JEPAUIIKCITYKBA
AEPKABHA CIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUY Y KHIBCBKI OBJIACTI

npocrexT Banepis JloGaHosebkore, 51, a1 Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.kof@dls.gov.ua htips://wwiv.dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
MpPo SIKICTH BBE3EHOT0 B Y KPaiHy JiKapebKOro 3acody
06.01.2023 Ne 57326/23/10
KAPBOIIJIATHH MEJTAK

{Haiivenypanus afkaposkore 3acody 3riano 3 pecorpaniiin aoceiguenism)
KOHIEHTPAT 448 po3anny aad indysiii, 10 mr/aea, no 45 v y parakoni; no 1 daarony B
Kaproaugiit Kopobni

(thopsa BHITyCKY. A03YBAHHA, BHZ HAKYBARNA AIKAPCLEOrD HICo6y)
Howmep peeerpaniiinoro noceinnenns UA/10829/01/01 crpox aii peecrpauiitnoro noceintenns 01,01.2099
Cepin aikapebkoro 3acody Ne E220310A Kinskiers Bsezedcro ikapeskoro sacofy 600

Menak FeseaswadT rop xainiwe Hineniansnpenapare moX.,

Bupobuuk ;
b Himeyunna
{tallmenydaig sHPOJHIKA HIKUPCLROTO 3acoly. paTka NOXQIREHHE )
Beeseno b Yrpainy CninbHe yRpaiHehKo-ceTOHCLKE NIMPHEMCTBO Y opmi

TOBAPHCTRA 3 00MesReH010 BinnoBinaasHicTIo "OnTisa-Papm,
JTH", tneur. won: 21642228

{nziimenypasna Ta kog 3a €APIIOY opuauuAei ool abo npizemue, iv'e, o 04TLKOB
hiznusot ocobns - nignpuenne, i Miclle NPOUIBANHE T prRECTRALGTTNIH noMep ofinixonot
KAPTKI [CIATHIKS NoAaTxis abo cepis Ta noMep nacropra)

Mporoxea pizyaasHoroe kentponio Biz 29.12.2022 Ne 3535/5.

32 pe3yaAbTATAMIL JACPKEBHOTO KOHTPONHD BCTAHORNEHO, WO Nikapéskait 3aci Beezewo b Ykpaldy 3
AOTPHMAHHAM BNMOTr 3aK0HCAARCTEA WOAD 3a0e3neHeHtA sroeTi MikapebyiX 3acobis,

3ybapesa H. BB,

Fmoto KiiFpOAI) {niamect (irdarinae vo npimiie]

5
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lNikapcbKnii 3acid

AMNALY o

KAPBONNATWH MEOAK

e "E‘-.; ~ |
mECaE
Gesellschall fir kinische
Spezlalpriparate mbH

Drug product KOHUEHTpaT ANA po3uuHy Ans iHdyaiin, 10 mr/mn, no 45 mn y dnakoHi,
no 1 conakoHy y KapToHHIR Kopobuj
CARBOPLATIN MEDAC
concentrate for solution for infusion, 10 mg/ml, of 45 ml in a vial, 1 vial
in a carton
Hirova pevosnHa KapGonnaTtuH
Active Ingredient Carboplatin
Homep cepii E220310A
Batch number
Oara supoBHuuTea 31.05.2022 TepmiH npwpaTHoCTI 31.05.2024
Date of manufacture Expiry date
CNEUW®DIKALIIA PE3YNbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue:
Description:
NposopicTe Mpenapat nosrHeH GyTW Nnposopum. Bignosigae
Clarity (Ph. Eur., 2.2.1) Solution must be clear. BUMOram
Complies
KonsopogicTe Bin GeabapsHoro oo BNifo-HoBTOre POIYnHY Bipnoeipae
(sYe). BUMOTaM
Colour (Ph. Eur., 2.2.2) Colourless to pale yellow solution (2Ys). Complies
Buaumi yacTimn MpakT4HO BINbHWI Big BMAMMKUX YaCTOK, Bignosinae
Visible particles (Ph. Eur., 2.9.20) | Practically free from visible particles. BUMOram
Complies
MexaHiyHi BKNIOYEHHA He 6Ginbwe 6000 YacTok Ha KoHTeRHEpP
Sub-visible particles (Ph. Eur., 2 10 MKM. 18
2.9.19) Not more than 6000 particles per vial = 10 um.
He Ginewe 600 YyacTok Ha KoOHTERHeD 2 25 MEM.
Not more than 600 particles per vial = 25 m. 0
06'em, WO BUTArAETLCA 45 mn y dhnakoHi = 45,0 mn 45,8 mn (mi)
Extractable volume (Ph. Eur., 45 ml in a vial = 45.0 m!
2.9.17)
pH Bin 5,0 po 7,0 6,3
pH (Ph. Eur., 2.2.3) From 5.0t0 7.0
lpenTrdpikauin:
Identification
2. T A. HYac yTpumMmyeaHHa niky kapBonnatuHy Ha Bignosipae
XpomaTtorpami BUNpoBoBYBAHOMO PO3YMHY, BUMOram
npuroToeaHoro AnA eunpobyeaHHs «KinskicHe
BW3Ha4YeHHA», NOBWHEH BigNoOBIAaTH Yacy
YTRUMYyBaHHA niky kapbonnaTuHy Ha
¥pomaTorpami poadnHy NopIBHAHHA.
R e 7 Complies
,._/ﬁ; {E;‘ﬁfgfé;_?({rté//-; P8 e 2002 . ¢ {(;Zj’ crop. 133




CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 191447

Gesellschatt fir klinische

Spezialpréparata mbH
NOKA3HMK COEUMDIKALIIA PE3YNbTAT
TEST SPECIFICATION AHANIZY
TEST RESULT
A. Retention time of carboplatin peak on the
chromatogram of the test solution prepared for
test «Assay» must correspond to the retention
time of carboplatin peak on the chromatogram
of the reference solution.
TLWX B. Ha xpomatorpami eunpoGosysaHoro posyuHy | Bignoeigae
NOBWHHA BMABNATUCA NNAMAE, AKA MAE 3HAYEHHA | BUMOram
Ri, AK Y NNAMU HA XPOMATOrPAMI POIYUHY
NopiBHAHHA, WO Bignosiaae Tl 3a poamipom Ta
sabapeneHHAM.
TLC (Ph. Eur., 2.2.27) B. The principal spot in the chromatogram of Complies
the sample solution must have the same Rf-
value, as the principle spot in the
chromatogram of the reference solution
corresponding to it in size and colour.
KinbkicHe BM3HaueHHA Big 95 % po 105 % eig 3aseneHol KinskocTi. 100,0 %
Assay (Ph. Eur., 2.2.28.) From 95 % to 105 % of the labeled amount.
CynyTHi gomiwkm
Related substances (Ph. Eur.,
2.2.29)
UucnnatuH He Ginkwe 0,25 % 0,07 %
Cisplatin Not more than 0.25 %
Uukno6yTax-1,1-gukap6oHosa He Binbwe 1 % 0,45 %
KMcnoTa
Cyclobutane-1, 1-dicarboxylic acid | Not more than 1 %
BogHonnaruHosuit (Il) komnneke | He Ginbwe 0,3 % < 0,05 %
Aquaplatinum (Il)-complex Not more than 0.3 %
OueopHonnartudosui (1) He Binbwe 0,2 % < 0,05 %
KOMMNEKS Not more than 0.2 %
Diaguaplatinum (Il)-complex
Cyma HeBigoMnx [OMILLIOK 3 He Ginbwe 0,2 % < 0,05 %
BIAHOCHWM YACOM YTPUMYBaHHA
~0,39
Sum of unknown impurities with Not more than 0!
Relative Retention Time ~ 0.39
Hesigoma gomiwka He Binkwe 0,2 % 0,07 %
Unknown impurity Not more than 0.2 %%
JarankHWR BMICT SOMILLOK He Ginswe 1,5 % 0,6 %
Total impurities Not more than 1.5 %
CTepunbHicTe Mpenapat noBUHEH BYTU CTEPUNBHUM. Binnosipae
Sterility (Ph. Eur., 2.6.1) The drug product must be sterile. BUMOram
Complies

cTop. 233




CE ERTIFICATE OF ANALYSIS Me 191447

medae

Gesallschalt {ir klinische
Spezialpriparate mbH

NOKA3HWK CNELMDIKALIA PE3YNbLTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
BakreplansHi eHgoTOKCHHN He Binbwe 0,5 MO/Mr. Binnoeigae
Bacterial endotoxins (Ph. Eur., Not more than 0.5 IU/mg. BUMOram
2.6.14) Complies

Liei ceptudbikar 3aceiguye, Wwo Us cepia nikapcskoro 3acoBy npoiiluna nepesipky signosigHo Ao
GMP Ta 3aTeepmKeHnX npoueayp koHTponio. Jikapckiwii 3acib sinnosigae ecim BuMoram
cneumdikauii.

It is hereby certified that this product batch has been analyzed-n, compliance with GMP and with the
written control procedures. The product meets all requiremants of the sp‘eﬁﬂ\lc tion.

o

3acr. kepisHuka Bigainy koHTponto skocTi ' L rﬂ ‘E’ Ay //
Deputy Head of Quality Control —= L‘“} A S [ Sonja M'Hamdi]
¥ / '.S" r_i
Py / .2
! /

il .
Data/ Date 08.11.2022 Lodel >

cTop. 3a3









CEPTU®DIKAT AKOGTI / CERTIFICATE OF ANALYSIS No 179635

Gesellschaft fiir klinische
Spezialpréparate mbH
ﬂil(apCmeﬁ 3acio KAPBOITNATUH MEOAK _
Drug product KOHLIGHTPAT A PO3UUHY Ansi iHcpyaii, 10 mr/mn, ng 45 mn y donaioni,
no ' cornakoHy y KapToHHii KopoBLy
CARBOPLATIN MEDAC
concentrate for solution for infusion, 10 mg/mi, of 4% ml in a vial, 1 vial
in a carton
Ailoya pevosuHa KapGornariH
Active ingredient Carboplatin
Homep cepii H210380A
Batch number
[ata BupobHuuTea 27.08.2021 TepmiH npugaTtHocTi 47.08.2023
Date of manufacture Expiry date
NOKA3HUK CNELU®PIKALIA E3YIIbTAT
TEST SPECIFICATION HANI3Y
ST RESULT
Onuc: H‘
Description;
Mpo3opicTk Mpenapar nosukeH 6yt nposopum. innosinae
Clarity (Ph. Eur., 2.2.1) Solution must be clear, Moram
omplies
KonkopogicTh Big ©esbapsHoro fo 6nino-KoBTOrQ posuuHy innoginae
(=Ye). Moram
Colour (Ph. Eur., 2.2,2) Colourless to pale yellow solution (SYe). omplies
Bupanwmi vacrin MpakryHo BinkHUA Bif BUAKUMUX MACTOK. innosigae
Visible particles (Ph. Eur., 2.9.20) | Practically free from visible particles. MO!‘?M
, _ \ omplies
MexaHiuRi BKNioUeHHN He 6Ginble 6000 yacTok Ha KoHTelHep
Sub-visible particles (Ph, Eur., 2 10 miaw.
2.9.19) Not more than 6000 particles per vial = 10 um.
He Binbiie 600 YacTok Ha KoHTelHep = 25 M.
Not more than 600 particles per vial = 25 um.
06'eMm, 10 BUTATAETLCS 45 mn y conakoHi = 45,0 mn 45,9 wmr (m)
Extractable volume (Ph. Eur., 45 ml in a vial = 45.0 mi
2.9.17)
pH Bin5,0n07,0 .1
pH (Ph. Eur., 2.2,3) From5.010 7.0
lpenTndpikauis:
Identification
BEPX A, Yac yrpumysanHs niky kapGonsiatiuty Ha innosipae
Xpomarorpami BunpoBoByBaHOro posduHY, Moram
npYroTosaHoro Ans sunpobyearts «KinbiicHe
BUSHaUeHHs», NOBUHEH BignosigaTis 4acy
yTpuMyBaHHaA niky kapSonnaTtusy Ha
xpomarorpami poaunHy nopiBRAHHS.
A. Retention time of carboplatin peak on the (fomplies
chrotatogram of the test solution preparsd for
test «Assay» must correspond to the retention
time of carboplatin peak or the chromatogram

crop. 133
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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 179635

MOKASHUK CHELA®IKALIA
TEST SPECIFICATION
of the reference solution.

CTLIX

B. Ha xpomatorpami Bunpo6osysaHoro PO3YUHY
NOBWHHA BUABIIATUCA NAMa, sika Mae aHaveHHs!

rosigae
Moram

Ry, K'Y nnsiMu Ha Xpomarorpami poaunHy
nopiBHAHHA, 10 Binnopigae i1 3a poamipom Ta
3a0apBrIeHHsIM, ‘ '
TLC (Ph. Eur,, 2.2.27) B. The principal spot in the chromatogram of Cpomplies
the sample solution must have the same Rf-
value, as the principle spot in the
chromatogram of the reference solution
corresponding to It in size and colour.
KinbkicHe BusHayeHHn Bin 95 % po 105 % Big sansneHo! KiNbKoCTi. 190,0 %
Assay (Ph. Eur., 2.2.29.) From 95 % to 105 % of the labeled amount.
CynyTHi gomiwkn
Related substances (Ph. Eur.,
2.2.29,)
LuennaTun | He 6inbie 0,25 % <|0,05 %
Cisplatin Not more than 0.25 %
Uukrobyran-1,1-ankapboHosa He Ginblue 1 % 0JP8 %
enota
Cyclobutane-1, 1-dicarboxylic acid | Not more than 1 %
BopaHonnatuHoswii (Il) komnneke | He 6Girbuie 0,3 % 0,08 %
Aquaplatinum (ll)-complex Not more than 0.3 %
HusopHonnatuHosui (1) He Binbiwe 0,2 % <[0,05 %
KOMMNeKe Not more than 0.2 %
Diaquaplatinum (ll)-complex
Cyma Hesigomux fomilliok 3 He Ginble 0,2 % <,05 %
BIHOCHUM YacoM YTPUMYBAHHA
~ 0,39
Sum of unknown impurities with | Not more than 0.2 %
Relative Retention Time ~ 0.39
Hesigoma gowmilika He 6Ginbioe 0,2 % < 1,06 %
Unknown impurity Not more than 0.2 % m)
3aranbHuiA BMICT SOMILIOK He Ginblue 1,5 % O,W %
Total impurities Not more than 1.5 %
CrepunbHicTb Ipenapar noBuHeH 6yTi cTepunLEHUM. Bifnosinae
Sterility (Ph. Eur., 2,6.1) The drug product must be sterile. BYpMOram
| Camplies
Baxrepiannbui engoToxcuny He 6Ginbwe 0,5 MO/wr. B%:osmae
Bacterial endotoxins (Ph. Fur., Not more than 0.5 1U/mg. ByMoram
2.6.14) Camplies
crop. 233
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 179635

Gesellschaft fir klinische

\ Spezialpréparate mhH
Lleit ceprudpixar sacsiguye, wo L cepis nikapebKoro aacoBy npoiiina nepesipiy BignoiAHo 4o
GMP Ta saTBepmKEHIX MPOLIBAYP KOHTPOSIIO, TNikapobimii 3aci6 Bignosinae Beiv BUMoral

crneuwndikadi,

Itis hereby certified that this product batch has bej?:waﬁf@;ﬁ‘fn«qgmpliance with GMP fz
written control procedures. The praduct meets aj) Qg&reme‘h Lo he spegification,

—

3act. KepisHuka Bigginy KoHTpomo sxocri
Deputy Head of Quality Control
Hara/ Date 14.02.2022

cTop. 333




CEPTU®IKAT BIAMOBIZHOCTI / CERTIFICATE OF CONFORMITY -Ne 179635

Hasga npenapary KAPBOIIATHH MEJAX
Name of product KOHUEGHTPAT I po3umuy ans indysi#t, 10 mr/mit; o 45 Myl y duraxoni; no 1
drraxony y kapToHHiM kopobui
CARBOPLATIN MEDAC
concentrate for solution for infusion, 10 mg/ml; 45 ml in alpial; 1 vial in a
carton
Kpaina-imMmoprep Yipaita Peecrpauiine nocsinyenna Ne || NeUA/10829/01/01
Importing country Ukraine MA No.
Bracrux PIT Mepax lezensadr (rop Howmep cepil H210380A
MA Holder wiiHile Batch number
[neniansupenapare M6X,
Himewyura

Medac Gesellschaft fur
Kklinische Spezialpraparate
m.b.H,, Germany

Cuina nif / AxTisHicTS Kap6omnarun/1 Ganaxon Jlikapeska hopma Konuentpar ams
Strength / Potency Carboplatin/1 vial Dosage form posupHy [uIs 1H(y3iH

450 mr (ing) Concentrate for

solution for infusion

Hara BupobGHuITBa 27.08.2021 Tepmin npupgarnocti 27.08.2023
Date of manufacture Expiry date
Poamip maxysanms Onun duaxon Tun naxysarms DIakoH i3 ckiia
Package size One vial Package type Glass vial

45 mn (ml)
Po3zmip cepil Hara penizy
Batch size 1500y (pe) Date of release 10022002
Hassa i agpeca ginsmpox Etan Bupo6uunrsa Ne ninensii ma Bupobuanreo || Ilpispume
BUpoOHHUTBA | KORTPONKO | Stage of manufacturing No. of manufacturing license | ynosmopaxenoi
sxocti ocobn
Name and address of Name of Qualified
manufacturing site(s) Person
Menax I'esenpmadr grop | Bropunse naxysamus, DE_SH_01_MIA_2020 0015 | Aske Schréder
xainime MapKyBaHHs, XOHTPOIIb Ta
HInemjansupenapare M6X, | BUIyck cepii:
Himeuyuna
Teatepmrpacce, 6, 22880
Benens, Himeuurna
Meduac Gesellschaft fur Secondary packaging,
klinische Spezialpraparate labeling, batch control and
m.b.H., Germany release:
Theaterstrasse, 6, 22880
Wedel, Germany o o
Onxorex Gapma Bupobuuurso “in bulk’, DE_ST 01_MIA_2021 0015 | D.Herfurth
Hpopaxmn I'm6X, TIEPBHHHE NAKYBAHHI T
Himewanua KOHTPOAL cepill:

Em Qapmarnapx, 06861
Heccay-Poceray, HiMeuuuna

Oncotec Pharma Produktion | Manufacture of the ‘in
GmbH, Germary bulk’, primary packaging
Am Pharmapark, 06861 and batch control:
Dessau-Rosslau, Germany

Ll cepradixaTom 3acBindyemo, o BUerkasana indopmauis e JOCTOBIPHOIO | TOYHO
n1iKapenioro 3acoy Gysia BUTOTOBMEHA, BIUTIOUAIOYH NAKYBAHHS/MAPKYBAHHS TA KOHTPONb SKOC

Crop. 1i32




CEPTUDIKAT BIANOBIAHOCTI / CERTIFICATE OF CONFORMITY Ne 179635

Ainanni (ninsukax) B oK BignosigHocti o Bumor GMP, BCTAHOBNEHUX MicLeBUM perynﬂrmpmm Oprasom, iy

Bi/noBinHoCTi Ko cnenudixaniit Toprosoi nivensii kpaitu-imnoprepa. [lpoToxom: BUPOGHALT
cepii Gys10 posrsiHyTo i BU3HAHO Bixrosiguumu 5o GMP,
Buiiesxasana cepist cxpainena jis peanizanii,

a, YTIaKOBKH 1 auanisy

We hereby certify that the above information is cuthentic and accurate. This batgh of product has been

manyfactured, including packaging/labeling and quality control at the above mentioned site(s]
the GMP requirements of the local Regulatory Authority and with the specifications in the Mcﬁf
the importing country. The batch processing, packaging and analysis records were reviey

compliance with GMP. '
Above inentioned batch is released for market.

Hara/Date  14.02.2022

/('G]O&ch//@?ff @ﬁ oL HE Zogeﬂ%@(

in full compliance with
‘keting Authorization of

ed and found to be in

Crop.2i32
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JEPYINKCIYXBA
AEPKABHA CJIYIKBA 3 JIU(‘-AP‘CI:»ICI?X 3ACOBIB TA JOHTPOJIXO 3A
HAPKOTHKAMM ¥V KHIBChKII OBJACHKI

npocniekt Banepin JloGanoscesioro, 51, M. Kiiie, 03110, ren/darce: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https:/veww.dls.eov.ua. Koa €JIPIIOY 37078774

BACHOBOK
1po AKiCTE BBE3EHOro B YRpaiy JIKAPCHLKOro 3gcoby

04.07.2022 Ne 25015/22/10

KAPBOTLIATHH MEIAK

(tafisteHysaHHa AlkapebKOrO ancofy 4riano 3 pecerpauibinunr noesinaeansi)
ROHUCHTPAT A8 posunny uast imysiti, 10 me/stn, no 45 ma y duraronf; no 1 duarony s
Raprouuiii Kopotii

(thopya sunycky, osysaring, una naxymanis AfRAPCHKOTO 3ac06y)
Honep peecrpauiiitoro nocsiavenns UA/10829/01/01 erpok il peeerpauifivoro nociguesn 01.01.2099

Cepia nixapenkoro sacoGy Ne 210380 A Kimssicrn npesenoro aikapesroro sadpsy 300
. Menax lesenbwadr drop kaiviwe Ulnewiansnpenapare M6X,
Brpobux ) <
Himeaunna
Buesewo n Yepainy Cubstbae yrpaiuéniro-ccroncnie mimprencerso y popai

ToBAPHETBA 3 00MERen010 BiANoBinaanHicTIo M
JITIE", ineur, won: 21642228

(naitveynana RipoBrikn nikapchroro 3¢0By, kpulti noxomreins)
Tha-Qapm,

(snitsrestynanun Ta xoa 3a CAPAOY OPHAIMHOT 606t alic upisgpue, isa, 1o Garnkoni
hizunol ocobn - nizapicatus, 7 micue HPORIBRANEA T pecerpm ituuitnonep ndaisosot
KAPTHE ITHIRD 0wt a8 cepin 1 nostep nignopra)

lpororoa nisyansioro xorrrpomo nix 04.07.2022 X 1558/3.

3a pesynuTatamM  AepEKABHOO KOHTPOMG  werasosreno, mo  aikapehssti  3aci6  sReseno p Yipailty 3
JAOTPHMANELSIM pusor snkonofanctna 1oao 3adeaneyes s aocs HEREPEHKIX 3aC0 51K

\aacoﬁin

iincrKiif 3yfapena H. B,

(iltiummn T nplansine)

ihomo)




JAEPKABHA CJHYXEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHU
Y JHIIMMPONETPOBCBKIA OBJIACTI

Huinpo, nn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BHCHOBOK
Npo AKICTHL BBe3eHOro B YKpaiHy JikapchKkoro 3acoby

03.05.2023 Ne 21298/23/04

KAPBOIIVIATHH MEJAK

(HaliMenyBaHHA TiKapcLKOro 3acofy 3rifiHo 3 peecTpalifHKM MOCBIZYEHAAM)
KOHLIEHTPAT /1Al PO34HHY A indy3iil, 10 mr/ma, no 45 ma y danaxoni; no 1 ¢puakony B
KapTOHHIHA Kopobui

(dopma BHIycKy, 103yBaHHS, BUA MaKyBaHHA JiKapcLkoro 3acoly)

Homep peectpanittnoro noceinaenns UA/10829/01/01 crpox aii peectpauiiinoro nocgimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne K220553C Kinexicts BBE3€HOTO MiKapcbkoro 3acody 650
Bupo6Huk Menak ['ezenpiiadt drop xninime Hlneniansnpenapare MOX, HiMeuunna
(HaliMeHyBaHHA BUPOOHMKA NiKAPCRKOr0 3ac0o0y, KpaiHa MOXOLKeH S}
Bseseto B Vkpainy TosapncTBo 3 00MeskeHol0 BinnoBigaasnicTio "baJIM", inenr. kon:
31816235

(HatiMerypanus Ta xox 3a €JIPIIOY ropunnyHot ocobn abo npissuiie, iM's, no 6arekosi GizsHuHON
ocolu - nianpuemis, i Micie NpOXHBAHHA Ta peccTpauitumuil Homep 00/1ikoBo] KapTkH ANAaTHHKA
nioaarkiB abo cepis Ta HoOMep macnopTa)

IMporokon Bisyanwuoro kontpome sin 02.05.2023 N 07-01/1169/4.

3a pe3yneTaTaMHM  AepXKaBHOTO KOHTPOJNIO BCTAHOBJICHO, L0 JKapebkuit  3aci6  sBeseno B Ykpainy 3

AOTPHMAHHHAM BuMOT 3aKOHOAABCTBA OO 3afe3NeyeHHs SKOCTi NikapChbKuX 3acobis.

B. 0. HavansHUKa [epxkaBHOT cnysxOu 3

JIKapchKHX 3ac00iB Ta KOHTPOIIIO 3a s
p . PRUILO 38 €rop BOJIKOB
HapKOTHKaMH y JIHinponeTpoBChKik
obsacTi
(nocamosa ocoba opraHy Aep:KaBHOTO KOHTPOIIO) 'Minnuc) (iHiuiany Ta npi3BHmLe)
M.II.

Buussxora




MNepeknan 3 aHrNIRCLKOT Ta HiMeUbKOT Ha ykpaiHCLKY

Snozomunm:
amedow Fesenviuogm diop uninliwe
CEPTU®IKAT BIANOBIAHOCTI Homep: 3103230931 ek o e
Speziolpriiparate mbH)/
Hasea npenapary: KAPBOMMATUH MERAK — Carboplatin medac
Kpaina-imnopTep: YkpaiHa PeecTpatiiitHe
' : nocaig4eHHA Ne: UA: UA/10829/01/01
Cuna ait / AktvenicTs:  450,0 mr Cepis Ne: ~ K220853C
fNikapcbka chopma: Kot A, iHd. Cepia Ne (Bulk): 2209014
BnacHuvk niueHsii: «menak» (medac)  [flava BupobHuutea: - 21.09.2022
TepMiH npupatHocTl:  21.09.2024
Poamip ynakoBku: 45 mn Hara Bunycky: 29.03.2023
Twn ynakoBKu: ¢nakoH 50H
Ob6'em BUNYCKY: 1400
Hasea Ta agpeca Eran Homep NiLeHsii Ha IM'a ynosHoBaxeHoi
BUpoBHKKA BUpoGHULTBa BupoGHUUTBO abo ocobu
Ceptudpikaty HBIN (GMP)
«OHkoTeKk Papma Hepoadcracosanuid DE_ST_01_MIA_2022 0007 [-p. IN. WinniHre
NpogakwH 'meX» nNpeayKT {Dr. P. Schillings)
{Oncotec Pharma
Produktion GmbH)
Em ®apmanapk (Am
Pharmapark)
06861 Oeccay-Poccnay
HimeuunHa
«menak 'M6X» (medac  otosuid npoaykt DE_SH_01_MIA_2023 0005 A. BectreHagopd
GmbH) Ta BUNYCK (A. Westendorf)
TeaTepwrpacce 6
(Theaterstralle 6)
22880 Bepenb
Himeuduna
PeayneTati ananiay: AMBITECA okpeMuit CepTudpikaT aHanisy

KomeHTapi/3ayBaeHHA: Hemae

Livm 8 nigTeepaXyto Te, WO BULLeBKasaHa IHdopMaLia € AoCTOBIPHOIO Ta TasHOW. Lis cepis
npogykTy 6yna BurotoaneHa, BKNIOMaloMU NakyeaHHA Ta KOHTPOSb SKOCTI, Ha BULLE3a3HaYEHHUX
BUpoBHUYMX AinAHKax vy NoBHiM BignosigHocTi 3 BuMoramu HBIM (GMP) micuesoro perynatopHoro
opraHy Ta 3i cneuwndikauisima 240 PeecTpaliiiroro nocsigyenHna KpaiHu-imnoprepa. MNpouec
BMpoSHULTEA, NaKyBaHHR Ta pesynbTaTh aHaniay cepli 6ynv nepesipeHi Ta BUSHaHI TakmmMuK, Wo
signosigaotb sumoram HBIM (GMP). BuwweskasaHa cepis BUnyLweHa Ans. eKcropTy.

IM'a Ta nocaga ocobu, Wo Hagae o lredder fipke (Steffen Dirks)

A03BIN Ha BUNYCK cepii: A-p Kpictod MionenBpok (Dr. Christoph Miihlenbrock)
Acxe Wipwopep (Aske Schrider)

ApoH Bectergopd {Aron Westendorf)

Ax doce (Jan Vold)

Om0Oa0

PapmauesT, YO arigHo cratTi 48, Qupextusa 2001/83/EC

31.03.2023 /nidnucaro/
Lara nignucy Nignuc ynosHosaxeHoi 0cobu

/nevamua; emedax fmEX» (medac GmbH); Teamepwmpacce 6 (Theoterstrafie 6); 22880 Bedens Himewwuna/
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KAPBONMAATWUH MEOAK

Gessllachalt 10r klinischa
Speazla\priparate mbH

Drug product KOHLGHTPAT ANA POI4UHY Ans iHcbyaiid, 10 mr/mn, no 45 Mn y dnakoHi,
No 1 thNaKoHy ¥ KAPTOHHIIA KopoOLyi
CARBOPLATIN MEDAC
conceanirate for solution for Infusion, 10 mg/mi, of 45 m! in a vial, 1 vial
in a carion
Hitova pevcruta Kapbonnatid
Active ingredient Carboplatin
Homep cepii K220553C
. Batch number o T
lata supoBHULT2A 21.09.2022 TepmiH npugaTthHocTi 21.09.2024
Date of manufacture Expiry date
NOKA3HUK CAELINGIKALIA PESVNLTAT
TEST SPECIFICATION AHANIZY
TEST RESULT
Cnue:
Dascription:: :
Mpoaopicrs MperiapaT nosuHeH GyTh Nposopum, Blanorigae
Clarity (Ph. Eur., 2.2.1) 'Solution must be clear. BAMOramM
S i LR TR EU R L Compﬂes
KoneboposlcTs Big Gesbaperoro no 6nipo-wosTore posundy | Bianosigae
(sYe). sumMoram
Colour (Ph. Eur,, 2.2.2) Colouriess to pale ysliow solution (sYs). Complies
Buanmi dyactiu {pakTuuro BinbHIWA Big BAAUMWX YEGTOK. Bignosipae
Visible particles (Ph. Eur.,, 2.9.20) | Practically free from visible particles. BUMOTam
Complies
Meoxanlunl BKNOMEHHS He Ginbwe 6000 yacToK Ha koHTelHEp
Sub-vislbie particles (Ph. Eur., 2 10 Mim, 18
29.19 Not more than 6000 particles per vial 2 10 um.
He 6inkwe 600 YacTok Ha KoHTeHep 2 25 MKM.
Not maore than 600 particles per vial = 25 um. 3
O6’em; Wo suTAracTLEA 45 mn y dprakoHi = 45,0 mn 45,8 mn (i)
Extractable volume (Ph. Eur., 45 mi in a vial = 45.0 mi
2.9.17)
pH Bin 508070 58
pH (Ph. Eur.,, 2.2.3) From5.0i0 7.0
IpenTudpixauia: - :
identiffcation
BEPX A. Yac yTpumyBaHHa niky kapSonnaruHy Ha Bianosigae
XpomaTorpami BUNpoGoBYBAHOIO PO3UMHY, auMOram
npurotosasoro pnA aunpobyeanHn «KinskicHe
BMIHAYBHHRA», NOBUHEH BignoBigaTH vacy
yTPUMYBaHHA niKY KapGonnaTuty Ha
xpomarorpam| posHuHY NopiBHsHHA.
HPLC {Ph. Eur., 2.2.29) _ Complies
crop. 133



Gosellachaft fUr Kinische
Speziaipriperala mbk
TNOKASHUK CNELIM®IKALIA PESYHALTAT
TEST SPECIFICATION AHARNI3Y
TEST RESULT
A. Retention time of carboplatin peak on the
chromatogram of the test solution prepared for
test «Assay» must correspond to the retention
Hime of carboplatin peak on the chromatogram
of the reference solution.
TWxX B. Ha xpomarorpami sunpoBosyeaHoro posunHy | Binnosinae
NosMHHa BUABNATHCA NNTAMA, AKa MaE SHa4eHHs | BUMoram
Ry, fIK ¥ NNSAMU Ha XPOMATOIRAMI PO3UHHY
noplpHAKHA, We Bianosigac 1 3a po3mMipom Ta
3abapBneHHAM.
.| TLC{Ph. Eur., 2.2.27} B. The principal spot in the chromatogram of Complies
B the sample solution must havs the same Rf-
vaiue, as the principle spot in the
chromatogram of the reference solution
. corresponding to it in size end colour. 1.
KinbkicHe anaHaveHHst Bin 95 % 5o 105 % sin sasBneHol KinkKkocTi. 11009 %
Assay (Ph. Eur., 2.2.29,) From 95 % to 105 % of the labeled amount.
CynyTHi gomiwxn
Related substances (Ph. Eur.,
2.2.29)
LvennaTtii He Ginewe 0,26 % < 0,05 %
'‘Cisplatin Not mora than 0.25 %
UvknoByTak-1,1-avkapGorosa He Ginbwe 1 % 0,07 %
Kvcnota : _
1 Cyclobutane-1, 1-dicarboxylic acid | Not more than 1 %
BoavonnaTtuHosuii (I} komnnexc | He 6lnbwe 0,3 % 0,07 %
Aquaplatinum (il\-complax Not mora than 0.3 % .
| AvieoaHonnarwioswni (1) He Ginbwe 0,296 . - . C e 40,06 %
KOMNNeKC | Notmorethan0.2% - . . '
| Diaquapiatinum (Il)-complex g . 3 -
CymMa HeBinoMMX AOMILLIOK 3 He Ginwwe 0,2 % <0,05%
BiGHOCHWUM YacoM yTPUMYBaHHA
~039 _
Sum of unknown impurities with | Not more than 0.2 %
Relatlve Retention Time ~ (.39
Hepigoma gomiwka He Ginwwwe 6,2 % < 0,05 %
Unknown impurity Not more than 0.2 %
BaransHuil BMICT AOMILLIOK He Ginbwe 1,5 % 10,1 %
Tolal Impurities Not more than 1.5 %
_C'l‘ep?l,n:br_!i_c'rb e MNperjapaT nosuHeH BYTH CTEPUIBHKM. Bignoaigae
Sterllity (Ph. Eur., 2.6.1) The drug product must be sterile. auMoram
L - ' ' Complies
cTop.2a3



Gesslischaf flir Kinische

Spezialpriparate mbH
OKASHIK CNEUUGIKALIIA PE3YNLTAT
TEST SPECIFICATION AHANIZY
: ; : TESTRESULT
BakrepiankHl eHROTOKGUHN He Ginbwe 0,5 MO/mr, Blanorigae
Bacterial endotoxins (Fh. Eur., Not more than 0.5 IUimg. BUMOram
2.6.14) Complles

Uei ceptudpikaT 3aceiguye, Wo LA copin nikapchkoro sacoby npoiuna nepasipky pignosiaHo no
GMP Ta satBepaeHNX npolegyp korTponio. Nikapcokuii saclb signoeiaae Beim BumMoram
cneyudikauft.

it is hereby certified that this product batch has been analyzegr
written control procedures. The product meets all requirerrets?

3acT. kepieHyka Bigdiny KOHTpoONo AKOCTI
Deputy Head of Quality Control '

Rava / Date 31.03.2023

cTop. 333
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