JIncroBka: nHpopMAaNHt 32 MAITHEHTA

Kap6oxon 10 mg/m] koEReRTPAT 32 HHQY3HOHEH PA3TBOP
Carbocon 10 mg/ml concentrate for solution for infusion

kap6oraTun/carboplatin

Hpoqe*re're BHHMATEJIHO HAJIATA JIHCTOBKA, IPpEeAH AAa 3a004BEeTe 12 H3M/I3BATE TOBA JIEKAPCTBO, ThH

KaTo TA CLABPXKA BakHa 3a Bac nadopmannus.
- 3anazere Ta3u NMcTOBKA. MoKe 1a ce HAOXKH Aa A NMPOYETETE OTHOBO.
- AKO UMaTe HAKAKBH JOMLIHHTENIHH BBIPOCH, NoNUTaiTe Bauins nekap, papMaLeBT WiH MEJHLHMHCKA

cecTpa.
- AKO NONYYHTE HAKAKBY HEXKEJIAHHU JIEKAPCTBEHH peakUyH, yreaoMere Bawus nexkap, papMaLesT Win

MeMIIHHCKA cecTpa. TOBa BKJIIOYBA M BCHYKH BB3MOXHH HEXEJIAaHH PEaKIIMK, HEOTIHCAaH! B Ta3u JMCTOBKA.
Bx. Touka 4.

KakBo ¢chABpxkA TA3H JIHCTOBKA:

Kakpo npencrasnssa KapOokoH u 3a kakBo ce u3noassa | N3MMbAHWTENHA Al EHI.IIII no ﬂﬂAPCTMTA

Kaxpo tpsbBa a 3Haete, npeay aa Bu 6bae npunosxeH HApheeRiL rpusomenue
Kak ga usnonapate KapbokoH

BB3MOX@XHH HEXENAHU peaklvu
Kak na cexpansBare Kapbokon
CohAbpikaHHe Ha ONAKOBKATa M JONBIHUTENHA HHpOpMa

VA W

1. Kaxkso npeacraBissa Kap6okon H 3a Kaxso ce H3N0 SR~

KapbokoH ce H3mon3sa 3a JeueHHe Ha KapUMHOM Ha AHYHHLIMTE OT €NUTE/IEH NPOU3Xo/, ApeOHOKNIETbYEH
benoapoben pak. KapbomnaTHH MoXe Aa e M3MOA3Ba CAaMOCTOATENHO, HO Hai-4€CTO C€ H3Mon3Ba B

KOMOMHALIMA C APYrH NPOTHBOPAKOBH JIEKApCTBEHH [TPOAYKTH.

2. KakBo Tpn0Ba aa 38aeTe, npeiu Aa Bu 6nae npunoxken KapOoKoH

He nprnaraiire Kapbokon:
° aKO CTE aNepruMH{ KbM KapOoIUTaTHH, KbM APYTH CheAMHEHHS Ha TUTaTHHA WIH KbM HAKOSA OT OCTaHAIMTeE
CBHCTABKH HA TORA JIEKApCTBO (M30pOSHH B TOUKA 6);

o aKo cTe 6peMEeHHA WM KLPMUTE;

® AKO HMATe TEXKA MHENOCYTpeckA (OTHCKAHE HA (PYHKLMATA HA KOCTHHUS MOSEK);
- axo uMmare GLOpeHHO yBpesKaaLe;

° aKo MMaTe HApYLICHUA Ha ClTyXa;

® aKo HMare KbPBAILIM TYMOPH;

°

CHBMECTHO C BAKCHHA 3a XKh/TTa Tpecka (BK. Touka 4.5).

IpeaynpexaeHun 4 OPEAIA3HA MEPKH
KapOonnartu ce npuiara caMo noJ, KOHTPOJ Ha KBUTH(QULIMPaH JIEKap ~ CIIeLMATMCT TPY YCIIOBHSA TTO3BOSIABAILM

aAeKBaTHO MOHUTOpHpaHe U HADTIOAEHHE.

HeobxoanmMo € BHUMATEHO KOHTPANHpaHe Ha Nokasare/IMTe Ha Op0peunara 1 uepHOApoOHa (DYHKLMH NMPEIH U 110 BpEME
HA TEPArMATA, KAKTO H CEAMIUHO ONpeesistHe Ha Opos KpbBHH KIIETKH.

Crien 3anoysase Ha HHY3UITA MOXE [1a ce HAOMOAaBaT ANEPrHYHH PEAKLIMM.
Heobxomymo € peIOBHO IMPOBEKIaHE HA HEBPONIOTWYHU TECTOBE.

B13MOXHO € 1a Bb3HHKHAT 00paTHMH HapyLIEHHS Ha 3peHHETO MO BpEME Ha IEYEHHETO B
JO3H.




AKO TIOJTY4HTE [T1aBOOOHE, MPUNAIBIM ¥ HAPYILEHUA Ha 3pEHHETO (OT 3aMBITIABAHE 10 3ary0a Ha 3peHHETO), TOBOPETE C
Bawums nexap.

AKO 3aMOUHETE 2 yceInaTe [PEKOMEPHA YMOpa H 3aXbXBaHe, MPHAYKEHHM ¢ NOHIDKEH OpOi YePBEHN KPbBHH KIIETKH
(CHMITTOMH Ha XEMOJIMTHYHA aHEMMS ), CAMOCTOATENTHO WIM B KOMOMHALMA ¢ NOHMKeH Opoi TPOMOOLMTH, HETHITUHHO
MOCHHSBAHE 10 KOKATA (TpoMOOLIMTONEeHUA) ¥ HapyineHus Ha OuOpeLivTe, CBBP3aHH € OT/E/IAHE Ha MO-MATKO WIH
HMKAKBA YPHHA (CHMITTOMH HA XEMOJIMTHHHO- YPEMUYEH CHHIPOM), roBopeTe ¢ Batusa nexap.

Axo uMate Tpecka (Temriepatypa 38° C 1 nobeue) WM CTYIEHH TPITKH, KOSTO MOXE J1a € IPH3HAK HA MH]EKLIA,
rosoperte ¢ Baiums siexap HezaGaBHO. BE3MoxkHO € Ja pasBHeTe MHGEKLIHS HA KPEBTA.

Tlpw neyeHyre Ha feLia € BE3MOXKHO /14 BB3HHKHAT CITYXOBH HapyLLUEHHS.

3a NaLMEHTH B cTapyecka Bu3pacT (Haa 65 rogrHu) MOKe /14 ce HATIOKH KOpeKLMs Ha 03aTa Criopea 00LIoTo UM
CBCTOSHHE.
AKo MMaTe npodiieM ¢ KOCTHHSA MOSEK (MHEOCYTIPECHA ), MOXKE JIA C€ HAIOKH KPBBOTIPE/THBAHE.

[To Bpeme Ha neyeHreTo ¢ Kapboxon wie By 6maar sanen nexapeTsa, KOHTO NOMArar 3a HaMa/IaBaHe Ha NOTCHIMATHO
»KHBOTO3ACTPALLABAILIO YCIIOKHEHHE, HBBECTHO KATO TyMOP-JIH3HC CHHIPOM, KOHTO C€ NPUHHHABA OT OHOXMMHYHH

HAPYILIEHHA B KPBBTA OPAIH pa3iiajl Ha YMMPALLMTE PAKOBH KIETKH, KOHTO OCBOOMKIABAT ChABYKAHWETO CH B KPBBTA.
L1le Bu Obae HanpaBeHa NOATOTOBKA MPEIH BCEKM KyPC Ha JIGUEHHE € LIEJ A CE NPEJOTBPATH €BEHTYATHO OBPEBILAHE.
ObuxHoBeHO KapbokoH He ce NpWiara roeeyue OT BEAHRK CeAMUUHO.

Apyrn nexapcrsa H Kapboxon
Hudopmupaiite Bauina tekap win ¢papMalieBT, ako NPWIAraTe, HaCKOpO CTE MPHJIATaIH WIH € Bb3MOXHO 212

npunarare Apyry JeKapcTBa..
KapGomnnaruH He TpsaOBa na ce npwiara B KOMOHMHaLUMA C APYTH NPOJYKTH, KOHTO 3aCATaT KOCTHHA MO3bK.
Kap0OoKOH € MpOTHBONOKA3aH 33 ChBMECTHA yNnoTpeba 3a¢HO ¢ BAKCHHA NNPOTHB XKBJITa TPECKA.

He e npenoprunTe/iHa chBMecTHa ynorpeba Ha KapboxoH 3aeqHo c:
- JKMBH BakCHHM mopaiy NOBUIIEH PUCK OT CHCTEMHH, BB3MOXHO ¢aTtannu 3abonsBaHui. PUCKBT ce
yBeJIMUaBa NPH NALMEHTH, KOWTO Bede ca ¢ MOTHCHATa UMyHHa cucteMa. Korato € Bb3MOXKHO, H3MOJI3BalTe

WHAKTHBMpaHa BaKCHHa;
- denurorH, docheHHUTONH, NOpagH PUCK OT IMOBIUIBAHE HA €(EeKTa UM BbPXY KOHBY/ICHMTE, KAKTO U

JACHJIBAHC HA TOXCHYHOCTTA HIIH 3&1"}!’6& Ha ECbHKaCHOCT Ha KHP60KOH.

CobeMecTHa ynoTpeba, koaTo TpsadBa Ja ce B3eMe NOA BHUMaHHE:
- LIMKTOCTIOPHH, TAKPOIIMMYC H CHPONMMYC (JleKapcTRa, MOTUCKALIW OTTOBOpPAa Ha HMYHHATa CHCTEMA),

MIOpaJH PHCK OT MOBHIIEHA NOTHCKAHE HAa HMYHHATA CUCTEMA,;
- AMHHOIIHKO3K/IH: CEBMECTHATA yrorpeba Ha kapOomnaThH ¢ aMUHOTJIHKO3WAHHN aHTHOHOTHLIM TpADOBa
[a c€ UMa NPEABHA, NOpaJK HATPYNBALNATA Ce TOKCHYHOCT B OuOpeuTe U yInHuTe, 0cOOEHO NPH MALMEHTH €
610peyHH HaApPYLLHCHHS;

- BpuMkoBu auypetdim (kato ¢yposemua). ChemecTHaTa ynorpeba Ha KapboriaTH ¢ OpHMKOBH
aMypeTHuu TpaGBa Aa OBbae B3eTa Npeasuil, NopaAd MOTEHUHATHa TOKCMYHOCT 3a OBOpeumnTe U ClnyXoBHs
anapar;

- AHTHKOArynaHTH (JiekapeTsa cpellly ChbCUPBaHE Ha KPbBTA).

BpeMeHROCT, KbpMeHe B PepTHIAHTET

AKO cTe OpeMeHHa WM KBPMMTE, CMATaTe, ue MOXE Ja CTe OpeMeHHa WU Jufk BRGTE~SREMEHHOCT,
nochBETBAlTE ce ¢ Baua nekap Wi gapMartieBT Npead ynoTpedaTa Ha TOBA JIEKs :
X eHu B penpoayKTHBHA Bb3pacT TpaOBa Aa 6bAaT chbBeTBaHU Aa M30ATBaT 3a6
e(eKTHBHA KOHTpALENL|s IO BDEME Ha JISUEHHETO U 0 6 Mecela Clle/] IPEYCT
Tvi kaTo He € ycTaHOoBeHa 6e30macHOCTTa NpH npunoxkeHue Ha KapOokon n
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NeKapcTBo He TpAOBa Ja ce mpuwiara No BpeMe Ha OpeMEHHOCT.,

He e u3BecTHO nand KapbokoH ce eKCKpeTHpa ¢ KbpMaTa, HO ChiUECTBYBa MOTCHUMANEH PUCK OT CEPHO3HH
HexelaHH PEaKLtdM Y KbpMaueTo. AKO Ce€ HaNOXKH JIe4EHUE 110 BPEME Ha MEpHoJa Ha KbpMEHE, KbPMEHETO

TpaOBa Aa OBA¢ NpeyCcTaHOBEHO.

[Topany BB3AEHCTBHE Ha TOBA JIEKapCTBO BHPXY OOpasyBaHETO Ha CIEPMATO30MAM MNPH MEXETE Y BbHPXY
MEHCTPYAIHHA LUKBJ [PH XKEHHTE € Bh3IMOXKHO Ja NIOBIUsAe BbpXY depThanTera npH Asata nona. Ionobxu
edekTH ce OKa3BaT CBLP3aHH C A03ATA H NPOAB/DKHATENHOCTTA HA TEPAITHATA U MOXeE ia Ca HeOOPaTHMH.

Ha MBbKe B pernpoiyKTHBHa Bb3PacT, KOMTO MPOBEXKAAT JIeYEHHE C KapbomnnaTy, ce npenopbysa He craBar
POAMTENH MO BPEME Ha JIEYeHHETOo A0 6 Mecena ciie/l NMPEeKPaTABAHETO MY M a MOHCKAT ChBET OTHOCHO
CbXpaHABAHE HA CTIEpMa TIPeH 3aM0YBaHE Ha JICYEHHETO, OPajiH Bb3MOXKHOCTTa OT HeoOpaTuMo Hesnnoawue,

B pe3YyJITAT OT TepamnusATa ¢ kapboruarus.

Hlodpnpane u pabora ¢ MAIIKHH
VnorpeGarta Ha KapbokoH Moxe ga npuudHM rafeHe, MOBpbillaHe, HapyLUCHHS Ha 3PEHHETO M YIUHA
TOKCHMHOCT, MOpPAaJH TOBA CBHIIECTBYBA NOTEHUMANCH PHUCK OT Te3H peaklMH BBPXY CNOCOOHOCTTA 3a

wodupaHe 1 paboTa ¢ MalllMHY.

3. Kak aa manoaspate Kapboxkon

Bunard npunaraifte TOBa JleKapcTBO TOYHO KakTo By e kasan Bammar jiekap. AKo He cre CUTYPHH B HeElllo,

nonuraiire Bauua nexap.
Bawnar nekap e HazHauH JieueHueTo Bu ¢ Kapbokon. [lo3aTa ce onpeend HHAMBHAYATHO K 3aBUCH OT THIA
pak, oT ToBa aanu KapGoKkoH ce npuiara caMoCTOSTENHO MK B koMOHHalus H oT Bameto obino cxecTosHuHe.

OBHKHOBEHO TOBA JIEKAPCTBO HE CE MpMIIara rosevye OT BEAHBK CEAMUYHO.
INpenophuBanaTta J03a NpH BB3pacTHU naumeHtn e 400 mg/m? npunoxkeHa kaTo €JHOKpaTHa A03a 4pe3

MHTPaBEHO3HO BIMBaHe 32 15 o 60 MuuyTH. AKO BH e prnaraHo Apyro eyeHHe WM cTe UMau OpOpeuHo

3abosigraHe, go3aTa Tpiadea Aa 6bje ChOTBETHO afanTUpaHa.
AKO MMaTe HAKaKBH JAOMBLJIHHTENHH BLIPOCH CBBP3aHM ¢ ynoTpedaTa Ha TORa JIEKAPCTBO, MOJIA MONMKTANHTE

Bamuns nexap.
AKo Bu ¢ npaio:xena no-roaama ao3a Kapboxon ot neobxoaumara

Bawns nekap e HazHa4H TOYHATA 71034 3a Bac. B ciyyaif Ha npeio3HpaHe MOXe J1a €€ YCWIAT HEeXKE/IaHHUTE
NIEKapCTBEHH peaklnH. BalluaAT nekap 11e Ha3Ha4YM JIeHCHHE HA CHMIOTOMUTE HAa TE3H HEXKE/IAHU PCaKLUM.

4. Bh3MoKHM HeXKEJTAHH PEaKIHH

Kato BCHYKHM JIeKapCTBa, TOBA IEKAPCTBO MOXKE 1A PUUMHA HEKEJIAHH JIEKAPCTBEHH PEAaKLMH, BBIIPEKH Y€ HE BCCKH '

MoTy4aBa.
HeoxxenaHuTe peaxipiu ca Mz0pOeHH N0 CHCTEMO-0praHHH KacoBe, NpenopbuBatute o MedDRA TepMiHy 1 HeCTOTS,

KATO ¢4 M3ITQT3BAHM CJICTHHTE KATEropri; MHoro 4ecTH (>>1/10), uect (>1/100 no <1/10), newectr (=1/1 000 oo
<1/100), pemxu (=1/10 000 o <1/1 000), mHoro pemxu (<1/10 000), ¢ HeBBeCTHA YeCTOTA (OT HAMMYHHUTE IAHHH He

MOXke aa Obzie HalTpaBeHa OLICHKA).

HezabasHo kaxere Ha Banms nekap, ako nostyuure 60NKa B bpAMTE, KOATO MOXE /ia € IPH3HAK 3a NOTeHLMANIHA
CEPHO3HA aneprutiHa peakipa, HapeueHa CHHAPpoM Ha KyHuc.

Heoniasmu - no0poxaciecTBeHH, 3JIOKAYECTBERH H HEONPE/e/ieHH (BK/L. KMCTH H IOJIMIIH)
C nHeuzeecmua yecmoma: CBbP3aHH ¢ TepaIMATa JTOKAYECTBEHN O0pasyBaHHsl.

Hndexmun u sndecranuy
Yecmu. vapeximm™*
C nHeuzgecmna yecmomd. NHEGMOHUA



HapyilleHns HA KPbBTa H THM(HATA CHCTEMA

Mno20 yecmu: TPOMGOLMTONIEHHS, HEYTPOTIEHHS, JIEBKOTEHHS, aHeMHA (TTOHIDKeH 6okl KPbBHH KIIETKH),

Yecmu: KpbBOHITMBU*

C HeusgecmHa Yecmoma: HAPYLICHA Ha KOCTHHA MOSBK, (peGpHITHA HeYTPOTIeHMs! (HAMANABAHE HA HeyTPOGHIHITE
NEBKOLIMTH B NEpU(EPHATA KPBB), XEMOTHTHHHO-YPEMHUEH CHHAPOM (HETHIHHHO paspyLliaBaHe Ha YEPBEHHTE KPbBHH
KIIETKH)

Hapyiennsi Ha MMyHHATa CHCTEMA
Yecmu: CBPBXUYBCTBHTEHOCT M aHAQWIAKTOKIHH peaKiiiH (a/1eprvs OT Obp3 Tv)

HapymeHnusi Ha MeTab0/1H3Ma B XpAHEHETO

C Heuszgsecmna yecmoma: JeXRpaTalys, aHOpeKcHs (3aryba Ha Terio), XMITOHATPHEMMA, OTKIIOHCHHA B PESYJITATHTC
OT KPbBHH H3C/IEABAHHS (CHMITTOME HA TYMOD-/IH3HC CHHIPOM, KOHTO MOYe a Ohie MPUHHHEH OT Obpaud pasnaz Ha
TYMOPHHTE KIJIETKH) (BIDKTE TOUKA 2)

HapyineHRs Ha HEPBHATA CHCTEMA

Yecmu. nepudepHa HEBPOMNATHS, MAPECTE3Hs (USTPLIIBAHE), OTC/Ia0eHH CyXO0XKWIHH pe(h/IeKCH, CETUBHH HAPYLICHHS,
NPOMsHA HA BKYCAa.

C Heuzsecmua vecmoma: MO3bHHO-ChI0BH MHLMACHTH*, rpyra OT CUMIITOMH, KaTo IJIaBobosiue,
[PHNATBLIM K HAPYILIEHO 3pEHHe- OT 3aMbIIABAHE A0 3aryda (CHMITTOMM Ha CMHIPOM Ha obpaTiMa 3a/Ha
NeBKOSHLISATONATA, PAIKO HEBPOJIOTWYHO HAPYIIICHHE).

3pATeJIHN HAPYIICHUS
C neussecmna wvecmoma: 3aryba Wiy HApYLLIEHHA HA 3peHHETO

Hapyiesne Ha yxoTo i TaOHpHHTA
Yecmu: OTOTOKCHYHOCT (HAPYLLIEHHE Ha CITyX0BaTa (hyHKLKA)

ChpaedHu HApyIIeHAN
Yecmu.: CbpACUHO-CHAOBH HAPYLICHHS
C Heuszgecmna wecrmoma: ChbpAEYHA HEAOCTATHYHOCT*, HEpABHOMEPEH ITyJIC, CHHAPOM Ha Kynuc

CrnaoBH HApYHIEHHS
C Heusgecmna vecmoma: eMoonUa™ (3anylBaHe), MOBHILICHO/TIOHDKEHO KPLBHO HANIAraHe

PecriHpaTopHH, IPHAHA H MEAHACTHHATHH HADYIICHUN
Yecmu. MYXATENHW HAPYIIICHHS, HHTEPCTHLMATHO GertoapobHo 3abangsane (crieLppiuHO BbINATEHHE Ha Oermis gpod),
HpoHxoCaseM

CroManiHo-“IpeBHH HApyIIenuy

Mrozo yecmu: NOBpBILAHE, rafieHe, kopeMHa OosKa

Hecmu: MykosuT( BEIMAICHHE HA JIATABHLIMTE), MApHs, 3aTIEK

C neusséecmna vecmoma: CTOMaTUT (Bh3MANEHUE HA YCTHATA JIMTABHLIA), [IAHKPEATHT

HapynieHns Ha KOKATA H NOIKOKHATA THKAH
Yecmu: anonelidd (onaaaHe Ha KocaTa)

Peoxu: epurema (3adepriaBaHe), 0OpuB, NMPypUTYC (ChpOeK), ypIHKapHs

HapylueHus Ha MyCKY/THO-CKeJICTHATA CHCTEMA H CLEHHHTETHATA THKAH
Yecmu: MyCcKyTO-CKEleTHH HapylIIEHHs
C neuzgecmua vecmoma: MyCKYJTHU CITa3MH, MYCKYJIHa c1abocT

Hapymennsa aa 0b6penume H NHKOYHHTE ITHTHILIA
Yecmu. yporeHHTANHN HapyLLUICHUS
C neuszgeecmua vecmoma. Op0pevHa HeOCTATEYHOCT




O6mna rapymeHss H ¢peKTH HA MACTOTO HA BPUIMKEHHE

Yecmu: acreHns (ymopa)

C Heuszgsecmna vecmoma. HEKpPO3a Ha MACTOTO Ha MIDKEKTUpaHe, PpeakLMa Ha MCTOTO Ha HIDKCKTHPAHE, EpUTEM
(3auepBsBaHe) Ha MACTOTO HA HIDKEKTVPAHE, EKCTPaBazaliMA Ha MACTOTO Ha MHKEKTHpaHe (HAB/IH3AHE Ha JIeKapCTBOTO B
THKAHUTE), (PHBHYECKO HEPA3IIONOKEHHE, OOBPKAHOCT

Hacnensannsa

Mhnoeo wecmu: HamangBsaHe Ha ObOpeuHms KpeaTHHMHOB KIMPHHC, NOBUILIABAHE HA KPLBHATA Ypea, MNOBHLLIABAHE HA
KphBHATA ANKATHA (ocarasa, NOBUIIABAHE HA ACNAPTAT AMMHOTpaHC(epasara, OTKNOHEHHS B pe3YJTTaTHTe OT
M3CIeIBAHMA Ha YepHOAPoOHATa QYHKLMS, HAMANABAHE HA KOJIMYECTBOTO HATPHH B KPLBTA, HAMANISBAHE HA
KOIMYECTBOTO Ka/lHii B KPbBTA, HAMAIABAHE HA KOITHYECTBOTO KAJILMH B KPBBTA, HAMANIABAHE HA KOJIMUCCTBOTO
MAarHe3un B KPhBTA.

Yecmu: NOBHILIABAHE HA KPbBHUA OWMMpYOHH, NOBHIIIABAHE HA KPBBHHA KPCATHHHH, NIOBHIIIABAHE MMKOYHATA
KMCE/TMHA B KPbBTA.

* Qaramu npH <1%, ¢aranHy ChpASHHO-CRIOBH MHLIMAEHTH NMpH <1%, BIIIOUHTEIHO ChPACHHOCHI0BA
HEIOCTATLYHOCT, EMOQIMZBEM W MO3EYHOCHAOB MHLIMIGHT KOMOWHHpPaHH.

Cro0maBane HA HeXKE/IAHH peaKnMu

AKO TIONyYMTE HSAKAKBH HEKEJIAHM JIEKApPCTBEHH peakuuM, yBeaoMere Baluna nexap, ¢apMaueBT HIU
MEAWLMHCKA cecTpa. TOBa BKJIIOYBA BCHYKM BB3MOXHH HEOMHCAHHW B Ta3W JIMCTOBKA HEXKEJaHH peaKlMH.
Moxere cbILo Ja CHOOIINTE HEXEIaHHU peakLMi ZUPEKTHO Ypes:

U3nbIHHTEHA areHLMA 110 JICKAPCTBATa

yn., HamsH I'pyes” Ne 8

1303 Copus

ten.:+359 2 8903417

yebcaiit: www.bda.bg

Kato cnobliaBare HexkenaHM peaKUWH, MOXETE Aa AafeTe CBOA IPHUHOC 3a II0J1yYyaBaHE Ha T[OBEYe
UH(pOpMaLUA OTHOCHO HE30MacHOCTTA Ha TOBA JIEKApCTBO.

5. Kak aa cexpanasare Kap6oxon
J1a ce CrxpaHsaBa Ha MACTO, HEAOCTBITHO 3 JIeLIA.

Ilpeau orBapsHe HA aKOHA:
Ha ce cexpansBa nog 25°C,

Cnen pasperxiase:
XrMHYHATA ¥ (PH3MUHATA CTAOWIHOCT NPH yrioTpeba ca AoKa3aHHu B MpoXL/DkeHre Ha 30 yaca NpM cTaiiHa TeMrieparypa

nnpu2-8°C.

Ot MUKpoGHOIIOrHYHA I7IeIHA TOUKa MPOAYKTLT TpAbBa Ja ce M3norsa HeaabaBHO.

B nporvBeH ciTyuait BpeMeTO M YC/IOBHMATA Ha ChXPaHEHHE MpeiH MPIIoKEeHHe ca OTTOBOPHOCT Ha NOTPEOHTENS U He
TpAbBa Jia HaaBHLLAaBaT 24 yaca npu 2-8°C, 0CBEH ako pa3peKIaHeTO HE € UBBBPILCHO NMPH KOHTPOJIMpaHH acerTTHYHM

YCJIOBHA H € BAITHIHUPAHO.

Jla ce cpxpaHABa B OPUIMHATHATA ONAKOBKA, 33 1A € Ipe/Nasy OT CBET/IMHA.

He vsnomsaitre TOBa JISKAPCTO CJIE]] CPOKa HA NOAHOCT, OTOCNIA3aH BEpXY onakoBkara. CpoKbT Ha NOAHOCT OTroBapd
Ha NOCeHUA JIEH OT [TOCOYEHHS MeceLl,

He w3xBopnsitre nexkapeTBaTa B KAHATM3ALMATA WIK B KOHTEHHEpa 3a A0MAlLHY oTria (b, [lonuraire Batuvs
hapMaLIeBT KaK 1a HIXBBVIATE JICKAPCTBATA, KOUTO BEYE HE M3NOM3BATE. Te3n MEPKH L1 CIOMOTHAT 3a OMa3BaHe Ha

OKOJIHATA Cpefia.




6. CranpxaHMe HA ONAKOBKATA H JONBJIHHTETHA HHpOpMAIHT

Kaxso cpabpxa KapbokoH

- AKTHBHOTO BellleCTBO €: KapbomjiaTHH

- JIpyruTe ChCTaBKM Ca: BOAA 3a MHXKEKLIUH

| pnaxod ot 45 ml kOHUEHTpAT 3a MH(Y3MOHEH pasTBOP ChAbPKA 450 mg KapOommaTHH.

Kak marnexga Kap6okoH B KaKBO CbALPXKA ONAKOBKATA
Kap6omnatus e 6ucthp, Ge3upeTeH Ao O1e10XKBAT pasTBOP, NPAKTHIECKH CBOOOJEH OT YaCTHLIH.
50 ml ¢nakoH or asto npospaudo creiiio Tdn I (USP), 3arBopen cwuc crBa OpomolOyrtunoBa rymeHa

3amyMIaKa M 3aMeyaTaH ¢ amyMWHHEBa OTYYTIBAILA ce YepBeHa ofkaTka, chabpxKall 45 ml KOHUeHTpar.

IIpaTexares HA pajpemIeHHETO 32 YHoTpeda H NPOR3IBOAHTE

dapmakonc A
oyn. ,.JTeito K. Ssopor® Ne 44, er.1 Codus 1164

brarapus

I[a'ra Ha NOoCJIeAHO NPePpAIrACKAAHE HA JIHCTOBKATA




3a nombaaUTENHA HEGOpManus oTHocHo Kap6oxon 10 mg/ml ce o6bpHeTe xbM Batius nekap, papmanesT
WM TIPE/ICTABHUTEIIA HA NPHTEXKATENS HA pa3pelleHHeTo 3a ynorpeba.

HuadopManas caMo 3a JICKAPH H MEAHIHHCKH CIENHATACTH

CnenHajnH NpeANA3HH MEPKH IIPH H3XBLpisgHe H pabora

Jla ce clneaBaT yKazaHMATa 3a paboTa ¢ LIATOTOKCHYHHU JIEKAPCTBEHH MPOAYKTH! BCAKO HEHM3MO/I3BaHO
KOJIHYECTRO OT JIEKAPCTBEHHA MPOLYKT WK [IOYKHCTBALK MaTepHATH Tpa6Ba fa 6baaT YHHILIOKEHH ChIJIACHO

pasnopeadoure.
HecbBMECTHMOCTH

Anymunuii pearupa ¢ Kap6okoH karo npeausBukBa GopMHpaHe Ha TIPEIMITMTATH Y 3aryba Ha GHolorHuHaTa
My akTHBHOCT. [Topaau ToBa 33 MPUrOTBAHE H NpHIoKeHHe Ha KapbokoH He Tpabpa fa ce ynoTpedsiBat UIiv,
COPHHIIOBKH, KATETPH H APYTH M3/E/HA 33 MHTPABEHO3HA alUIMKALIMA, KOMTO ChABPXKAT aJlyMUHHH.

Jo3MpoBKa H HAYHH HA OPHJI0KEHHE

[IpenopbuaHara J03a MPH BB3PACTHHU NALMEHTH, MMPH KOWTO HE € TPOBEXKAAHO JICUCHHE H € OTHETCHA
HopMaiHa O6BOpeuHa ¢yHkuus, e 400 mg kapboriatiH/m2 TesecHa NOBbPXHOCT, KATO €JHOKpaTHaTa [03a
NpUaOXKEHa MOCPEACTBOM KpaTkoTpaiHa WHTpaBeHO3Ha MHQY3ns (15-60 MuHyTH). JleueHHeTO MOXke Aa ce
MIOBTOPH cliel 4-ceaMuueH uHTepBat. [Ipy puUCKOBH nauueHTtH (MpH KOUTO € Guila npoBejcHa Tepanus ¢
MHEJOCYTIPECHBHH JIEKAPCTBEHM NIPOAYKTH W/HIH JIbUeTEpanis, Kako K NpH Te3H B HE3AMOBOJIMTENHO 0010
CbCTOSHME), JICYEHHETO TpaGBa Aa 3amoyHe ¢ go3a 300-320 mg/m2. npd naiMeHTH ¢ (QYHKUHMOHAIHO
666peuHo yBpexaaHe e HeobXoaWMO MOHHKABAHE W a/lanTHpaHe Ha 103aTa KbM CKOPOCTTA Ha IIOMEpyJIHATa
GUITpaLUA.

3a 3YHCIABaHE HA 03aTa MOXeE J1a Ce U3NO0JI3Ba anTepHaTuBHa ¢opmyna (popmyna Ha Calvert), Oazupana Ha
cKkopocTTa Ha rjoMepyiHara ¢puirpaums (GFR B ml/min) H xapbosnatuHoBaTa Henena ol Noja KpHBaTa

xoHueHTpauus-Bpeme (AUC B mg/ml x min).

03a (mg) = uenesa AUC (mg/mil x min) x [GFR mi/min + 23]

uenesa AUC [lnanupaHa XMMHOTEpanus CraTyc Ha nauMeHTa

5-7 mg/ml.min camo KapOoIutaTHH [TpeaBapHuTEIHO HEEKYBAH

4-6 mg/ml.min camMo KapbornaTuH [IpeaBapHTEIHO HEJIEKYBaH

4-6 mg/ml.min caMo kapboriaTHH nmoc | [IpeapapUTenHo HEAeKYBaH
uHknodochaMma

3abenesxka: ¢ popmynara Ha Calvert, ToTanHaTa 1032 KapbONIaTHH € NpecMeTHATa B mg, a HE B mg/m*.
®opmynara Ha Calvert He TpsbBa na ce npuiara Npd NAaLMEHTH C TEXKAa NPERUIecTBallla Tepalnus Karo
HalpHMEp TE3H, JICKYBaHH C:

-MUTOMMIHH C;

-HHTpO3aypes;

-KOMOMHHpaHaTa Tepanus ¢ JOKCOpYOHLIMH, LIMCIIIATHHA;

-KOMOHHHpaHa Tepanis ¢ 5 WU MOBEYE CKAPCTBEHHU NPOJIYKTA,

-1euetepanus >4500 rad, bokycupana sbpxy none 20 x 20 cm wiu pepxy noseye or 1 none.

Hama JOCTATBYHO ONMT ¢ KapOOIUIaTMH NpH [eua, KOKTO Aa Mo3BONHM Aa Obaar HanpaBeHH CNEUHUMHYHH
NpenopbKH 3a J0o3HpaHe.

Haupse na npraoxKenne

Cnen u3roreaHe, paspeIeHHA pa3TBOp CE NpUiara upe3 KpaTkoTpakHa UHTPABEHO3
15 no 60 MHHYTH.




Pazpexnane

JlexapcTBEHHAT NMPOLYKT MOXeE Aa ce paspeau ¢ 5% pasTsop Ha rmokosa win 0,9% pa3sTBop Ha HaTpHEB
XJIOPHI [0 TMOCTHraHe Ha HHcKa KoHieHtpauud ot 0,5 mg/ml (500 microgram/ml). Tbi kato He ChABPKA
KOHCEPBAHTH, TaKa NPHIOTBEHHUAT PA3TBOP Ce NpPenopbyBa Jla He C& ¥3N0A3Ba CNeA noseye oT 24 yaca.

Cpok Ha rogHocT
2 FOAMHH.

MaKCHMATHOTO BpeMe 3a ChXPaHEHHE Ha pasTBOpUTE 3a uH(Yy3us Ha Kapbokon B koHueHTpauuu 0,5 mg/ml,
NpUroTBeHH ¢ 5% pas3TBOp Ha /110K03a, € 30 yaca, npu ycnobus 2-8°C 1 20-25°C Ha 3alllMTEHO OT CBETJIMHA
MacTo. MHdy3noHHHAT pasTBop TpaGBa Aa ce M3NoI3Ba HE3abaBHO Clied NPUIOTBAHE, aKO CEC ChbXpaHABA Ha
cTaifHa TeMmnepaTypa, 6€3 aa ¢ npeanaseH OT CBET/IHHA.

Ot MUKpOGHOJIOrHYHa IJI€lHA TOUKA, JIEKAPCTBEHUAT NPOAYKT TpsabBa Ja ce u3nonassa HezabasHo. B cayyan
ye NIeKapCTBEHMAT MPOAYKT He Ce€ M3noa3Ba He3abaBHO, NOTPEOMTENAT HOCH OTTOBOPHOCT 32 BPEMETO H
YC/IOBHATA Ha ChXPAHEHHETO My NpeH yrnoTpeba, KouTo 06HKHOBEHO He TpAbBa Aa npesuilaBat 24 yaca NpH
TemnepaTypa Mexay 2-8°C, ocBeH B ciydail uYe pa3TBapaHETO/ paspeXAaHETO € OCBIIECTBEHO B
KOHTPOJIHpaHH H NOTBBPACHO aCENTHYHH YCJIOBHHA.

CnenHa/iHH yC/I0BHE HA CHXPAHEHHE

KapGornnariH e caMo 3a eiHOKpaTHa ynoTpeba.

[Mpenu orBapsaHe Ha (IIAKOHWTE: ChXpaHsBaiiTe npH Temneparypa noa 25°C. CexpausBaiite dakoHa BbB
BLHINHATA KAPTOHEHA OMAKOBKa, 33 Aa ce npeAnasd ot ¢seTiHHa. Cnen paspexpaaHe: JlokazaHa € XuMHUuecKa
1 pusnyecka ctabuntocT npu ynotpeba go 30 vaca npu 25°C.

Ot MukpoOHONIOrHyHa rjeHa TouKa NpoRYKTHT TpAOBA Aa ce u3nosi3sa HezabaBHO.

B npoTuBed ciay4alf BpEeMETO M YCIOBMATA Ha ChLXpAaHEHWE Mpeau MNPUNOXEHHEe Ca OTrOBOPHOCT Ha
norpebHTeNa 1 He TpaORa Ja HaaBuiuaBaT 24 yaca npu 2-8°C, OCBEH aKo pa3speKIaHETO HE € H3BbPIUECHO NpPH
KOHTPOJIHPaHH aceNTHYHH YCJIOBMSA ¥ € BATHAHPAHO.

JaTa HA MOCJIeIHO npepa3riekaane HA JHCTOBKATA:
05/2025




