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Ceprudikar ananizy Ne 0906 Bix 02.06.2023

Hasga 3pazka:

Peccerpauiiinnii nomep:
Bupobuuk:

Howmep cepil:

Micue sinbopy 3pa3ka:
3amoBHUK:
Cynposiaunii aokymenr:
AKT Binbopy 3pa3ka:
Crawn 3pa3ka:

Jdata orpumanus 3paska:
JlaTin BHKOHAHHS pobiT:
Bua koutpoaio:

Micue npoBeaenns
AiSABHOCTI:

HJL, sianogiano no sikof
NpOBOANBCH aHalNi3:

DJTIOOPOYPALIMIT MEJIAK, posuun ana in'ekuiii, 50 mr/ma, no 100 ma PO3YHHY Y
(pnaxoui; no 1 ¢nakoHy B KapToHHi#H KOpoGLI

0863.23

Menak lesenswadr grop kainiwe Lneuiansnpenapare M6X, Himeuunna
A230028A

TOB "Beura JJIT/1"

Hepiasna ciyxba Vkpainu 3 nikapcekux 3aco6iB Ta KOHTPOIO 38 HAPKOTHKAMH
Jlner Ne 3259-002.4.1/002.3/2-23 Bin 05.05.2023 p.

Ne Bin 09.05.2023

3pa3ok B cTaHi NPHAATHOMY JUIA NPOBEACHHA BUNPOGYBaHE

22.05.2023

23.05.2023 - 02.06.2023

3a posnopsikennam [lepikaBHoi ciryxGun Ykpaiku 3 aikapcbkux 3aco6iB Ta KOHTPOIIO
3a HapkoTukamu ("IM", INMocranosa 902)

I «LlentpansHa naGopaTtopia 3 aHanisy AKOCTI JiIKapchKHX 3aco0iB i MeauuHoT
NPOAYKLL»

MKA no p.n. Ne UA/8091/01/01; sminm Bin 14.03.2023 nakas Ned90

Moka3HMKw Bumoru HA |  Pesynbrath
Onuc Mposopuir Ge3baperun abo maike Ge3bapsHuin PO34MH Bianosinae
MNpo3opicTb MpenapaTt noBuHeH GyT NPO30OpUM Bianosinae
Konsoposicts 3abapeneHHa po3unHy noBuHHO ByTu He iHTeHCUBHIlLWLWMM 3a eTanol  Bignosigae
Y4
pH 85-91 9,0
OB'em, WO BATATAETLCA He meHwe 100,0 mn ?&ngai.uae
MexaHiuHi BKnioYeHHA 1. He 6inswe 6000 yacTok poamipom = 10 MKM Ha KOHTelHep. Bianosigae
He Ginbwe 600 4acTok po3mipom = 25 MKM Ha KOHTEHHep.
2. MNpakTuyHo BIACYTHI BUAWUMI YACTKM Bignosinae
¥Ynakoeka 3rigHo Bumor MKA Bianosinae

BUCHOBKH: Ceprudikar ananizy Ne 0906 sin 02.06.2023 ninteepmkye, wo nepesipenuii 3pa3ok npenapaty
OJIFOOPOYPALIMII MEJIAK, po3unH ans in'exuiit, 50 mr/mu, no 100 ma posunny y daakoni; no |
(hnakoHy B KapTOHHIil KopoOui, Ne cepu A230028A BHpOOHHUTBO Menak ["esenswadt ¢rop kniniie
Lneuiansnpenapate m6X, Himeuy mmsi};ac sumoraM MKS 1o p.n. Ne UA/8091/01/01; 3minm
Bia 14.03.2023 nakas Ned90 3a Ha .Tewma\quhe ncmamnkann
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CERTIFICATE OF CONFORMITY No.: 1104231001 Geselischatt lr kdinlsche
Spezialpraparate mbH
Name of product: ®IIOOPOYPAUMT MELAK - Fluorouracil medac
Importing Country: Ukraine MA-No.: UA/8091/01/01
Strength / Potency: 5000,0 mg Batch No.: A230028A
Dosage form: Sol. f. inj. Batch No. (Bulk): FP2202190
Licence Holder: medac Manufacturing date: 23.01.2023
Expiry date: 23.01.2025
Package size: 100 mi Date of release: 06.04.2023
Package type: 100H-vial
Amount released: 500
Name and address Stage of No. of manufacturing Name of Qualified
of manufacturer: manufacturing licence or GMP certificate Person
Oncomed Manufacturing  Bulk product sukls231649/2022 J. Frybortova

A.S.
Karasek 2229/1b 621 00
Brno Czech Republic

medac GmbH
TheaterstraBBe 6
22880 Wedel
Germany

Results of analysis:
Comments/remarks:

Finished product DE_SH_01_MIA_2023_0005 A.Schrdder
and release

see separate Certificate of Analysis
none

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging 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: O Dr. Christoph Mihlenbrock

1 Aske Schroder
O Aron Westendorf
O Jan VoB

xelStr—=
Pharmacist, QP accordj Q\aﬂ“cletl , Dimer

AN Oy JO2 3

Date of Signature




CEPTUDIKAT AKOCTI/ CERTIFICATE OF ANALYSIS Ne 1104231001

Mmecac

Gesellschaft fir klinische
Spezialpraparate mbH

MOKA3HUK CNEUMDIKALIA PE3YIbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
MexaHiuHi BKnoYeHHsA: He 6inbwe 6000 YacTok poamipom = 10 MKM Ha 167
Particulate matter: KOHTENHEp.
Not more than 6000 particles of size = 10 um per
Hesuaumi yactim container.
Sub-visible particles He 6inbwe 600 YacTok poamipom = 25 MKM Ha i
(Ph.Eur. 2.9.19) KOHTEWHEp.
Not more than 600 particles of size = 25 um per
container.
Bupumi 4actiun MpakTu4HO BiACYTHI BUAUMI YacTKu, Bignoeigae
Visible particles Practically free from visible particles. BUMOram
(Ph.Eur. 2.9.20) Complies

Llein cepTudikat saceiguye, Wo ua cepis nikapceioro 3acoby npoiiwna nepeeipiky signosigHo Ao GMP Ta
3aTeepmKeHUX npoueayp KoHTponio. Jlikapcbkuin 3acit signosigae Bcim Bumoram cneuudikadii,

pliance with GMP and with the
approved control procedures. The product meets all Eqﬁfmments olfthe specification.

3acT. kepiBHUKa Bigainy KOHTPOMIO AKOCTI

Deputy Head of Quality Control Heike Jansohn

[Oata/Date 11.04.2023

ctop. 3i3 3
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CEPTU®DIKAT AKOCTI/CERTIFICATE OF ANALYSIS Ne 1104231001

Nikapcbkuia 3acid

DJIIOOPOYPALIVIT MEOAK
posunH aAns iH'ekuin, 50 mr/mn; no 100 mn po3ay
¢nakoHy B KapTOHHI kopobui

Gesellschatft fir klinische
Spezialpréparate mbH

WHY y cpnakoHi; no 1

FLUOROURACIL MEDAC
Drug product solution for injection, 50 mg/ml; 100 ml solution in a vial; 1 vial in a
carton
[Litova peyoBuHa dnroopoypaumn
Active ingredient Fluorouracil
Homep cepii A230028A
Batch number
[ara BupobHuuTBa 23.01.2028 TepmiH npyuaaTHOCTI 23.01.2025
Date of manufacture Expiry date
NMOKA3HUK CNEUN®PIKALIA PE3YINbLTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onuc Mpo3aopuin 6esbapeHuin abo maimke GeadbapeHUiA Bianosigae
PO34UH. BUMOram
Description Clear, colourless or almost colourless solution. Complies
laenTudikayin:
Identification:
Y®-cnekrp A. YnbTpadioneToBuit cnekTp NornnuHaHHA Bignosipae
UV-spectrum BUNPOBOBYBAHOrO PO3YUHY NOBUHEH MATK MakcUMyM | BUMOram
i MIHIMYM NpW TUX YKe AOBXWHAaX XBUnb, WO i cnekTp
PO34UHY CTaHAApTY.
A. The ultraviolet absorption spectrum of the sample | Complies
solution must have its maximum and minimum at the
same wavelengths as of the spectrum of the
reference solution.
TLUX B. Ha xpomaTtorpami Bunpo6oByBaHOro po3quHy Bignosigae
TG NOBUHHA 3'ABUTUCA NNAMA, L0 Mae 3HaYeHHs Ry, AKY | Bumoram
NNAMW Ha XpoMarorpami po3ynHy NOpPIBHAHHA.
B. In the chromatogram of the sample solution, a spot | Complies
must appear with Rrvalue as of the spot in the
chromatogram of the reference solution.
Mpo3sopicTe Mpenapat NnoBUHEH BYTU NPO30PUM. Bignosipae
BYMOram
Clarity Drug product must be clear. _——-Complies
(Ph.Eur. 2.2.1) Zac1BC o5
KonbopogicTb 3abapsneHHn po3yuHy noBuHHO Byt He /%~
iHTEHCUBHILLMM 32 eTanoH Ye. ﬁ’}f.-’-.‘ / Ans nahg
Colour The colour of the solution must be not mg'e fqﬁg@/@r
(Ph.Eur. 2.2.2, method 1) than reference solution Y. |ES /4
pH Bin 8,5 0o 9,1. ‘ e |
pH From 8.5 to 9.1. : i

(Ph.Eur. 2.2.3)

CynyTHI gomilKu:

crop. 1i3 3




CEPTU®DIKAT AKOCTI/ CERTIFICATE OF ANALYSIS Ne 1104231001

Gesellschaft fir klinische
Spezialpraparate mbH

NOKA3HUK CMNEUNDIKALIA PE3YINbLTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT

Related substances:

A. Domiwka G (ceuoBuHa) | He Ginbwe 4 % <4%

Impurity G (Urea) Not more than 4 %

B. Oomiwka A He Ginbwe 0,1 % < 0,06 %

(6apbiTypoBa kucnora)

Impurity A (Barbituric acid) | Not more than 0.1 %

(Ph.Eur. 2.2.29)

Howmiwka B He Ginbwe 0,1 % < 0,06 %

(5-rippokcuypauun)

Impurity B (6-Hydroxyuracil) | Not more than 0.1 %

(Ph.Eur. 2.2.29)

Howmiwka C (ypauun) He 6inbwe 0,1 % < 0,06 %

Impurity C (Uracil) Not more than 0.1 %

(Ph.Eur. 2.2.29)

Homiwka D He Ginbwe 0,1 % 0,06 %

(5-meTokcuypaumn)

Impurity D (6-Methoxyuracil) | Not more than 0.1 %

(Ph.Eur. 2.2.29)

Homiwka E He 6inbwe 0,1 % < 0,06 %

(5-xnopoypauun)

Impurity E (5-Chlorouracil) Not more than 0.1 %

(Ph.Eur. 2.2.29)

IHWa oaguHMYHa goMilka He Ginbwe 0,1 % < 0,06 %

Single unspecified impurity | Not more than 0.1 %

(Ph.Eur. 2.2.29)

Cyma gomiwok He 6inbwe 0,5 % 0,06 %

Total impurities Not more than 0.5 %

(Ph.Eur. 2.2.29)

BinbHui coTopun He 6Ginbwe 0,1 % < 0,06 %

Free fluoride Not more than 0.1 %

KinbkicHe BU3HauyeHHnA Big 47,5 po 52,5 mr/mn chnioopoypauuny 100,1 %

(Bin 95 % po 105 % Bip 3asBNeHol KiNbKOCTi) 50,0 mr/mn (mg/m)
Assay From 47.5 to 52.5 mg/ml of fluorouracil
(From 95 % to 105 % of the declared amount)

CtepunbHicTb MpenapaT noBuHeH ByTn cTepunbHUM. Bignosigae
BUMOram

Sterility Drug product must be sterile, = Compffes

(Ph.Eur. 2.6.1) ZITE Py

BakrepianbHi He 6inbwe 0,33 MO/mr contoopoypauuny. / / :

€HOOTOKCUHU / & .| BUMOE

Bacterial endotoxins Not more than 0.33 IU/mg of fluorouracil. " Conp

(Ph.Eur, 2.6.14) / IFEEH TA

06’eMm, WO BUTAracThCs [nsi 100 Mn — He meHwe 100,0 mn. \ \ d gﬂ '

Extractable volume For 100 ml - not less than 100.0 ml. NEN T T84 7p ¢ J

(Ph.Eur. 2.9.17) b o

cTop. 2i3 3
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JEPKABHA CJYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU
Y JHITITPONIETPOBCBHKIN OBJIACTI

Jluinpo, m.Cobopha,4, k. 601-605, 49003, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
Npo AKICTHL BBE3€HOT0 B YKpaiHy JiKapchbKoro 3acody

22.06.2023 Ne 20048/23/04

DJIIOOPOYPAIINJ MEJAK

(nadMenyranig JikapeLKoro 3acofy 3riaHo 3 peccTpauiiinmm nocsiiaennam)
posumnH juis in' ckuiit, 50 yr/va no 100 mur posunny y duraxoni; no 1 gpaakony B kapToHHil
KopoOui

((popma BUNYCKY, AO3YBAHHA, BH MAKYBAHHA AiKapebKoro 3aco0y)
Howmep peectpauiiisoro nocsimuenss UA/8091/01/01 crpox aii peecrpauiiinoro nocsimgennsa 01.01.2099
Cepist nikapebkoro sacoby Ne A230028A KinbkicTb BBe3eHOT0 Mikapehkoro 3acoby 15

Bupo6Huk Menaxk [esenpmadr ¢iop kiinime Hlmenianenpenapare M6X, HiMeyunna

(mafiMenysanis sHpoGHMKa NiKapeLKoro 3acofy, kpaiia NnoXomKenna)

Beesero B YKkpainy TosapucTro 3 06MekeHo10 BinnosinaasnicTio "Berra JIT/L", inenr.
wom: 21947206

(nafivenveanus Ta koa 3a CIPTIOVY wpwanunol ocobu abo npizsuile, iv'a, no 6aTekosi (iznuol
ocobu - nianpuevus, it Micue NpokUBaINa Ta pecetpauiiinmii noMep 06AIKOBOT KAPTKH NJATHHKA
nojarkin abo cepis Ta HoMep nacnopra)

Mporokon Bizyansuoro kourpoaio sin 27.04.2023 Ne 07-01/1124/11.
JlaGoparopHuii anasis TKOCTI NIKapChKOro 3aco0y 3IIHCHEHHUI:

JII1 "LlenTpansra mabopatopis 3 aHaiizy sSKOCTI JTKapChKUX 3aC001B I MEXMIHOT HPOJIYKILT"
(v.Kuis, Bysr. Kyupsiseska 10r m.Kuis, Byn. Kyapsascoka 8B Kuiscska o6nacts, ¢. Hosi ITerpisii,
ByIl. IBana ®panka, 19)

(HafMelyBani Ta Micuesaxomkenis taGopaTopii, wo nposena nabopatopnmii anais akocti)
BUCHOBOK 010 AKOCTI AiKapeskoro 3acofy, Bunanuii nadoparopieto sin 02.06.2023 Ne 0906

PesynbraTi 1abopaToOPHOro aHANlizy SKOCTI JiKapebkoro 3acody 3a nepeBipeHHME MOKa3HIKaMK BIINOBITAIOTE
BHMOIaM METOMIB KOHTPOIO AKOCTI (aHATITHIHO-HOPMATHBHOT IOKyMEeHTaLLT).

3a  pesyibTaTamMi JEPKABHOIO KOHTPOIKO BCTAHOBICHO, WO Jikapchkuit 3acid BBeseHO B YEkpainy 3

AOTPUMAHHAM BUMOT 3aKOHOIABCTBA ILOMO 3abesreueHHa SKOCTI MKapChKUX 3acobiB.

B. 0. HawaspHuKa JlepriiaBHol ¢iyxom 3
JMKapChKUX 3ac001B
e




Mepeknap 3 aHrNiAcbKOT Ta HiMeLUbKOT Ha YKpalHCbKY

JSnozomun:
«medax lesenswagm prop kaiviwe
. lWneyianenpenapame meX»
CEPTU®IKAT BIAMOBIAHOCTI Homep: 1104231001 (m”ed‘gc‘;;e”:maﬁfu:"kﬁmsche
Spezialpriparate mbH)/
HasBa npenapary: ONMIOOPOYPALINIT MEOAK — Fluorouracil medac
KpaiHa-imnopTep: YkpaiHa PeecTpadinHe
noceig4yeHHs Ne: UA/8091/01/01
Cuna gii / Aktushicte:  5000,0 mr Cepist Ne: A230028A
Nikapcbka dopma: Pos. . iHeKL. Cepisi Ne (Bulk): FP2202190
BnacHuK niueHsii: «Mepak» (medac) Aata BupobHuutBa:  23.01.2023
TepmiH npugaTHOCTI:  23.01.2025
Poamip ynakoBku: 100 mn Aata Bunycky: 06.04.2023
Tun ynakoBku: dnakoH 100H
OG’emM BMNYCKY: 500
Hazea Ta agpeca ETan Homep JliueHsil Ha IM’S1 YNOBHOBAXEHOT
BMpOBHUKa BUpOOHMUTBA BupobHMUTBO abo ocobu

CepTtudikaty HBIM (GMP)

«OHkomeq Hepoadacosanuini  sukls231649/2022 . ®dpubopTosa
MeHbtopekdepinr, A.C.» npoaykT (J. Frybortova)
(Oncomed

Manufacturing A.S.)

Kapacek 2229/16

(Karasek 2229/1b)

621 00 BpHo Yeckbka

Pecny6nika

«mepak M'm6X» (medac  [otoBuii npogykt DE_SH_01_MIA 2023 0005 A. lWUpbogep
GmbH) Ta BUNYCK (A. Schréder)
TeaTepwtpacce 6

(Theaterstralte 6)

22880 Bepgenb

HiMme4uunHa

PesynbTtaTtu aHanisy: auvBiTbesa okpemuin CepTudcbikaT aHanisy
KomeHTapi/3ayBaXeHHs: Hemae

Lium s niaTBepokyto Te, WO BULLEBKa3aHa iHchopMalisi € A4OCTOBIPHOIO Ta TovHoto. Lis cepis
npoaykTy 6yna BUroToBreHa, BKNKOYayM NaKyBaHHA Ta KOHTPOSb SKOCTi, HA BULLie3a3Ha4YeHunx
BUPOBHMYMX OiNsiHKax y NoBHin signosigHocTi 3 Bumoramun HBIM (GMP) micueBoro perynatopHoro
opraHy Ta 3i cneyudikauiasmun go PeecTpaliiiHoro noceig4yeHHs KpaiHm-imnopTepa. Npouec
BUPOBHULTBA, NakyBaHHA Ta pesynkTaTy aHanidy cepii 6ynu nepesipeHi Ta BU3HaHI Takumu, LWo
BignoeigatoTe Bumoram HBI (GMP). BuwieBkasaHa cepis BunyLieHa AnNsa ekcnopry.

IM'ss Ta Nnocana ocobu, Wo Hanae o LWredden Qipkc (Steffen Dirks)
A03BiN Ha BUNYCK cepil: o [O-p Kpictod MioneHn6pok (Dr. Christoph Mihlenbrock)
m Acke Wpboaep (Aske Schroder)

o ApoH BecteHgopd (Aron We° terger)
0 #AH ®occ (Jan Vold) / M-

®apmauesT, YO arigHo cTat n 48 ,ﬂ,M[‘JE:mI'IB’l 7‘901!831’EC

11.04.2023 /nidrici GHO/ bl it
Hata nignucy I'll,qrw.\, y"lOBHUBcJK =Ho ﬁcoﬁn

N
/nedyamka: «emedak TmbX» (medac GmbH); Teamepuwimpacce 6 ( Theaterstra,-"-.s ﬁ _!;_ _/.2_.8&15 Bedenb Himeuyquna/
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