JIncroBka: unpopmauus 3a norpeduTe s a/ L A (f J’/ 6/ )

3ABE/10C S mg npax 3a HH(QY3HOHEH pa3TBOp _ . 7. NE_
ZAVEDOS 5 mg powder for solution for infusion (3’36{ ; L3 -05 1025

JABEJ1OC 10 mg npax 3a HHQY3HOHEH pa3TBoOp
ZAVEDOS 10 mg powder for solution for infusion

UAapyOMLIMHOB XUAPOXJIOpUA (idarubicin hydrochloride)

[IpoueTeTe BHHMATEIHO HAJIATA JJHCTOBKA, NPE/IH /1A 3al104YHETE /1a NIPHJIAaraTe TOBa JIeKapcTBO, Thil
KATO TS Cb/AbPKa BaxkHa 32 Bac undpopmaums.

3anasere Ta3u JUCTOBKA. MOXe J1a ce HAJIOkKHM J1a 1 TPOYEeTETe OTHOBO.

AKO UMaTe HAKAKBH JOITBJIHUTEIHN BBIIPOCH, nonurtante Bauius nekap, ¢papManeBT UM MeJIMIIMHCKA
cecTpa.

ToBa nexkapcTBo € npeanucalo AM4HO Ha Bac. He ro npeorcrbngaiite Ha Jipyru xopa. To Moxe J1a UM
HaBpe/IH, HE3aBUCHMO Y€ MpHU3HALMTE HA TAXHOTO 3a00/1BaHe ca cbluuTe Kato Bamure.

AKO Nony4yuTe HAKAKBU HEXeJIaHW peakuuH, yBejaomere Bauus nekap, ¢papMaueBT WIM MeJIMLIMHCKA
cecTpa. ToBa BKJIHOYBA M BCHYKU Bb3MOKHH HEXEJIaHU peaklMU, HEONMUCAHU B Ta3Mu JIMCTOBKA. BuxTe

Touka 4.

KakBo CbhAbPAKA Ta3H JIHCTOBKA!

O & W —

1.

Kakgo npeacrasnssa 3ABLEJIOC M 3a kakBo ce U310J13Ba
Kakso Tps0Ba na 31aere, npeau aa usnoiassare SABEJIOC
Kak na usnojnssare 3ABEJIOC

Bb3MOXHU HEXKeNaHU peakUHH

Kak na cbxpansBare 3ABEJ1OC

CbabpKaHue Ha OMaKOBKaTa U JOMBJIHUTEIHA MHPOpMaLIUS

Kakso npeacraBiasea 3ABEJJOC u 3a KakBo ce H3110/13Ba

3ABEJIOC ce u3non3sa 3a JieyeHUe Ha CJIeJJHUTE 3JI0Ka4YeCTBEHHU 3a00JIIBaHUA

2.

octpa HeaumpobdaactHa neskemus (OHJIJI) npu Bb3pacTHH 3a NOCTUraHe Ha PpEMHUCHS KAaTo MbpBa
JIMHUA HA JIeYEHUE WK MPU NALMEHTH C peld/IMB Ha 3a00JIIBAHETO UJIM PE3UCTETHH HA JIEYEHUETO:
octpa nuMmdoodnactHa neskemus (OJ1J1) kaTo BTopa JIMHUS Ha JIeYeHUe T1PH Bb3PacTHHU U JIeLia.

KakBo TpsiOBa aa 3Haete, npeau Aa uinoassare 3ABE/JOC

He n3noa3zBaiite 3ABE/10C

aKO CTE€ AJIEPruyHM (CBPBbXUYYBCTBUTEHU) KbM MAAPYOMLIMH WJIM KbM HAKOS OT OCTAHAJIMTE ChCTABKH HA
3ABEJOC

aKo CTe aNepruyHy (CBpbX4yBCTBUTEIIHH) KbM JAPYTH aHTPAUMKINHHU UK aHTpaLlCHEIHOHH
(1lekapcTBEHM NMPOJYKTH 3a JieyeHHe Ha pakoBH 3a00/19BaHus)

aK0 MMaTe TEXKO YepHOAPOOHO YBpEK/1aHe

aKo uMare TeXKO OBbOpeyHO yBpeKaaHe

aKO UMaTe TeXKKa CbpJeHHa HEJOCTAaTbYHOCT

aKO CTe NpeTbpneiu NpeceH MUoKapaeH UHpapKT

aKO MMAaTe TEXKKH apUTMHUH (HApyLUEHHs B pUTBbMA Ha CBPLETO)

aKo UMare nepcucTupalla Muesocynpecus (NoTHCKaHe Ha KOCTHUSA MO3bK) e

aKO MMaTe Mpe/AX0XK/Iallo JeueHHe ¢ MaKCUMaaTHUTE KyMYyJIaTUBHH JI031 HAapyOuim @iﬁﬂﬂl ) ; "
AHTPALMK/IMHU M aHTpalLleHEeIMOHH. & ’*; < ?’ﬁ \
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[IpeaynpexaeHus U NpeaAnasHd MEpPKH

Kaxere Ha Baums iekap, ako nipyemMare HJIH HaCKOpo CTe NpHeMai Tpacty3ymad (JiekapcTBo, H30JI3BaHO
P JIEYEHNETO Ha ONpeJielieHH PakoBy 3a00J1aBaHus). 3a OTCTPAHABAHE Ha TpacTy3ymad OT TAJIOTO MOXe Jia
ca HeoOxoaumu 10 7 Mecena. Tbil kKaTo TpacTy3yMad Moxe /1a OKake BJIUSHUE BbPXY ChpLETO, HE TpsAOBa na
nsnonseare 3ABEJIOC 3a nepros 10 7 Mecela clie/l ciipaHe Ha npuema Ha tpacty3ymad. Ako 3ABE/IOC
ce M3M0JI3BA MPe/IM TOBA, Torasa chpaeuHata Bu gyHkuus TpsoOBa j1a ce npociiessBa BHUMATEIHO.

3ABEJIOC Moxe na 3acerHe Mbxkus eprunuret. ['oBopere ¢ Baiuus Jiekap OTHOCHO Bb3MOJKHOCTHTE 33
janassaHe Ha GepTHINTETA Npeay 3ano4paHe Ha JeyeHneto. Kakro Mbxere, Taka U keHuTe TpAOBa 1a
M3MoI3BaT e(peKTHBHU KOHTPALIENITUBHY CpeJICTBA (BX. ToUKa ,,bpeMeHHOCT, KbpMeHe U GepTHANTET™).

AKO MCKaTe Ja uMmare Jella ciiej npukiousane Ha nedenueto cbe 3ABEJIOC, obcbiere kakBu ca
Bb3MOXKHOCTUTE ¢ Bawuus nekap.

Jdpyru aekapcersa u 3ABE/10C

TpsabBa na kaxete Ha Bawus nekap, ako npuemare, HaCKOpO CT€ MpHEMau UK € Bb3MOXKHO Aa [pHEMATE
JIPYI'H JIEKapcTBa.

3ABEJIOC He TpA0Ba J1a ce cMecBa ¢ XernapHuH rnopaju odpasyBaHeTo Ha yTaHka.

He ce npenopbuBa cMecBaHeTo Ha SABEJIOC u ¢ 1pyru JieKapCTBEHH MPOAYKTH.

TpsbBa j1a ce U304rBa NPOIbLIKUTEIEH KOHTAKT ¢ alKaIHU pa3TBOPH, Thil KaTo TOBA LIE A0BE/E /10
pasrpaxjaHe Ha npojaykra. M3xBbpiere BCEKH HEU3TION3BAH pa3TBOP.

3ABEJIOC e MOLLIeH MUEJIOCYTIPECOp U CXEMHUTE 3a MOJIMXMMHOTEpANuUs, KOUTO ChAbPKAT /IpPYTH
IeKapCTBEHHU MPOAYKTH ¢ M0100H0 AeiicTBHE, MOrarT /1a I0BeaT 10 aAMTUBHA TOKCHYHOCT, 0COOEHO M0
OTHOIIIEHHE Ha KOCTHOMO3bYHM, XeMATOJOTHYHH H FaCTPOUHTECTHHAIHHUTE eeKTH. YnoTpedarTa Ha
3ABEJIOC B cxeM# 3a MOJMXUMHOTEPANUS C APYTd MOTEHUHATHO Kap/IHOTOKCHYHH JIEKapCTBEHH
MpOJlyKTH, KAKTO ¥ eJIHOBpeMeHHaTa ynorpeda ¢ Apyru JeKapCcTBEH! NPOJYKTH, KOUTO A€HCTBAT BbPXY
ChpLETO (Hanp. OJI0KepH Ha KallMEBUTE KaHallH), M3MCKBa Ha0JI0/1aBaHe HAa Chp/ledHaTa QyHKLHA 110 BpEME
Ha jieyeHneTo. [IpoMeHnTe B yepHoapoOHaTa GyHKIMS, NNpeJIM3BUKaHU OT €/IHOBPEMEHHO NPUTIAraHuTe
JleKapCTBEHM MPOJIYKTH, MOTaT Jia OKaXar BIMsHHE BbpXy MeTabonu3ma Ha 3ABEJIOC,
(hapMakoKMHETHKATA (JIBUKEHHETO Ha JIEKapCTBEHHS MPOJIyKT B OPraHu3Ma) M TepaneBTHYHaTa e(PUKacHOCT
W/UJIM TOKCUYHOCT.

AJINTUBEH MHEJIOCYTIPECHBEH e()eKT MOJKe JIa Ce MOSABH, KOraTo €/IHOBPEMEHHO M 2-3 CeJIMHLH Mpe/H
neyenueto cb¢e 3ABEJIOC ce npuiara gpyeTepanus.

bpemMeHHOCT, KbpMeHe H pepTHIHTET
AKo cTe OpeMeHHa WM KbPMHTE, CMATaTe, Y€ MOKe Jla cTe OpeMeHHa WM MJlaHupaTe OpeMEeHHOCT,
nochbBeTBaiTe ce ¢ Baumsg nekap nian papmaueBT npeau yrnorpedarta Ha TOBa JIEKapCTBO.

bpemenHocT

U36sreaiite 3adpemensiBate, jokato Bue wiu naptusopbT Bu cte Ha neyenne cbe 3ABEJIOC.
3ABEJIOC mosxke 1a HaBpe/ld Ha HepojieHoTo Oebe, Taka ye e BaxkHO Ja nHopMupare Bauius ekap, ako
MHUCJINTE, Ye cTe OpeMeHHa.

KoHTpauenuus rnpu JKeHu ¢ JIeTepo/eH MOTeHIHAI

Bunaru tpsbBa J1a u3nosssare e()eKTHBHA KOHTpauenuus no Bpeme Ha sedenue ¢b¢ 3ABEJIOC u 3a Haii-
MaJIko 6,5 Mecewa ciiej] nocsieaHara 103a. 'oopere ¢ Bauus jekap OTHOCHO MoAXoAsALLMTe 3a Bac u 3a
Baius napTHbOp KOHTpaUENTUBHU METO/IH.

KoHTpauenuus npu Mbxke
MbskeTe BUHArd Tpa0Ba Aa u3noa3Bar epeKTHBHA KOHTpALenius, 1okaro ca Ha jedenue cbe SABEJIOC u
3a Hal-Masko 3,5 Mecela ciiejl nocjeaHara J03a.

Knupmene

He kppmerte, nokato cte Ha JedeHue cbe 3ABEJIOC u 3a Hait-manko 14 1Hu ciejl
4acT OT JIEKAPCTBOTO MOXKeE Jla IPpEMHUHE B KbpMara M NMOTEHLHAJIHO Jla HaBpeJax H



PDepTHINTET
KakTo MBbXKETE, TaKa W )KeHHTE Npeay NeueHne TpabdBa Ja NOTLPCAT ChBET 33 3ana3BaHe Ha GepTHIIUTETA.

HlopupaHe H paboTa ¢ MALIIHHH
[TanuenTHTe, 0OCOOEHO MpHU BNOLIEHO CHCTOAHUE, TPAOBA Aa BIeMaT fpedna3Hid MEPKM, aKo [0 BPEME Ha

ACUEHHUETO C€ HAJTOXHU Aa wodupar Wiy aa paboTaT ¢ MallMHH.

3ABEJNOC cuabpxka 1aKTo3a
Axo BawuaTt nekap Bu e ka3an, ye HMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, NOCHBETBAMTE Ce ¢ Hero Npeau

Ad B3CMCTC TO3H IMPpOAYKT.

3. Kak aa manoassate SABEJ1OC

Buxary usnonssakite 3ABE/]OC TouHo kakT0o By € ka3zan Bawuat nekap. AKO He ¢Te CHI'YPHH B Helllo,
nonuraiite Batuua nekap.

3ABEJ1OC e nekapcTBeH NpoayKt ¢ aHTUMMTOTHYHO ¥ UUTOTOKCHUYHO JeficTBHe, KOeTO Moske aa Onae
W3ION3BAHO B CXEMH 3a NOJTUXHUMUOTEPANUA 3a€/HO C APYrH UMTOCTATHLM. Jlo3aTa 0OMKHOBEHO ce
H34yMchaBa HA Oa3ara Ha obLlaTa TenecHa NOBbPXHOCT.

Ocmpa nerumpodnacmua nesxemus (OH/A)
Ilpu nevennero Ha OHJ1JI npu BB3pacTHH NpenopbUMTENHATA 1032 € 12 mg/m’/neH UHTpaBeHO3HO 32 3 [HH

B KOMOHHauus ¢ uurapabul. 3ABEJIOC Moxe na ce mpuiara kaTo MOHOTEpAnus H B CXEMM 3a
MONMHXUMHOTEPANHA 8 103a 8 mg/m*/aH. IV 3a 5 qun.

Ocmpa numgobaacmua nesxemua (OJ1/])
3a neuyenneto Ha OJIJ] npu BE3pacTHH NPENOPHUUTENHATA HHTPABEHO3HA 1034 KATO MOHOTEpanus ¢ [2

mg/m* aHeBHo 3a 3 Auu. [1pn geua ¢ OJUJI npenopb4uTeNHATA HHTPABEHO3HA 03 NTPH MOHOTepanks ¢ 10
mg/m? JHEBHO 3a 3 IHMU.

Ilpu onpeaensHeTo HA Te3u A03H obade Tpabea na ce UMa npeaBHa H3XOAHOTO XEMATOJNIONHYHO ChbCTOSHHE
Ha NaLWeHTa U JO3UTE HA JPYTHUTE JICKAPCTBEHH IPOAYKTH, H3MOI3BAHH B CXEMHTE 3a MOTUXHUMHOTEPANHA.

Hapyuierna ghynxyua na veprus oOpob uiu bvopeyume
Makap 4ye He MOXe /a ¢e Jajie penopbKa 3a cneludmyHa 103a Ha 0a3aTa Ha OrpaHHYEeHUTE HARUMYHH NaHHH

NP NauKeHTH ¢ YepHoApoOHHU u/unu 6bOpeuHU yBpeKIaHKuA, TpAOBa Na ce OOMMCIIH HAMANABAHE Ha IO3KTE
OpH NAaUUEHTH ¢ HUBA Ha OMnupyOuH W/ unu kpeatnHauH Hag 2,0 mg.

JABEJJOC npax 32 vH(Y3IHOHCH pa3TBOp TpadBa Ja ce NpHIara CAMO HHTPaBEeHO3HO!
HMHTpaBeHO3HOTO NPUIOKEHHE U HA MPUTOTBEHUS PA3TBOP, H HA FOTOBUA pa3TBOp TpAOBa Ja cTaga 3a
nepuod ot 5 — 10 MUHYTK nipe3 MpeABapUTEIHO NOCTaBEHA CUCTEMA 3a HHTPABEHO3HO NPHIOXKEHHE HA
¢u3Ho0rHyeH pa3TBop. JupekTnara 6onycHa uHXekuua (6bp30 npunoxeHne) He ce npenopbyBa nopaau
PHCKA OT eKCTpaBa3alua (M31M3aHe Ha TIEKAPCTBCHUA NPOAYKT U3BBH BEHATA), KOATO MOXe J1a Ce MOJTyUH
aopH npy 1o6po BpbillaHe Ha KPBBTA B CIIPHHLIOBKATa npy acnupauus. [Ipeau 3anoyueane Ha uHQy3UATA
Tpa0Ba Aa ce MpOBEPU AAJIM UIJ1aTa € BbB BeHaTa, Ta3u TeXHHKa HaManABa pucka ot Tpomboza (0OpasyBaHe

Ha ChCHpeLH) M MepHBEHO3HA eKCTpaBa3auua, Kouto 6uxa MOIJIM A3 A0BeAaT A0 CEPHO3HU MpobaeMu C

Pa3BHTHC HA LCIIYIHT H HCKpPO34a.
AKO ce HHXEKTHpPa B MATBK KPBBOHOCCH CBJl HJIH B €1HA N Chilld BEHA, MOXE [1d C€ pa3BHC BCHO3HA

CKJIepO3a.

[Topaau TOKCUMYHOCTTA HA NEKAPCTBEHUA NPOAYKT C& NPENOPBYBAT CNEAHUTE NMPERANAZHH MEPKH, KOUTO Ca
BAaMMIHHU 33 BCUUKH aHTHHEONNACTUYHH JIeKAPCTBCHU MPOAYKTH:
e [IlepconanbT TpabBa aa 6bae 0Oy4yeH Ha noOpa TeXHHUKA Ha pa3TBapsHe U DopaBeHe ¢ 1
NPOAYKT;

e bpeMeHHM OT nepcoHana He TpadBa Aa paboTAT ¢ TO3H NEeKapCTBEH MPOAYKT;

e [lepcoHansT, paboreus cb¢ JABEJIOC, TpabBa 1a HOCH 3alUMTHO 0OJIEKN0: OYHNa,

pPBKABMIIM 3a €AHOKpATHA yNoTpeha;




e TpsabBa Ja ce onpeaensaT cnenHaTHo 060pyABaHH MECTA 3a pasTBapAHE (3a MPEANOYHUTAHE NOJ
BepTHKANIHA TAMMHAPHO NOTOUYHA cucTeMa). PaboTHaTa NOBBPXHOCT Ja ObAe 3allUTEHA C abcopbupaitia
XapTHs ¢ NIaCTMAacOBO NOKPHTHE 3a eIHOKpATHa ynoTtpeba,

» BcuukM KOHCYMATHBH, U3TIOI3BAHU 3a pa3TBapsAaHe, NPUIOKEHHE WIH NMOYHCTBAHE, BKJIIOYHTE/IHO
pBKaBULM, TpAOBa Ja 6bAAT MOCTABAHY B CNIEUHMAIHHM €IHOKpaTHH TOPOH 32 BUCOKOPUCKOBH OTNAABLH U J1a
ObaaT n3rapaHd Npy BUCOKa TEMNEPATypa,

e PaznuneHy YaCTHULH HIH PA3fAT pa3TBOp Tp4OBa Aa ce TPETHPAT ¢ pa3peAcH pasTBOP HA HATPHCE
XUnoxnopHT (1% Gennna) 3a npeAnounHTaHe ¢ HAKMCBaHE U NOCIE ¢ BOAR,

e Bcuuky marepHani, H3MOI3BaHM 33 TOYHCTBAHETO, TpAOBa a ce W3XBBPJIAT, KAKTO € ONHCAHO TO-TOpe;

e Cnea cnydacH KOHTAKT ¢ KOXKATa WK OYuTe TpA6GBa BEAHAra aa ¢e TpeTupa 0OMIIHO ¢ BOAA WM CalyH ¢
BOJA, WJIM Pa3TBOp Ha HAaTpHeB GukapOoHat. Tpabsa Aa ObAE NOTbPCeHA MEAHLIMHCKA MOMOLLL
» Haxpbpnere BCEKH HEH3NON3BaH pa3TBOp.

IIpeana3sun MepkH npu Jedenre cue JABEAOC

Obuwu

3ABEJTIOC e npeaHazHaueH 3a ynotpeba noa pbKOBOACTBOTO Ha OMUTHH B XMMHOTEpANns ¢ UMTOCTATULH
JIEKapH.

[MaupeHTHTEe TpAOBa a C€ BbICTAHOBAT OT OCTPaTa TOKCHYHOCT Ha NMpeALUECTRALIO JIEYCHHE ¢ HNTOCTATULH
(Hamp. CTOMATHT, HeYTponeHus (HaManeHne Ha BHJ 6enu KpbBHU KNETKH), TPOMOOUMTONEHUS (HaManeH e

Ha TPOMOOLUTHTE) ¥ reHepanu3upand HHAEKUMH — Ha LIENKA OPraHU3bM) Npeay Aa ¢€ 3ano4He NCUCHHETO
¢pe 3SABEJOC.

Cupoevna ghyrkyus
KapanoTokcuuHocTTa (YBpekKAaHe Ha ChPLETO) € €AHH OT PUCKOBETE MPH IEUEHHETO ¢ AHTPaUHKAHHE H
MOJKe Ja Ce TPOABH Ype3 paHHHU UITH KbCHH CHONTHA.

Panna xapouomoxcuunocm

Pannara kapauotokcuuyHocT Ha SABEJ1IOC ce u3spa3asa rnaBHO B CHHYCOBA TaXHKapAuA (paBHOMEPHO
yCKOpeHa CbpAeuHa AeHOCT) W/ UITH MaToNOrHYH| MPOMEHH B €IEKTPOKapAHOrpaMara, Hanp.
HecrieuuduyuHn npomedd B ST-T puiHuTe. CHOOIABAHH Ca CBLIO TaKa TAXHAPUTMHH (HEPABHOMEPHO
YCKODPEHa CbpAeUYHa ASHHOCT), BKI. NPEeXAEBPEMEHHN KAMEPHHY ChKpallleHNA U KaMEpHa TaXWKapand,
6paaukapavs (3a0aBeHa chbpaeyHa JeHHOCT), KAKTO ¥ aTPMOBEHTPHKYJ1apeH 0ok, beapeH 0ok (yBpexaatxe
B IPOBEXKAAHETO HA HMITYJICHTE B ChPLETO). Te3n edekTH OOMKHOBEHO HE Ca NMOKa3aTeNHH 3a Noc/ie1Ballo
pa3sBHTHE Ha KbCHA KapAHOTOKCHYHOCT, PAAKO €A OT KNTMHUYHO 3HAYEHHE M KaTO LAJI0 HE UJBAT B
choOpakeHHe 3a peycTaHOBABaHe Ha Tepanusra ce 3ABEJIOC.

Kvcra kapouomokcuunoem
KncHaTa KapAHOTOKCHYHOCT OGHKHOBEHO €€ Pa3BHBa KHCHO B X0/Ia Ha IEHEHUECTO UM B pAMKHTE Ha JIBa 10
TPH MeCela ce NpeycTaHOBABAHETO Ha NEYEHHUETO, HO €A OMHCAHH H MO-KbCHU YCIOXKHEHHUS, NIOSABABALUM
ce HAKOJIKO Meceua /10 TOIMAHH Cle cnipaHe Ha nedyeHueTo. KbcHara xkapauoMHonaTisaTa ce nposBaBa vpes
Hamanexa ¢pakuns Ha usthacksade (DH) Ha nasa kamepa (0beM u3TnackaHa KpbB IPH €1HO ChKpaIiCHUE
HA NIABATA KaMepa) W/unu O6ene3rd U CHMITOMM HA 3acTOHHA ChpPACUHA HEAOCTATBYHOCT (TEXKKO CHPACUHO
3a0onaBaHe), Hamp. AucnHed (3agyx), 6enoapobeH OTOK, nepupepHH OTOLH, KapJAHOMeranus (yroieMsapaHe
Ha CBPLETO) ¥ XenaToMeranus (yroieMsapaHe Ha YepHUA 1pob), onurypus (HaManeHo OTACTIAHE HA yPHHA),
acuuT (yBeaudeHo oOpa3yBaHe Ha TEMHOCT B KOpema), IIeBpasieH U3NuB (yBenuueHo obpasysane Ha
TEYHOCT OKON0 OenuTe ApoboBe) H raoneH PUTHhM (CHITHO YCKOPEeHa H HEPABHOMEPHA ChbpJe4YHa AEHHOCT).
OnucaHy ca M MoJIOCTPH NPOABH, HANp. NepUKapAUT (Bb3naneHue Ha chbpacyHaTa 0OBUBKA) H MHOKapAWT
(BB3NAJIEHUE HA ChpAeYHHA MYcKyI). JKHBoTO3acTpatlaBalllata cbpeyHa HeJOCTATLYHOCT € Hal-TeXKKaTa
dopMa Ha KapIMOMHOTIATHUA , TIpE/IM3BHKAHA OT aHTPALIMKIAKHH, ¥ NPEACTaRIABA TOKCHYHOCTTA Ha
KyMyJlarMBHaTa JIAMUTHpAaLla A03a Ha JEKAPCTBEHUS MIPOAYKT.

["paHMLIMTE 32 KYMyJaTHBHaTa 403a (o0llaTa nonyyeHa A03a o BpeMe Ha NCYECHHETO) 3a HHTPABEHO3EH
MAapyOHUKWH He ca onpeaeneHu. KapanoMuonartus, cebp3aHa cs¢ 3ABEJOC, obaue e ¢ PHITE H Y,
OT NALMEHTHTE, KOUTO Ca MOMydaBalli KyMy/IaTHMBHH MHTPaBEHO3HH 1031 oT 150 mg/mp/AgRY) mg/ii’ ,
ConpieuHaTta ¢pyHkuus TpsOBa Aa Obae nicneapana npeay NauUeHTUTE Ja 3alI04HAT KL ¢ IBE (K
Ts TpadBa fa ce MOHMUTOPHPA MO BpeMe Ha NEYEHHUETO C UeN J1a C€ HAMaIu 0 MHHH '( EX o ARSI
Ha TEXKO ChPACYHO YBpeXKAaHe. PUCKBT MOXKeE J1a cé HAMaNlK uypes pelOBHO MOHHUTOP t,'
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Ha NIEYEHHUETO K He3abaBHO cnMpaHe Ha tepanusaTta cb¢ 3ABEJ[OC npu nbpBUTE NPOSBU HA YBpPEAEHA
GyHKUHA. ANEKBATHUAT KOTHUECTBEH METO 3a NIEPHOAHYEH KOHTPON Ha cbpAeyHaTa ¢pyHkuus (Hanp. DU)
BKJIIOUBA pajuoHyk1uaHa auruorpadpus (RNA — MUGA, paauoHyknuaHa aHruorpadus ¢ perHcTpHpaue,
BOJEHO OT eNIEKTpoKapAMorpaCK1 CUrHail) WM exokapanorpadus (MeToaM Ha U3C/e/IBaHe Ha ChpAeuHaTa
AeitHoct). [lpenoppuBa ce oueHka Ha ¢cvpaeyHara qeiHoct ype3 EKIT 1 RNA - MUGA unu
exokapanorpadgus npeay 3anoyBaHe Ha JICYEHUETo, 0COOEHO NPY NALKMEHTH ¢ HAJIMYHE HAa PHCKOBH (aKTOpH
33 [NOBHLIEHA KapJAHOTOKCHYHOCT. TpabBa na ce npaBat nepuoanyHo RNA - MUGA unu exokapauorpaduu
3a onpeaensHe Ha ©H, 0cobeHO NpH NO-BUCOKH KYMYJIATHBHU aHTPALIMKJIMHOBH J1034. MeToabT, H3NoN3BaH
3a M3CieBaHe, Tpa0dBa ga Obae eArH Y Cbl IIpe3 LeInA NepHoA Ha pociesBaHe.

Puckosute dhakTopy 3a KapAUOTOKCHYHOCT BKJTIOYBAT: OCTPO WK NAaTEHTHO ChPAEYHOCHA0BO 3abonsaBane,
npeauniecTBALLA KU CLITBTCTBALLA MbUETEPANUA HAa MeIWACTHHAHATA/NIepUKap/IHaTa obaacT,
MpeJliecTBalla TEpAIHA C APYTH aHTPAUMKINHH UM aHTpaLICHEINOHHU H eJHOBpEMEHHA yrioTpeba Ha
JIEKapCTBEHH MPOAYKTH, NOTUCKALM MHOKAPHHUA KOHTPAKTHIUTET (CbKPALLICHUATA HA ChPLIETO).
MoHRHTOpHpPaHETO Ha chpJe4HaTa QyHKkUHs TpaOBa aa 6bae ocobeHO CTPUKTHO NPH NMAUMEHTH, MONYYaBally
BHCOKH KYMYJIATUBHH JO3H, U TTPY T€3H ¢ PUCKOBH akTopH. Bee nmak, KapaAKOTOKCHYHOCT, CBBbP3aHa CbC
3ABEJIOC, moxe ja ce nosiBN U NPH HHCKK KYMYJIATUBHM 034, HE3aBUCUMO OT HAJIMYHUETO HA PUCKOBH
¢akropu. UMa BepoaTHOCT TokcuyHocTTa Ha SABEJIOC u apyruTe aHTaUMKNAHE UM aHTpalleHeAMOHH Aa

€ aAUTHBHA.

XemamonozuuHa moKCU4HOCM

3ABEJOC cunHo nmoTHcka KOCTHHUA MO3bK. [Ipn Bcuuku naunenTy, npueMaiud 3ABEJJOC B TepaneBTH4HH
J03H, L1E HMa TEKKAa MHENIOCYNIpecHa (MOTHCHAT KOCTEH MO3BK). [Ipey ¥ no BpeMe Ha BCEKM Kyp< Ha
neueHne cbe SABEJIOC TpabBa aa ce HanpaBy U3cneBaHE HA XEMATONMOIHYHHTE {KPbBHUTE) NOKa3aTeH,
BKIIOUUTENHO AUdepeHuHanHo OpoeHe Ha neBkouuTUTe. Jlo303aBucHMara o0paTuMa NEBKONEHUS U UM
rpaHyOLUUTONCHUA (HeyTpoNeHUA) (HaMaisiBaHe Ha DennTe KpbBHH KIIETKH) € Hai-4eCTaTa [poABa Ha
XxeMaroorudHa TOkCHYHOCT Ha 3ABEJJOC u e Hali-yecTaTa nposBa Ha 0CTpa J030JIMMHUTHpPALLA TOKCHYHOCT
Ha TO3M JE€KAPCTBEH NPOAYKT. JIEBKONEHUATA H HEYTpONeHHATa OOMKHOBEHO ca TexKKH. Moxe na ce rmossar
CBLUO TAKA aHEMHUs {HAMAIABAHE HA YEPBEHHUTE KPbBHHU KJIETKU) H TPOMOOLUTONEHUA (HaMalIABaHe Ha
TpomboLnTHTE). BpoAT Ha HeyTpodUIUTE U TPOMOOLIUTUTE OOMKHOBEHO JOCTUIA CBOS MUHHMYM JIeCeT 10
YeTUpHHAZIECET AHM Cliell HpUIoXeHHeTO. OOMKHOBEHO TEXHUAT Opoil ce HOpManu3Kpa 110 BpeMe Ha TpeTaTa
cegmuua. KnMHUYHHTE NocaeaMUM HA TEXKaTta MHENOCYNIpecus Morar Ja ObJar Tpecka, RHpeKLHH,
cencuc/centuLeMus (MHGMEKUMA HA KPBBTA), CENTUYEH LIOK (TEXKO YBpeXaaHe Ha OpraH1u3Ma Mnpu
HH(EKLHA), KPbBOU3IMB, ThbKaHHA XHMOKCHA (KHCHAOPOEH I1aj) HIIH CMBPT.

BmOPHQ'Hﬂ AEGKEMUN
BTDPH'-IHHTH neBKeMHA ¢ HIM He3 npeaiACBKEMHYHA Cl)ﬂ33 e bu/a onuceaHa IIpH NAlIHCHTH, JICKYBaHH C

aHTpaLUMINIMHKH. BTOopHYHATa TEBKEMHSA € NO-4E€CTa, KOraTo TE3H JIeKapCTBREHH NPOAYKTH Ca JaBaHH B
kombuHauus ¢ JIHK-akTUBHHY aHTHHEONAACTUYHHM JIEKapCTBEHU NPOAYKTH (JIeKapCTBEHH MPOAYKTH 3a
neyeHHe Ha pakK), KOrato nauueHTUTe ca DN MHOTOKPATHO JIEKYBAHMN NPEABAPHUTENHO ¢ LATOCTATHLIH MU
KOraTo JO3HTE Ha aHTPALMKIMHUTE ¢a OUIM MHOIO BUCOKH. T€3M IEBKO3IU MOTAT J1a ¢e Pa3BUAT CJe

NaTeHTEeH nepuoA orT 1 10 3 roauHM.

Kapyunozeneza, Mymazenesa u yépedicoane na ghepmurumema (cnocobHocm 3a yepexicoane Ha kiemxume)
3ABEJIOC e reHOoTOKCHYEH NMpU NOBEYETO ONUTH in vitro Y in vivo. UHTpaBeHO3HHUAT UAAPYOUILINH HMa
KApLIMHOTEHHO ACHCTBUE, TOKCHYEH € 3a PENPOAYKTHRHUTE OpraHu H eMOPHOTOKCHYEH U TEPATOTEHEH MPH

[INBXOBC.

Facmpounmecmunanna moxcuanocm
3ABEJIOC uMa eMeTHYHO AcHCTBHE (Mpeau3BHKBA NoBpbUlaHe), Ckopo clie] NPUIOKEHNETO HA
JIEKAPCTBEHHA NPOAYKT €€ NMOABABAT MYKO3UTH (IIaBHO CTOMATUTH, NO-PAAKO €30(¢aruTH) (Bb3najleHua Ha

JIMFaBHLIMTE — YCTa, XpaHONPOBOA) U, AKO ca B TeXkKa (opMa, MOraT 4a NpeMUHAT 3a HAKOJNKO JHH B
ynLepaliy Ha Myko3aTa (paHuuky no nurasuuure). [ToseueTo nauveHTH ce BL3CTAHOBABAT OT Ta3l

S
HeeslaHa peaklus Ha TPeTaTa ceAMULIA OT JIEYEHUETO.

Heproopobra w'unu 6vbpevna Qyrnxkyua
Troit kaTo yBpexJaHeTo Ha yepHoApobHaTa u/unu Osbpeynarta GyHKLUA MOXE Ja ce O

Ha 3ABEJIOC ot opranu3sma, ¢yHkuMaTa Ha yepHus Apod v 6b0peunTe npeam H 1o Bp




Tpa6Ba 1a ce NPOBEpPABA ¢ KOHBEHUHOHAHATE KIHHUKO-1a60paTOpHHU TECTOBE (cepyMeH OUnHpyOuH n
CEpYMEH KpeaTHHHH). B 4acT oT KIMHUMYHHUTE Npoy4BaHHsA BB (a3a Il neuenue cue 3ABEJIOC He ce
[punara, ako CEpyMHHTE HHBA Ha kpeaTHHHHA U 6unupy6uHa HanxebpasT 2,0 mg’. AKO HUBOTO HA
6unupy6una Bapupa ot 1,2 no 2.0 mg%, n03aTa Ha APYIUT¢ AHTPAUUKIUHH C€ HAMANABA C 50%.

Egexmu na macmomo na unxcexmupane

UHXEKTUPAHETO HA JIEKAPCTBEHUA MPOAYKT B MAIBK HHTPABEHO3€H ChJ WJIH BB BEHA, B KOATO BEYE € ouno
MHXXEKTHPAHO, MOXe JAa RoBeae o ¢nebockneposa (BTBbpAABaHE Ha BeHata). [IpuabpxaHeTO KbM
[pernopbuHTEIHHTE MPOLEAYPH MOXKE Ja HaAManu 10 MUHMMYM PUCKA OT pasBMTHE Ha
brebut/TpombodnednT (Bb3ManeHe Ha BEHATA) Ha MACTOTO HAa NOCTABAHE HA HHIKEKI{HUATA.

Excmpasasayus (uziuzane Ha nexapecmesenus npooykm u3évH 6eHamay)

Excrpasasauuarta Ha 3ABEJIOC no Bpeme Ha BEHO3HATa HHXXEKLMA MOXKE Ja (IPHUKHH JTOKaHa O0NKa,
TexKa ThbKaHHa YBPEAa M Hekpo3a (YMBPTBABaHe Ha TbKaHTa). [1pn 6enean Wi CHMIITOMH Ha
eKcTpapa3alys 110 BpeMe Ha MHTpaBeHo3HOTO npunoxenne Ha SABEJIOC uHpy3naTa Ha NeKapCTBEHHA
MpOAYKT TpabBa na ObJe npexpaTeHa BEAHAra 4 1a ce 3arno4He OTHOBO B Apyra BeHa. [1pu cbMHEHME 32
eKCTpaBazaluus TpAOBa Ja ce NpeanpHeEMAT HECOXOAUMHTE MEPKH.

Hpyzu

3ABEJIOC Moxe fa mpeau3BUKa XUIepyprkeMus (MOBHLIABAHE HA MMKOYHATA KMCEJIMHA B KPbBTA) KaTO
CNeACTBHE HA YCHIICHHSA TyPHHOB KaTaGoMH3bM, KOHTO CHITBTCTBA JIeKapCTBEHO HHAYLMPAHOTO OBp30
nn3upaHe (pasrpaxaaHe) Ha 3nokadecTBeHuTe KieTku (“CHHIpOM Ha TyMOpPHO nusupate’”). (el 3arovBaHe
Ha neYeHneTo TpAOBa Aa ObAAT NpocaeAABaHH HMBATA HAa MUKOYHA KUCENHHA, HATPUH, KaNHH. KaNLHH,
¢ochop U KpeaTUHHH B KPbBTA.

B13MOXHHUTE yCIIOKHEHHA HA CHHAPOMA Ha TYMOPHO JIM3UPaHe MOraT Jia c€ HaManaT A0 MHHHMYM 4pe3
XUApaTalus (IpUEM Ha NOBEYE TEYHOCTH), AlIKATH3NpaHe Ha YpHHATa (MPOMAHA B KUCETHHHOCTTA HA
ypHHaTa) ¥ npogHUIaKkTHKa ¢ aNONypHHON 3a NpeIoTBpaTABaHe HA XHITEPYPHKEMHUATA.

KakTo ¥ npH Apyry puTocTatiuy, npy ynotpeba Ha SABEJIOC ca cvobuenu tpombodneOuTa U aApyry
TpoMGeMOoIMYHY NTPOSBH, BKIIOUNTENHO benoapobeH TpoMOeMO0TN3bM.

AKO ¢Te H3M03BaJH NoBeYe oT Heobxoaumara g03a JABEJOC

Muoro Bucoky o3 3ABEJIOC morar aa npeau3BHKaT 0CTpa MUOKapIHA TOKCHUHOCT B PAMKHUTE Ha 24
Haca M TEXKa MUEJIOCYITPECHs B paMKHTE Ha | J10 2 ceamuun. B Te3u ciyyau TpAOBa Ja ce 3anouHe
MoAabLPKAallla TepanuA, BKJI1. TpaHC(y3Hs Ha KPbB U H30NMPaHE HA MauHeHTa. KbCHO pasBUTHE HA CbpACUHA
HENOCTATLYHOCT ClIE JIeYeHHe ¢ AHTPALMKANHM € ONMCAHO A0 HAKONKO MECEHa ciell npeao3upate.
[Mauuentute TpsOBa Aa 6baaT HabnoAaRaHU BHUMATENHO W aKO C€ MOABAT CHMIITOMHM Ha Chple4Ha
HeJIOCTaThYHOCT, TPAOBa Za ¢¢ 3anQoyHe CTaHAapTHA Tepanus.

AKO nMare HIKakBH JONMBIHUTENHU BLIPOCH, CBBP3aHU ¢ YNOTpedaTa Ha TOBA IEKAPCTBO, MOJA NOMUTaNATE
Bamna nekap.
4. BL3IMOXHH HEXEJNAHH PeaKLHH

KakTo BcHuku nekapcTBa, 3ABEJIOC Moxe 1a npeIU3BHKa HEXENAHH peaklHi, BbIIPEKH Y€ HE BCCKH MM
nony4asa.

AKO HAKOSA OT HEeXENaHUTE IeKAPCTBEHH peakMH CTaHe CepHO3HaA, HITK 3a0eneXuTe IpyrH, HEONHCAHN B
Ta3H JIMCTOBKA HEXENTAaHN peaklMK, MOMR YReaoMeTe Bailug nexap.

BB Bpb3ka ¢ Tepanuata cb¢ 3JABEJIOC ca onucany cneAHNTE HEAKENAHH JIEKAPCTBEHN peaKLMK (HE ca
MOAPEACHHU MO YECTOTA).

Xemamonozuunu. TEBKONEHHR, HEYTPONEHHUA, aHEMHUS, TPOMOOLUTONEHHA, KPBBOU3



Copoevuno-cvoou: CHHYCOBa TaxuKapaus, naronoruyHy npomend B EKI', Taxuaputmnm,
aTpHOBEHTPHKY/apeH ¥ 6eapeH 6ok, 6e3cCHMNITOMHO HaMansBaHe Ha ppakUMATA HA U3TIACKBAHE HA JIABA
KaMepa, 3aCTOMHA ChbpdeuHa HEAOCTATLYHOCT, NEPUKAPAUT, MUOKAPINT.

Facmpounmecmunannu: aHopexcia (HaManeHo YyBCTBO 34 I11a1), raaeHe/oBpsLIaHe, AeXyuapaTaLns
(06e3BOJHABAHE), MYKO3UT/CTOMATHT, €30(arut, kopeMHa 60s1ka Win napeHe, epo3vun/ynuepaiuu
(paHU4KH), KbpPBEHE OT raCTPOUHTECTUHAITHUS TPAKT, JHAPHA, KOJIUT (BB3NaneHue Ha 4ebenoTo uepso),

BKIIOYHUTEHO TEXKBK CHTEPOKOINT/ HEYTPONEHUYEH EHTEPOKOIUT ¢ nepdoparus.

YepnodpobHu: NOBHILICHH CTOMHOCTH HA YepHOAPOOHUTE eH3UMU H OUUpyOHHA.

Endoxpunrnu. TONNK BBIHMK.

Koocnu: anoneiys (onajaHe Ha KOCaTa), JOKaIHa TOKCHYHOCT, 0OpuUB/cHphexX, KOXKHH ITPOMEHH,
XHNePAUIMEHTALUSA N0 KOXKATA W HOKTHTE ([TOBHILEHO MOTBMHSABAHE HA KOXATA), CBPBX4YYBCTBUTETHOCT Ha
ofnbueHara koxa (MOBTOpHA peakuua Ha cbabuBaHe), ypTukapma (anepruued oOpUB), epuUTEM
(3auepBsABaAHE) IO KPpATHULIMATE.

Cvoosu npomenu. Gnedut, TpoMoodedbut, TpoMOeMOONU3IBM.

Hpyeu: aHadunakcud (Texka aeprudHa peakuus), HHpeknua, Cencuc/cenTULEMHs, BTOPHYHH NEBKO3H,
TPECKa, LIOK, XUITepYPUKEMHUS.

ypﬂﬂﬂfﬁ‘ﬂfﬂ.' YEPBEHO QLUBCTABAHC HA YPHHATA 34 €1MH — JABa JHH CJICH NPHITOXCHHE.

CrobujaBaHe Ha HEXENAHY PEAKLUH

AKO NMONy4yHTe HAKAKBH HEXKEJIAHHU JICKApCTBEHH peakuuy, yeeaoMeTe Balling nekap, papMaLieBT HIH
MeIMlIHHCKA cecTpa. ToBa BKJIIOUBA BCHYKH Bb3MOXHH HEOMUCAHHK B Ta3W TUCTOBKA HEXEJIAHH PEeaKIHM.
MoxeTe chillo Aa CbOOLIUTE HEXENaHH peakuy JMPEeKTHO Ype3 U3nbAHUTEIHA areHUHd 1o JeKapeTRara,
yi. ,,JJamsan I'pyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebcahT: www.bda.bg. Kato crobiuaBaTe
HeXXeNaHH peakLiMi, MOXKeTe Ja AaJeTe CBoA NMPUHOC 3a NoJly4YaBaHe Ha NoBede WH(pOopMaLHd OTHOCHO

6e30nacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak aa cexpansgeate 3ABEJJOC

Jla ¢ce cbXxpaHsBa Ha MACTO, HEAOCTHITHO 3a Jela.

He n3non3paiiTe ToBa NeKapCTBO Clel CPOKA HA rogHOCT, 0T0eNA3aH BLPXY KapTOHEHATa onakoBka. CpoKbT
HA FOAHOCT OTroBapd Ha MOC/IeAHNA JEH OT MOCOYEHHA Mecell.

To3u nekapCTBeH MPOAYKT e By Obe Npunoxken 0T ONuTeH B 00n1actTTa MEANLUMHCKH NepcoHan. Ton ue ce
[TOrPHXXK TEKAPCTBCHUAT NPOAYKT Aa Obhe CbXpaHAaBaH NPaBHIHO.

Ia ce cbxpaHsBa Npu TeMnepartypa nog 25°C.

Cpok Ha W3non3BaHe ciel pazTBapaHe: 24 yaca MpH CbXpaHeHHe npy Temnepatypa nop 25°C unu 48 yaca 8
XJIAAWHKUK NpH Temnepartypa 2-8°C.

He u3xBbpnsiiTe nekapcTBaTa B KaHATH3ALMATA UJIM B KOHTEHHEpa 3a I0MalUHU oTnagbLuM. [lonuTaiiTe
Baiuus ¢apmaueBT Kak Aa U3XBbPAATE N€KAPCTBATA, KOUTO Beye HE H3noa3Bare. Te3n MEPKH e CIIOMOrHaT
3a Ona3BaHe Ha OKOJIHATa cpeaa.




6. CrALpXanHe HA ONAKOBKATA H AONLIHHTEIHA HHpOpMaLHA
Kakpo cpappxa 3SABEJOC

- AKTHUBHO BelICTBO: HAApyOHLINH, noA dopMaTa Ha UAapyOMUMHOB XHAPOXIIOPUA (idarubicin
hydrochloride) 5 mgu 10 mg
- HApyr# ¢bCTaBKH: JIAKTO3a

Kax mrnexaa 3SABEJOC 1 kakB0 cbALPKA ONIAKOBKATA

dnakoH, cbabpxkai 5 mg wan 10 mg npax 3a *HPy3HOHEH pa3TBOP, B KAPTOHEHA KYTHSL.
IIpHTEeXKATEN HA pa3pellieHHETO 33 YNoTpeda ¥ NPOH3BOAHTE.]

[IpuTexkaren Ha pa3pelUeHUETO 3a ynorpeda

Pfizer Europe MA EEIG

Boulevard de la Plaine 17
1050 Bruxelles
benrus

[Ipouasoauren

Latina Pharma S.p.A.
Via Murillo, 7

04013 Sermoneta (LT)

Utanus

Jdara nHa nochaeHo npepasriexiaHe Ha JHCTOBKATA:




