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A& Certificate of Analysis

CEPTUDIKAT AKOCTI/ CERTIFICATE OF ANALYSIS Ne 0811241116

Hikapcbkun 3acid BMOOPOYPALIMIA MEBAK
po3unH ans iK'ekuih, 50 mrimn; no 100 mn posdviy y hnakoHi; 1o 1
(hnaKkoHy B KapPTOHHIA KopoBLy

FLUORQURACIL MEDAC
Drug product solution for injection, 50 mg/mi; 100 ml solution in a vial; 1 vial ina
carton
Jitova pevosura dritoopoypauun
Active ingredient Fluorouracil
Homep cepii H240473A
Batch number :
Hata sBupobruurea 28.08.2024 Tepmit npugatHocTi 28.08.2026
Date of manufacture Expiry date
NMOKA3HUK CNEUNDPIKALIA PE3YNbTAT
TEST SPECIFICATION AHANIZY
TEST RESULT
Onuc Mposopuit 6esbapsHui abo malie BesbapaHuit Bigrniosigae
DOJYUH. BUMOram
Description Clear, colourless or almost colourless solution. Complies B
IpenTudsikauis:
[dentification.
Yd-cnektp A. YneTpadioneTosuid CNekTp nornuHaxHs Binnosinae
UV-spectrum BUMPOBOBYBAHOTO PO3UNHY MOBYHEH MaTK Makcumym | BUMOram
i MiHIMYM MpY TUX Ke [OBXMHEX XBUMb, WO i cnekTp
po3vuHy CTaHAapTY.
A. The ultraviolet ahsorption spectrum of the sample | Complies
solution must have its maximum and minimum at the
same wavelengths as of the spectrum of the
reference solution,
TLIX B. Ha xpomarorpami sunpoBoByBaHoro posunHy Bipnosinae
TLC NOBUHHA 3'ABUTUCH MNAMA, WO Mae 3HaYeHHa Ry, aky | BumMoram
NASMM Ha XpomaTorpami po34uHy NOPIBHRHHSA.
B. In the chromatogram of the sample solution, a spot | Complies
must appear with Rr-value as of the spot in the
chromatogram of the reference solution.
Mposopictb Mpenapat nosuiHeH BYTH NPO30pUM. Binnosinae
‘ BUAMOram
Clarity Drug product must be clear. Complies
(Ph.Eur. 2.2.1)
KonwoposicThb 3abapBreHHR PO3UMHY NOBUHHO OyTH He Bignosigae
HTEHCUBHILLMM 38 eTanoH Ye. BUMOTram
Colour The colour of the solution.must be not more intense Complies
(Ph.Eur, 2.2.2, method i) than reference solution Y.
| pH Big 8,5 no 9,1. , 8,9
Crop. 1133
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CEPTUGDIKAT AKOQCTI/ CERTIFICATE OF ANALYSIS Ne 0811241116
NOKA3HUK CTIELIMDIKALIA PE3YNLTAT
TEST SPECIFICATION AHANIZY
TEST RESULT

pH From 8.5 to 8.1.

(Ph.Eur, 2.2.3)

CynyTHi gomiwm:

Related substances:

A. Domiwka G (cevoBura) | He Binblue 4 % s4%

Impurity G (Urea) Not more than 4 %

B. Homiwxka A He 6inbwe 0,1 % < 0,06 %

(6apOiTyposa ucnoTa)
Impurity A (Barbituric acid) | Not more than 0.1 %
(Ph.Eur, 2.2.29)

Nowmiuxa B He Ginbie 0,1 % < 0,06 %
{5-rippoxcuypaumn)
Impurity B (5-Hydroxyuracil) | Not more than 0.1 %
(Ph.Eur. 2.2.29)

Homiwxka C (ypaumn) He 6inble 0,1 % < 0,06 %
Impurity C (Uracil) Not more than 0.1 %

(Ph.Eur. 2.2.29)

Homiwka D He Ginowe 0,1 % < 0,06 %

{5-meToKCUYpauun)
Impurity D (5-Methoxyuracil) | Not more than 0.1 %
(Ph.Eur. 2.2.29)

Domimka E He 6insie 0,1 % < 0,06 %
(5-xnopoypauun)
Impurity E (6-Chlorouracil) Not more than 0.1 %
(Ph.Eur. 2.2.29)

IHwa oguHnyHa nomilka He Binbwe 0,1 % < 0,06 %
Single unspecified impurity | Not more than 0.7 %
(Ph.Eur. 2.2.29)

Cyma pgomitoi He 6inbwe 0,5 % < 0,06 %
Total impurities Not more than 0.5 %
(Ph.Eur. 2.2.29)
BinbHun cropug He Binbwe 0,1 % < 0,06 %
Free fluoride Not more than 0.7 %
KinbricHe BuaHavueHHs Bip 47,5 no 52,5 mr/mn chrniocopoypaumny 98,9 %

(Bin 95 % pno 105 % sig 3as88116HOT KINLKOCTI) 49,4 wr/vn (mg/mj)
Assay From 47.5 to 2.5 mg/ml of fluorouraci

(From 95 % to 105 % of the declared amount)
CrepunbHicTs Mpenapar nosuHer GyTy CTEPUBLHAM, Binnosinae

BUMOram

Sterility Drug product must be stetile. Complies
(Ph.Eur, 2.6.1)
Bakrepiankui He Ginbwe 0,33 MO/mr dirioopoypauuny. Bignosipae
EHAOTOKCUHMN BUMOTam
Bacterial endotoxins Not more than 0.33 IU/mg of fluorouracil. Complies
(Ph.Eur. 2.6.14)
Ob6’eM, WO BUTAracThcN Ons 100 mn — He meHwe 100,0 mn, 100,8 mn (mi)
Extractable volume For 100 m! - not less than 100.0 ml.

Crop.2i33



o VV-QUAL-021028
s

aC Certificate of Analysis

2.0
Titel: ] Certificate of Analysis Fiuorouracil Injection UA Page: 313
CEPTUDIKAT SIKOCTI/ CERTIFICATE OF ANALYSIS Ne 0811241116
MOKA3HUK CNELIADIKALIA PE3YIILTAT
-TEST SPECIFICATION AHATIZY
e TEST RESULT
(Ph.Eur. 2.9,17)
MexaHiuHi BKNIOYEHHA: He Ginblie 8000 YacTtok posmipom = 10 MM Ha 20
Particulate matter: KoHTeliHep.
Not more than 6000 particles of size = 10 um per
Hesuaumi yacriu container.
Sub-visible particles He Binblue 600 vyacTok poamipom = 25 MKM Ha 0
(Ph.Eur, 2.9.19) KOHTEWHED.
Not more than GO0 particles of size = 25 um per
container.
Bugumi YacTiu MpaKTiiHo BiACYTHI BUAKMMI YacTiu. Binnosigae
Visible particles BUMOram
(Ph.Eur. 2.9.20) Practically free from visible patticles, Complies

Llelt ceptudbikat saceiguye, Wo Ls cepis nikapcbkoro aacoby npolluna nepesipky BianosigHo Ao GMP Ta
3aTBEPKEHUX NPOLIBAYP KoHTROMIO. Jlikapcbkuii 3aci6 signosifae BeiM BuMoram creyndirall.

It is hereby certified that this product batch ha?e%@}zl%i,\?zed\jn compliance with GMP and with the
approved control procedures. The product meefs alftequiremé /fﬁ‘*g, i the specification,
W g W

s / L
3acr. KepiBHUKa BiAiny KOHTPOSO AKOCTI f . v ’ /
Deputy Head of Quality Control WW%@}/ LA Sonja M'Hamdi
% (%%ht)éﬁ ([:’“/
N > 5, 23‘
[lara/Date  08.11.2024 el &/
N o
Bdel ,,Z/
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CERTIFICATE OF CONFORMITY No.: 0811241116

Name of product: GJHOCPOYPALIMA MELAK - Fluorouracii medac
importing Country: Ukraine MA-No.: UA/8091/01/01
Strength / Potency: 5000,0 mg Batch No.: H240473A
Dosage form: Sol. {. inj. Batch No. (Bulk): FP2401283
Licence HHolder: medac Manufacturing date:  28.08.2024

Expiry date: 28.08.2026
Package size: 100 ml Date of release: 08.11,2024
Package type: 100H-vial
Amount released: 300
Name and address Stage of No. of manufacturing Nare of Qualifled
of manufacturer: manufacturing licence or GMP certificate Person
Oncomed Manufacturing  Bulk product sukls212535/2024 J. Frybortova
A.S.

Karasek 2229/1b 621 00
Brno Czech Republic

medac GmbH Finished product  DE_SH_01_MIA_2023_0005  C. Mihlenbrock
Theaterstrafie 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 1o be in compliance with GMP. Above mentioned batch is released
for export.

Name and position of person 0 Steffen Dirks

authorising the batch release: ‘B Dr. Christoph Miihlenbrock
O Agnes BuBmeyer
0 Aron Westendorf
0O Jan VoB

™

| eI oy
Pharmacist, QP accordyf Article 48, {)‘{?@gi e 2001/83/EC
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Mepeknag 3 aHrnifcbkoi Ta HiIMeLbKOT Ha YKpaiHCbKy
/nozomun: «medak» (medac)/

CEPTU®IKAT BIAMOBIAHOCTI Homep: 0811241116
Hassa npenapaty: ®JMOOPOYPALIMN MEJAK ~ Fluorouracil medac
KpaiHa-imnoprep: Ykpaiva PeecTpauiiiie
: noceigyeHHs Ne: UA/8091/01/01

Cwuna fii / AkTusHicte:  5000,0 mr Cepis Ne: H240473A
Nikapcbka dopma: Pos. A. iH'eKku,. Cepist Ne (Bulk): FP2401283
BnacHuk niuexaii: «mepak» (medac)  [lata BupobHuuTBa:  28.08.2024

TepmiH npuaaTHocTi:  28.08.2026
Po3Mip ynakoBKu: 100 mMn Data sunycky: 08.11.2024
Tun ynakoBku: ®dnakoH 100H
O6’em BUMycky: 300
HasBa Ta agpeca ETan Howmep JliueHsii 1a IM'st yNoBHOBaXKEHOT
BUpPOOHMKa BUpoBHUUTBA BupoGHULTBO abo ocobu

CepTtudikaty HBIM (GMP)

«OHkomeq Bulk-npogykr sukls212535/2024 . dpubopToBa
MeHbtodekyepiHr A.C.» (J. Frybortova)
(Oncomed
Manufacturing A.S.)
Kapacek 2229/16
(Karasek 2229/1b)
621 00 BpHo
Yecbka Pecnybnika
«menak FmeX» FoTtoswit npoaykt DE_SH_01_MIA_2023_0005 K. MtoneHtpok
(medac GmbH) Ta BUMYCK (C. Mihlenbrock)
TearepwTpacce 6
(Theaterstralle 6)
22880 Bepenb
Himeuuunna
Pesynbtatu aHarnisy: AMBITLCA okpemuit CepTudikaT aHarniay

KomeHTapi/sayBaXeHHs: Hemae

Lium s nigTBepaXyto Te, WO BULLEBKa3aHa iHchopmaLlis JIOCTOBIpHOIO Ta TouHoto. Lis cepia
npoaykTy Byna BUroTOBrEHa, BKITIOHaoUn NakyBaHHA/MapKyBaHHs Ta KOHTpoIb AKOCTI, Ha
BULLE3a3HAYEHUX BUPOBHUUNX AiNsiHKaX y NOBHil BIANOBIAHOCTI 3 BUMOramu HBIM (GMP)
MICLIeBOro perynsiTopHOro oprany Ta 3i cneuudikadismu o PeecTpauiiiHoro noceiA4eHHs KpaiHn-
imnopTepa. Mpouec BupobHUUTBA, NakyBaHHA Ta pesynbTatu aHaniay cepii 6ynu nepesipeHi Ta
BU3HaHi Takumu, Lo BignosinatoTs Bumoram HBIM (GMP). BuweekasaHa cepin BunywieHa ans
eKcnopTy.

IM'st Ta nocaaa ocobu, Lo Hagae o Wredden Lipke (Steffen Dirks)

[,03BiN Ha BUMNYCK cepil: » 7-p Kpictod MionerBpok (Christoph Mihlenbrock)
o Arnec Byccmeep (Agnes BuBmeyer)
o ApoH Becrergopd (Aron Westendorf)
o AH doce (Jan Vold)

dapmauesT, YO 3rigHo cTaTTi 48, [lupekTuea 2001/83/EC

11.11.2024 /nidnucaHo/
[ata nignucy Nianuc ynoBHOBaXeHOoi ocobu

/neyamxa: «medax [M6X» (medac GmbH); Teamepwmpacce 6 ( Theaterstraf3e 6); 22880 Bedens HimeuyuHa/






