JEPKABHA CJIYXKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIMPOIIETPOBCEKTA OBAACTI

Huinpo, mn.CoGopHa,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog CAPIIOY 37070665

-l

BUCHOBOK
npo siKicTh BBe3eHOro B YKpainy JiKapchKoro 3aco0y
14.06.2024 Ne 30208/24/0411
KAPBOILUIATHH MEJAK

(HaliMEHYBAHHA JIKAPCHKOTO 3ac08y 3ri/IHO 3 PEECTPALIHHAM NOCBIAMCHHAM)
KORIEHTPAT AJ18 po3unHy A indys3iii, 10 mr/ma, no 15 ma y ¢paaxoni; no 1 gaaxony B
KApPTOHUiH Kopodui

(hopma Bunycky, A03YBAHASA, THA. AN VRAHHE NiKapcbKoro 3acoly)
Homep peectpaiittoro nocsimuenns UA/10829/01/01 crpok aii peceTpauiittoro nocsizuenna 01.01.2099
Cepis nikapcskoro 3acoby Ne B240100A KinbkicTb BRE3€HOTO Nikapcskoro 3acoby 13798

Megak [Nesensmadr diop kninime Lneniamnpenapare MoX,

Bupob i
HpOLHHK HimMewunna :

(naliMenyBaHEs BHPOGNHKA Tikapeekoro 3acofy, kpaiHa NoXoMKeHHS)

Bee3seHo B YKpaiHy TopapHcTBO 3 00MexkeHo10 BignosigaasnicTio ""BaJIM", inenr. xon:
31816235

(ualiMeRyBanHs Ta kos 3a CJPIIOY opuanyHoi ocolu abo npisBaLe, iM's, 1o Garskosi
diznmoi ocobu - nianpremus, i Micile npoxuBaHKA Ta peecTpauiiinmii HoMep ofnixoBoi
KapTKH [LIaTHHKa noJatkis afo cepis Ta HoMep macnopra)

TIporoxo: Bisyansnoro kourpomo sia 13.06.2024 ~u G7-01/1498/6.

3a pesynbTaTaMH JEPKABHOIO KOHTPONIO BCTAHOBJICHO, IO JIKApPCBKHH 3aci0 BBE3CHO B VYikpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOABCTBA I0A0 3ad¢si1euCHla AKOCT] TIKApChKHX 3aC00iB.

B. o. HayansHuka JlepaxaBHO]I CIyx0H 3
MKapCBKHX 3ac00iB Ta KOHTPOJIO 34
HApKOTHKaMH y JIHIIpoeTpoBChKii
o0macTi

Hikitiuega Okcana +38(066)345-41-71



Mepexknag 3 aHrniiAckKOT Ta HiMeUbKOT Ha YKpatHCLKY
/nozomun: amedax» (medacy/ |

CEPTUGIKAT BIGMNOBIAHOCTI Homep: 2604241019
Hasea npenaparty: KAPBOMNNATUH MEJAK - Carboplatin medac
Kpaina-imnoprep: Yxpaina PeccrpaljitHe ;

nocsigueHHn Ne: UA/10829/01/01
Cuna giji / AkTuBHicTe:  150,0 Mr Cepis No: B240100A
TNixapceka dopma: KoHu. a. iHg. Cepis Ne (Bulk): 2401001
BriaCHUK niLieHail: «Menak» (medac)  [fara empobuuutea:  15.02.2024

TepmiH npuaaTHOCTI: 15.02.2026
Po3smip ynakosku: 15 mn Aata sunycky: 26.04.2024
Tun ynakoBku: ®nakoH 20R :
O6'em Bunycky: 14199
Hasea Ta agpeca ETan Homep fMiyenaii Ha IM'5 YNOBHOBAXEHO!
BUpoGHUKA BUpoBHULTBA BUpO6HULTRO abo ocobin

CepTudikaty HBIN (GMP)

«OHKOTEK dapma Bulk-npoaykr DE_ST_01_MIA_2024 0002 pa-p C.TMyr
MpopakwH FrMEX» (S. Huth)
(Oncotec Pharma
Produktion GmbH)
EM Papmanapk
(Am Pharmapark)
06861 [leccay-Poccnay :
Himeuyura |
«mepak M6X» FoToBuii hponyx'r DE_SH_01_MIA_2023_0005 A. BecreHgopd
(medac GmbH) Ta BUNYCK {A. Westendorf)
Tearepwpacce 6 ; :
(Theaterstrafle 6)
22880 Begens
HiMeuuuHa
PesynbTaru ananiay: AUBITECS okpemuit CepTudikat aHaniay

KomeHTapi/sayBaXeHHA: Hemae

Llum 5 nigreepmkyio Te, WO BUILEBKA3aHa iHdopMaLlis € AOCTOBIPHOIO Ta TOMHOIO. Lia cepin
npoAykTy Gyna BUroTORNEHA, BKIIOMAIOYM NaKyBaHHA/MaPKYBaHHS T KOHTPONb AKOCTI, Ha

Buwe3asHa4eHUX BUPOBHUYUX SINAHKAX Y NOBHIN BiANOBIQHGET ! BIM(
MiCLeBOro PerynaTopHoro oprany Ta 3i cneuuvdikauismp/is '
iMnopTepa. MNpouec BUPoBHULITBA, NaKysaHHs Ta pe3 YL TATI ava y.Ge
BUSHAHI Takumu, WO BignosinatoTe BuMoram HBM (GHIRY/ Eﬁiﬁ@a\l{haaua cepi

e it
eKCrIopTy. sl AaIMY IE
¢ Ball o 3
Im'a Ta nocaga occobn, Wwo Hagae o Wredden Hipke (Steffen Dlrks)/j_,.r
£03BIN Ha BUNYCK cepii: o a-p Kpicrod\ s él,-lql:g:oclél@g‘p’ﬁto h Miihlenbrock)

o ApoH BGCTeHgo (APan Wesfe
m Ax doce (Jan Volt) !

nocsigyeHHA KpaiHu-
TIU nepesipeHi Ta

®bapmadesT, YO arigHo craTti 48, [upektusa 2001/83/EC

26.04.2024 /nidnucaro/
Rarta nignucy Nipnuc ynoeHoBaxeHOT 0cobu

/nevama: amedai [MEX» (medac GmbH); Teamepwimpacce 6 (Theaterstralle 6); 22880 Bedens HivewiuHa/
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CE OCTl} ALYSIS Ne 2 19
Nikapebkmit sacié KAPBOTMIATUH MENAK
KOHL{SHTPAT ANRA POSUMHY Ans iHcysii, 10 mrimn; no 15 MY
¢nakowi; no 1 dnaxoHy B KaPTOHHIA Kopobui _=-
Drug product CARBOPLATIN MEDAC
concentrate for solution for infusion, 10 mg/mi: 15 ml in & vial; 1 vial
in a carton
Ofiokia peyosmHa KapGonnatu
Active Ingredient Carboplatin
Homep cepil B240100A
Baich number .
Dava pupoBumuTea 15.02.2024 TepmiH npuaaTHOCT 15.02.2026
Dats of manufacture Expiry date :
[IOKA3HUK CNELN®IKALIS PE3YNLTAT
TEST SPECIFICATION AHARBY
_ TESTRESULT
Onue:
-Description: .
Mposopicres TMperapaT noBrHeH GyTn Npoaopum. Bignoeigae sumoram
Clarity _ Solution must be clear. Complies
(Ph. Eur, 2.2.1) :
Konbopogicts Big 6eaGaprHoro ao Grige-oBToro posunHy | Bianosinge BUMOran |
(s Ye).
Colour Colouriess to pale yellow solution (< Yy). Complles
| (Ph. Eur. 2.2.2) e ; )
Buanmi yacrim Buavimi YacTin NpakT4HO BIRCYTHi. Bignosigae sumoram
Visible particles Practically 1 wsfb!e parilcles. Complies
_ {Ph. Eur. 2.9.20) /E‘i l_?_fr; B, .
Hebyauml yacren ] 73 acToibne 14
Sub-visible particies : s ?
{Ph. Eur. 2.9.19) ' 1!
O6'eMm, WO BUTArAETLCA 1 se_.;\ bnakon: = 15,0 M;i 15,4 mn (i)
Extractable volume 15 }m z 15 omin)
(Ph. Eur. 2.9.17) I 18 ‘;/ \\‘
g
pH Bin 5,0 40 7,0 |57
pH Fromb5.0to 7.0
(Ph. Eur. 2.2.3)

' Crop. 1133
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c [ KOCT IFICATE LYSIS 241019
DOKAIHWK CIEUNDIKALIA | PE&!EIEI‘AI
TEST SPECIFICATION
:Hﬂlmﬁwj
laenTudbikauin: :
Identification: ; )
BEPX A. Hac yTpumysaHHA Niky kapSonnarnHy Ha Bignosifnas euMoram
XpomaTorpami aunpoGoByBaHOTO POIUMHY,
NPUFOTOBNEHOIO ANA BUNPOGYBAHHA
~«KinbKicHe BusHaJeHHs», NoBuUHEH Bianosigat | |
yacy yTpumysaHHs niky kapBonnatuHy Ha ;’
Xpomarorpami paauyHy nopleHAHHA. :
A. Tha retention time of the carboplatin peak | Complies
HPLC In the chromatogram of the test sofution
prepared for test "Assay” must correspond to
| the retantion time of the carboplatin peak in
the chromatogram of the referance solution.
TLUX B. Ha xpomarorpami sunpoBosyeaHoro Bianosipae sumoram
POILUHY NMOBKHHA BUABNATICA OCHOBHA _i
nnsiMa, Wo Mae sHa4yerHA Ry, AK Y OCHOBHO!
NAAMK HA XPOMATOrpami POIYMHY NOPIBHAHHA, _
wo signosinae 1 aa aoBHilWHIM BUrNAAOM. ;
e B. The chromatogram of the test solution Complies
should show & principal spot with an Brvalue
simifar to that of the principle spot in the
chromatogram of the reference solution
_ corresponding to it by appearance. |
KinukicHe Buanavennn (BEPX) | Big 95 % no 105 % BiR, sasBneHeT KIBROET 99,8 %
Assay (HPLC) From 95 % to 105 % of the Jéhelp N\
CynyTHi oMl (BEPX): » LT B N\
Related substances (HPLC): &/ JOKYMERTI® N \y
{ Oucnnain He 6GinbLue 0,265 % HED =¥ © P05 %
Cisplatin Not more than 0.25 % ((%L b a‘u‘m w /B ;l,{
LisxnoGyran-1,1-gukapborosa | He Ginbiue 1 % \PAN )/
knenora
. Cyclobutane-1, 1-dicarboxylic Not more than 1 %
acld
BoaronnatuHoswi () komnnekc | He Ginbiwe 0,3 %
Aquaplatinum (Il)-complex Not more than 0.3 % !
AuesogHonnatiHoswii (H) He Ginsiue 0,2 % <0,05%
KOMINEKe
Disquaplatinum (f}-complex Not more than 0.2 % :
Cyma Hesigomux fomiluox 3 He Ginblue 0,2 % < 0,05 %
BIAHOCHUM YECOM YTPVIMYBAHHS -‘
~0,39
Sum of unknown Impurities with | Not more than 0.2 %
Relative Ratention Time ~ 0.39

' Crop. 2188
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NOKA3HVK '  CRELUM®IKALUS 'PE

TEST SPECIFICATION . AHANIY
| s |  TESTRESULT
iHAveinyanuHi HesigoMi AOMILIKW | He Binswe 02% < 0 05 %
Individual unknown impurities Not more than 0.2 % :
3aranesuia BMicT aomiluok He 6inbiue 1,5 % ' 0.2i%
Total impuritles Not more than 1.6 % ;
CrepunbHicTh IMpenapar noeureH GyTy CTEPUNBHIAM. Bipnoeinae suMoram
Steriifty The drug product must bs sterile, - Complies
{Ph. Eur. 2.6.7) |7
GaxTepianHi eHROTOKCUHK He Ginstue 0,5 MO/mr., "Bi,q_noai,qaa aUMoram |
Bacterial endotoxins Not more than 0.5 IUimg:.. Complies
(Ph. Eur, 2.6.14) '

Lie# ceprudikar sacaiguye, wo uys capis nikapcsKoro 3acoby npoiLLna nepesipky signosigHo no GMP Ta
32TBEPIMKOHNX NPoLIeAYR KOHTPON. Jlikapckkuii 3acl6 Bignosigae Beim BUMOram cneuuq)IxamT

ItIs hereby certifled that this prodtct batch has besn analyzed in compliance with GMP and with the
approved control proceduras. The product meeis alf requirements of the specification.

3acT, xepletuKa Bigainy koHrponio sxocri
Deputy Head of Quality Control

Hara/Date 26.04,2024

st NN
OKYMEHTIB \'

HE a‘D‘M" ‘U”

Y

Crop. 3133
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