb
Sterility
(Fh. Eur. 26.1)

Bionogigae Bumoram
Complies

Bipnosigae Bumoram
Complies

Lle cepTudikart 3acsiguye, Wo UA cepis nikapcbkoro 3acoby npoiwna nepesipky signosigHo go GMP Ta
3aTBEpOPKEHUNX NpoLeayp KoHTponto. Jlikapcbkuia 3acid Bi,u,noai,u, ; am cneymdikadlii.

It is hereby certified that this product batch has been an
approved control procedures. The product meets all requir
oy “ifﬁ'%
o

3acT. kepiBHUKa Bigginy KOHTpOmM AKOCTI
Deputy Head of Quality Control

.i" |
ATUTIT ~

(o)
® \.
[ata/Date 01.04.2026 Z &

Fode) G : )
St CTopiHka 2 i3 2
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CERTIFICATE OF CONFORMITY No.: 0104261226
Name of product: OAKAPEA3WH MEJAK - Dacarbazine medac
Importing Country: Ukraine MA-No.: UA/6987/01/02
Strength / Potency: 200,0 mg Batch No.: N250696A
Dosage form: Powder f. inj./inf.  Batch No. (Bulk): FP2501898
lLicence Holder: medac Manufacturing date:  13.11.2025
Expiry date: 13.11.2028
Package size: 10 vials Date of release: 26.03.2026
Package type: 20R-vial
Amount released: 100
Name and address Stage of No. of manufacturing Name of Qualified
of manufacturer; manufacturing licence or GMP certificate Person
Oncomed Manuf. A.S. Bulk product sukls332283/2025 J. Frybortova

Karasek 2229/1b 621 00
Brno Czech Republic

medac GmbH Finished product DE_SH_01_MIA_2025_0014  A. BuBmeyer
TheaterstraBe 6 and release

22880 Wedel

Germany

Results of analysis: see separate Certificate of Analysis

Comments/remarks: none

| 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 O Steffen Dirks
authorising the batch release: B Dr. Christoph Miihlenbrock

[0 Agnes BuBmeyer
[0 Dr. Aron Westendorf

O Jan VoB
otstrap
Pharmacist, QP according Article 48, Di Qe}»o}ive 2001/83%@
- AG
,Ads G
“Tl- 4PR - 2026 o
Date of Signature Signature Q a@ed e
d’(? ” Qj‘
2, s
il Wede
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Mepeknapg 3 aHMmMiNCbKOI Ta HIMELLKOT Ha YKPaiHCbKY
/nozomun: «medak» (medac)/

CEPTUDIKAT BIANOBIOHOCTI Homep: 0104261226
Hassa npenaparty: OAKAPBA3NH MEJAK — Dacarbazine medac
KpaiHa-imnopTep: Ykpaina PeecTpauinHe

noceigyeHHs Ne: UA/6987/01/02
Cwvna pii / AktvBHicTb:  200,0 mr Cepist Ne: N250696A
Nikapceka opma: Mop. Aa. iv'eku./inp. Cepisi Ne (Bulk): FP2501898
BnacHuk niueHsii: «Mmegak» (medac)  [arta BupobHuurea:  13.11.2025

Tepmin npugaTHocTi:  13.11.2028
Poamip ynakosku: 10 hnakoHis Hara Bunycky: 26.03.2026
Twn ynakosku: ®nakoH 20R
O6’em Bunycky: 100
Hassa Ta agpeca Etan Homep Jliuensii Ha M’ ynoBHOBaXEHOT
BUPOBHMKa BUpoGHULTBA BUMpPOGHMLTBO abo ocobu

CepTtudpikaty HBIM (GMP)

«OHkomen Bulk-npogyxr sukls332283/2025 . dpubopTosa
MeHbtodekyepiHr A.C.» (J. Frybortova)
(Oncomed
Manufacturing A.S.)
Kapacek 2229/16
(Karasek 2229/1b)
621 00 BpHo
Yecbka Pecnybnika
«megak Mm6X» lotoBwin npogykt DE_SH_01_MIA_ 2025 0014 A. Byccmeep
(medac GmbH) Ta BMNYCK (A. BuBpmeyer)
TeatepwTpacce 6
(TheaterstralRe 6)
22880 Bepenb
HimeuunHa
PesynbTatu aHaniay: AuBITLCS okpemunin CepTudikaT aHanisy

KomeHTapi/3ayBaxeHHsi: Hemae

Lum s nigTBEpaXyto Te, Lo BULLIEBKa3aHa iHpopMaLlis € AOCTOBIPHOIO Ta TOYHOM. Lia cepis
npoaykTy 6yna BMroToBneHa, BKNoYa4u nakyBaHHA/MapKyBaHHSA Ta KOHTPOIb SIKOCTi, Ha
BULLE3a3Ha4YeHUX BUPOBHUYMX AinsHKax y noBHIn BignosigHocTi 3 Bumoramu HBIM (GMP)
MiCLIEBOro perynsTopHOro opraHy Ta 3i cneyudikauismv o PeecTpauiiHOro nocsigyeHHsi KpaiHu-
imnopTepa. NMpouec BupobHULUTBA, NaKyBaHHA Ta pe3ynbTaTv aHanisy cepii 6ynv nepeeipeHi Ta
BM3HaHi Takumu, Wo BignosigatoTe BuMmoram HBIM (GMP). BuweskasaHa cepisi BunyLieHa ans
EKCropTy.

Im’a Ta nocapa ocobw, wo Hagae
[A03BiN Ha BUNYCK cepii:

Wredpdpen [ipke (Steffen Dirks)

a-p Kpictrod MioneH6pok (Christoph Mihlenbrock)
ArHec byccmeep (Agnes BuBmeyer)

ApoH BecteHgopd (Aron Westendorf)

Ax docc (Jan Vold)

OooomO

dapmauesT, YO 3rigHo ctaTTi 48, [upektuea 2001/83/EC

14-KBI-2026 /nidnucaHo/
Hara nignucy Mignuc ynoBHoBaXeHOi 0cobu

/nevyamka: «medak F'm6X» (medac GmbH); Teamepwmpacce 6 (Theaterstralle 6); 22880 Bedenb Himeyyura/
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