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Kap6oniarun E6eBe 10 mg/ml konuenTpar 3a nHGpy3HOHEH pa3TBOp
Carboplatin Ebewe 10 mg/ ml concentrate for solution for infusion
Kap6onnaraw/Carboplatin

IIpovyeTreTe BHHMATE/IHO NAJIATA JIHCTOBKA, PeIH Aa 3alI0YHETE 1a IpHeMaTe TOBa JIEKapCTBO,

ThH KaTO TH ChbAbPKAa BaxkHa 3a Bac uadopmanus.

- 3amasere Ta3H JIMUCTOBKA. MOXe 1a Ce HAJIOXKH J1a s MPOUYETETE OTHOBO.

- AKO UMaTe HAKaKBH AOITBJIHUTEJIHHU BBIIPOCH, NonuTaiTe Bammus nexap, papMaueBT Uiu
MEIMLIMHCKa CecTpa.

-  ToBa n1ekapcTBO € npeaAnyucaHo €AMHCTBEHO W JIMYHO Ha Bac. He ro npeorcreneaiTe Ha Apyru
xopa. To MOxke na UM HaBpeaH, HE3aBUCUMO Y€ NPU3HALIMTE Ha TAXHOTO 3a00JisiBaHe ca ChIIUTE
kaTto Bauuwure.

- AKO noJiyyuTe HAKaKBH HEXEJIaHH JIEKAPCTBEHU peakLMH, yBeaoMeTe Baiuus jiekap, Wiu
¢apmaLeBT WJIM MEeJMLMHCKA cecTpa. ToBa BK/IIOYBA H BCHYKH BB3MOXXHHU HEXEJIaHH PeaKLIuH,
HEOIMMCAaHM B Ta3H JIMCTOBKA. BHXXTe TOUKa 4.
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KakBo npeacrasnsBa Kapbornnatun EOeBe v 3a kakBo ce M3H0/13BA )? ’ L?_ J? "3 /C' ’_ o
KakBo TpsOBa ga 3Haere, npeau n1a Bu 6b1e npuiioxeH Kapﬁ;&mam E6ese T
Kak na Bu 6bae npunoxen Kapbonnarun E6ese ey £202¢ 0 3 -06- 2025

Bb3MOXXHH HEXETAaHH peaKLuU
Kak na cexpansaBare Kapbornnatun EGeBe
Chabpp)kaHue Ha OraKoBKaTa M JOINbJIHUTEIHA HHGOpMaLUs
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1. Kakso npeacrasasasa KapboninaTun EGeBe u 3a KakBO ce H3M0J13Ba

KapOboruiaTuH ce u3non3sa caMOCTOSATEHO WM B KOMOMHALIMA C APYTH aHTHHEOIIAaCTUYHH
JIEKapCTBEHHU MPOAYKTH 3a JICYEHHE HA KAPLIMHOM Ha AHYHHULIMTE OT €IMMTEJIeH MPOU3XO0J,
npebHokieTh4YeH Oenoapoben pak. KapbornatuH Moxke aa ce U3Mosi3Ba CaMOCTOATEIHO, HO Hal-4eCcTo
C€ M3IM0JI3Ba B KOMOMHALIMSA C APYTH ITPOTUBOPAKOBH JIEKAPCTBEHH MPOAYKTH.

2. Kakso TpsaOBa 1a 3Haere, npeaH Aa Bu 0bae npuioxken Kapbonaarun EGese

He npuemaiite Kapbooniarun:

e aKO CTE aJlepru4HU KbM KapOOMIaTHH, KbM JAPYTH CheIMHEHHA Ha IUIaTHHA WJIH KbM HAKOS OT
OCTaHAJIUTE ChbCTABKH Ha TOBA JIEKAPCTBO (M30pOEHH B TOYKA 6);

e aKo cre bpeMeHHa UM KbPMHUTE;

e AKO MMATE TEXKa MHUEJIOCYTIpeCHs (ITOTUCKaHE HA (PYHKLIMATA HA KOCTHHUA MO3bK);

e aKo uMate 0bOpeyHO yBpeKIaHe,;

e aKO MMAaTe HapylLUEHUSA Ha CyXa;

e AKO MMAaTe KbPBALUH TYMOPH

e CBBMECTHO C BaKCHHA 3a XXbJITa TPpeCKa (BXK. TOuka 4.5).

IIpeaynpexaeHns H npeAnasHu MepPKH

KapbonnaTHH ce npuiiara camo noj KOHTPOJI Ha KBATM(HULMPAH JIEKap — CIIeLHAIACT
MO3BOJISABALIM aJleKBaTHO MOHMTOPHUpAaHE U HaOJIIOICHHE.




Heo6xoauMo e BHUMATEHO KOHTpOJIHpaHe Ha napaMerpure Ha 6p0pednara u yepHoapoOHa QyHKLUUH
MPeH K [0 BPEME Ha TEPaITHATa, KAKTO H CEIMHUYHO OMpeJeNisHe Ha OpOs KPHBHH KICTKH.

AJIeprHyuHH peakuMy Moxke Ja ce HabmopaaBat ciiel 3anoyYBaHe Ha HHQY3HATA.
HeoOxonuMo e peIOBHO NMpoBeXJaHe HAa HEBPOJIOIHYHH TECTOBE.

BB3MOXHO € Aa BB3HUKHAT OOpaTHMH HApPYILIEHHS B 3pEHUETO N0 BPpEMe HA JICUEHHETO B CIISCTBUE
Ha MO-BUCOKH JIO3H.

AKO noJiy4uTe riasobonue, IpOMEHH B YMCTBEHOTO CHCTOSHHE, IPHNIAIbLH H HAPYLICHHS Ha
3peHreTo (OT 3aMBITIABaHE 10 3aryda Ha 3peHHETO), roBopere ¢ Bamus nekap.

AKO 3ar10YHeTe /1a ycellare MpeKoMepHa yMopa H 3aIbXBaHe, MPHIY)KCHH ¢ MOHIKEH Opoi yepBeHH
KPEBHH KJIETKH (CHMITTOMH HAa XEMOJIUTUYHa AHEMMA ), CAMOCTOATETHO WIH B KOMOKHALIMA C MOHIDKEH
Opoit TpoMOOLITH, HETUMTUYHO MOCHHABAHE IO KOXKaTa (TPOMOOLIMTONEHHA) ¥ HApYIICHHA Ha
OBOpelMTe, CBBP3aHH ¢ OTACNAHE Ha MT0-MafNKO WIM HUKaKBa YpHHa (CHMITTOMH Ha X€MOJIHTHYHO-
ypeMHU€H CHHAPOM), roBopete ¢ Baunsg nexap.

Axo Hmarte Tpecka (remmnepaTtypa 38° C u noseye) Win TPBIIKH, KOETO MOXE Aa € MPH3HAK Ha
HH(ekIA, ropopeTe ¢ Bains ekap HesabaBHO. Bp3MokHO € Aa pa3BHeTe HHOEKIMSA HA KPBBTA.

IIpx neueHue Ha ella € Bb3MOXKHO /1a BB3HHUKHAT CITyXOBH HapyLUCHHA,

3a maLMeHTH B CTapuecka BB3pacT (Han 65 roAMHH) MOXe a Ce HaJIOXKM KOPEKLHA Ha J03aTa CNopen

o0OIOTO UM CRCTOSHHUE.
Ako uMare npodeM ¢ KOCTHHS MO3BK (MHENOCYIIPECcHs ), MOXKE Aa CE€ HAJIOXKH KPbBOIpPE/NHBaHe.

[To BpeMe Ha ne4yeHHeTo ¢ KapSormaTux me Bu 6baar faneHu nexapcTBa, KOHTO NOMarar 3a
HaMaJIgBaHE HA NOTEHIHAIHO XMBOTO3aCTPAlABALI0 YCITIOKHEHHE, H3BECTHO KAaTO TYMOP- JTH3HUC
CHHIPOM, KOiTO ¢€ MpHUHHABA OT OHOXHMMHYHH HAPYLICHHSA B KPBBTAa NOPAaH pa3naj Ha
YMHPALIHTE PAKOBH KJIETKH, KOHTO OCBOOOKAABAT CHABPKAHUETO CH B KPBBTA.

I1le Bu 650e HanpaBeHa npeMeAHKaLKA MPeaH BCEKH KyPC Ha JIEYeHHe C LieM a ce MpeaoTBpaTH
€BEHTYAJTHO NOBPbHILAHE.

O6ukHoBeHO KapSomnaTHH He ce npuiara NoBe4e OT BEAHBK CEAMHUYHO.

JApyrn gexapcta B Kapbonnaran Ebebe
Nudopmupaiire Bainua nekap Wiu ¢apMaueBT, ako NpHUeMaTe, HACKOPO CTe NPHEMATH WIH €
BB3MOXKHO 18 NPHEMETE OPYTH JIEKApPCTBA..

KapGonnatiH He TpaOBa Aa ce npuiara B KOMOMHHPAHO JICYSHHE C APYTH NMPOAYKTH, KOUTO 3aCATaT
KOCTHHA MO3BK.

KapGomnatiun EGeBe € npoTHBONOKA3aH 3a CHBMECTHA yrnioTpeOa 3a€THO ¢ BAKCHHA MTPOTHB XKBJITA
TpecKa.

He e npenoprunrenta cbBMecTHa ynorpeba Ha Kapbomnatia Eb6epe 3acaHo c:
- JKUBM BAaKCHHM NOPARH MOBHIIIEH PHCK OT CHCTEMHH, Bb3MOMKHO (aranHu 3a6onaBaHust—

BB3IMOKHO, H3MON3BAHTC HHAKTUBHpaHa BAKCHHA.
- PennrouH, GpocPeHHTONH, IOPAIH PUCK OT MOBNHABAHE HAa €(PEKTa UM BpPXY
KaKTO Y 3aCHJIBaHe Ha TOKCHYHOCTTA WIH 3aryba Ha eduxacHOCT Ha kapborun




CsBMecTHa ynotpeba, KoATO TpAOBa 1a ce B3¢Me 10 BHHMAaHHe:

- 1IMK10CNIOpHH, TAKPOJIMMYC H CUPOIMMYC (JIeKapCTBa, MOTHCKALLM OTTOBOpa HA HMYHHATa
CHCTEMA), NOPaJK PHCK OT NOBHINCHA MOTUCKAHE HA UMYHHATA CUCTEMA.

- AMMHOIIMKO3HOH: ChbBMecTHaTa ynorpeba Ha kapOomIaTHH ¢ aMHHOTTHKO3UHH
aHTHOMOTUIHM TpAOBa Aa c¢ HMa NMpEaBKHA, IOPaJid HATPYTBAIATa c€ TOKCHYHOCT B OB0peLmTe
M YIIHTE, 0cO0€HO MpH nauneHTH ¢ 6bOpedHH HApYILICHHA.

-  bpumkoBu quyperui (kato pyposemua): CreMecTHaTa yrorpeda Ha kapbonnaTux ¢
OpMMKOBY OUYpPeTHLHY TpsAOBa Ja ObJe B3eTa NpeABH, IOPaay MTOTEHLHAIHA TOKCHYHOCT 34

OBOpenTe B CITYXOBHUS anapar,
-  AHTUKoarynaHTH (JISKapCTBa Cpelly ChCHpPBAHE Ha KPBBTA).

BpeMeRHOCT, KbpMeHe H GpepTHIIATeT
ITocwpBerBaiiTe ce ¢ Baima nekap Wi ¢apMaLEeBT nNpeau ynotpedara Ha KOETO U Ja € JIEKapCTBO.

He TtpabBa na ce nekysate ¢ Kapbomnatun EGeBe no BpeMe Ha OpeMEHHOCT, OCBEH aKO HE € HIPHUHO
npeanucaso or Bamua nekap. [IpoyyBanuaTa BbpXyY >KMBOTHH ITOKA3BAT MOTEHILHAIEH PHCK OT
aHOMAJIWH B Pa3BHBAlllMA C€ IWIOA. AKO Ce JIEKyBaTe ¢ kKapOOmnaTHH Nno BpeMe Ha OpeMeHHOCT, TpaOBa
na o6CchaHTE MOTEHLMAIHUA PUCK 38 HepOAEHOTO cH Jere ¢ Bawus nexap. JKeuure B gerepoaHa
Bb3pacT TpAOBa a M3N0a3BaT eeKTHBHA KORTPALIENILIMA 110 BPEME Ha JIEYSHHUETO ¢ KapOorLiaTHH U
Hail-MaJIKO LIeCT Mecella ciel JedeHHeTo. Thi KaTo KapOomwaTHH MOXE Ja IIPHYHHH F€HETHYHO
YBPEXKAAHE C€ NMPENnopbhYBa N'eHETHYHA KOHCYITaLHA, aKo 3a0peMeHeeTe 1O BPEME Ha JICHCHHE C
xkapbomaTtul, [IpenopbhyBa ce reHeTHYHA KOHCYJITALIMA H NMPH XKEHH, KOUTO MCKAT Ja 3abpeMeHesT
cliell IEUEHHETO.

He e u3pectHo ganu Kapbonnatus EGeBe ce exckperHpa ¢ KbpMaTa, HO ChLIECTBYBA [TOTEHLHAJIEH
PHCK OT CEPHO3HM HEXKEMAHU PEaKilHH Y KbpMaveTo. AKO C€ HAIOXKH JICUCHHE 110 BpEME Ha NepHoaa

Ha KbPMEHE, KbpMEHETO TpAOBa Na Oblie MpeyCcTaHOBEHO.

Ha MBbixeTe ce mpenopbyBa ja U3NOoA3BaT ¢peKTHBEH KOHTPALICITUBEH METO U ia He CTaBaT
POIHTENH JOKATO NOJTyuaBaT KapOOIUIaTHH H NoHe 3 Mecela cliex NPeKPaTABAHETO HA JICHCHUETO U Aa
MOMCKAT CbBET OTHOCHO ChXPAaHABAHE Ha cliepMa NMped 3aN0YBaHE HA JICYCHHUETO, OPaaH
BB3MOKHOCTTA OT HeoOpaTuUMO Ge3ruioaue, B pe3yiITaT OT TepanusaTa ¢ KapOornaTuH.

IHojpupane B pabora ¢ MAIIHEE
Ynorpebara Ha Kapbornariua E6epe Moke ga NpUYMHH raieHE, MOBPBIIAHE, HAPYILICHHA HA 3PEHUAETO

M YIIIHA TOKCHYHOCT; NOPafH TOBA CHIIECTBYBA NOTEHLMANIEH PUCK OT TE3H PeaKlIMH BLPXY
cnocoOHOCTTA 3a HiogHpaHe ¥ paboTa ¢ MALIHHH.

3. Kak aa Bu 6b3e npaiaoxen Kapbonnaruna EGene

BuHaru npuiaraiTe TOBa JJEKAPCTBO TOUHO KAKTO BH e kazan BainusT nexap. AKO He CTe CUTYPHH B
HEILO, nonuraiite Baluusa jekap.

Bamiuar nekap e HazHa4yd nedeHueTo Bu ¢ Kapbormatun Ebese. [lozara ce onpenens
WHIMBHIYATHO M 3aBHCH OT THUIA pak, oT ToBa Aanu Kapboruiatuy EGeBe ce npunara caMoCcTOATETHO
HWIH B KOMOHHaLHMA U oT Bawero 061110 ¢heTtoanre. OBHKHOBEHO TOBA JIEKAPCTEBO HE Ce MpUiiara

MOBEYE OT BEAHBK CEAMHUYHO.

[lpenopruBaHaTa K03a NpH BE3pacTHH nauueHTH € 400 mg/m? npuno)keHa kaTo €IHOK
ype3 WHTPABEHO3HO BiIMBaHe 3a 15 10 60 MuHyTH. AKO BH € npunaraHo apyro sieve
uManu 6x6peuno 3abonapane, no3ara TpsadBa ga 6bae CHOTBETHO afjalTUPaHA.



AKO MMaTe HAKAKBH AOITBJIHUTENIHH BBIIPOCH CBHp3aHH ¢ ynoTpedara Ha TOBa JIEKAPCTBO, MOJIS
nonyraiTe Baioua siexap.

Axo Br e npuinoxena no-rojasma ao3a Kapéonnaran E6eBe oT HeobOxogumaTa

Bawnd nekap e Ha3Ha4M TOUHaTa A03a 3a Bac. B ciyuaii Ha ipepo3upane Moxe Aa ce YCHIIAT
HEXETAHWUTE JICKAPCTBEHH peakLMy. Baiuar ekap me Ha3HavH JICueHHe Ha CHMIITOMHTE Ha Te3H
HEXKEJIAHK PeaKLMH.

4. BbiMOXKHH HEXEJIAHH PeaKNHH

KaTto BCHUYKH JICKapCTsa, TOBAa JICKaApCTBO MOXKC 1a ITPUYHHH HEXCJIAHH JICKapCTBEHH pPEaKLIHH,
BBIIPCKH HC HC BCCKH I'H ITOJYYaBa.

Hexenanure peaxuuu ca H30pOEHH MO CUCTEMO-OPraHHY K1acoBe, nponopbusaHute oT MedDRA
TEPMHHH H YE€CTOTa, KaTO €a U3MOJ3BAHU ClIEJHUTE KaTeropuu: MHOro 9ectH (>>1/10), yvectu >1/100
no <1/10), Heuectu (=1/1 000 go <1/100), peaxu (=1/10 000 go <1/1 000), mHoro pexnxu (<1/10 000),

C HEH3BECTHA YeCTOTa (0T HAJIHMHUTE aHHH HE MOJKE Zia Objie HarIpaBeHa OICHKA).

HeszabaBHO kakeTe Ha Baumg nexap, ako noxy4yure 60j1ka 8 I'bpIAMTE, KOATO MOXE Aa € NPH3HaK 3a
MOTEHIHAMHA CCPHO3HA AICPrHYHa peaKlud, HapeueHa CHHAPOM Ha KyHHuc.

Heon1azmMu — 100poxkaecTBeHH, 3JIOKAYECTBEHH U Heonpeae/ieHH (BKJI. KHCTH M NOJIANH)
C neuzsecmna vecmoma: CBbP3aHHU C TEPANMATA 3JIOKAYECTBEHH 00pa3yBaHus.

Hndexnun 5 nEdecTAnER
Yecmu: napexupn™*
C neuszsecmna vecmoma. [THEBMOHHA

Hapymenns HA KPBLBTA H JAMPHATA CHCTEMA

Mrnozo vecmu: TpOMOOUMTONEHHA, HEYTPONEHHS, JICBKONIEHHA, aHeMHA (NoHwKeH 6poii KpbBHH
KJIETKH);

Yecmu:. KpbBOH3ITHBH*

C neussecman yecmoma: HapylI€HHS Ha KOCTHHA MO3BK, (eOpHIHA HEYTPOTIEHHS (HAMAIABAHE Ha
HEYTPOQHIHHTE JIEBKOLIMTH B NIEpHPEpHATA KPBB), XEMOJIHUTHYHO-YPEMHYEH CHHAPOM { HETHITHUHO
paspyluaBaHe Ha YCPBEHUTE KPBBHU KIICTKH)

Hapymenns Ha HMYHHATA CHCTEMA
Yecmu.: CBPBXUYBCTBHTEHOCT ¥ AHAQUIAKTOMAHM peakuuu (aneprug or 66p3 THN)

Hapymenna 58 MeTa(0IHIMA H XPAHCHETO

C neuszsecmna vecmoma. nexXMapaTauys, aHopekcus (3aryba Ha Terio), XHIOHATPHEMHS,
OTKJIOHCHHS B PE3YJITATHTE OT KPbBHH H3C/ICABAHUA (CHMITTOMH Ha TYMOP-JIH3UC CHHAPOM, KOMTO
Moxke fa Obae mpHuMHeH ot 6Bp3ud pa3naj Ha TYMOPHHTE KIETKH) (BIDKTE TOYKa 2)

Hapymenus HA HEPBHATA CHCTEMA
Qecmu: nepnepHa HEBpPONATHA, MapeCTE3ns (M3TPBIBaHE), OTCIACCHH CYXOXKHITHH pedIieKcH,
CCH30PHHM CMYILEHHS, MPOMAHA Ha BKYyCa

C neuzgecmna vecmoma: MO3IbYHO-CHI0BH HHLIMIEHTH*, rpyIia OT CHMITTOMH, KaTo raBo6o
NMPOMEHEHO YMCTBEHO CHCTOSHUE, MPUNATBLLM H HAPYLISHO 3PEHHE- OT 3aMBbIIIBaHE
(cMMITTOMH Ha CHHAPOM Ha 00paTHMa 3a/1Ha JIeBKOeHLedanoraTus, paako HeBpOJIOr
HapyllleHHUE)

3pHTEeINE HAPYIIEHAS



C neuzgecmna vecmoma: 3aryba wiv HapylIEHHA Ha 3PEHUETO

Hapymenne Ha YX0TO H 1a6BpHHTA
Yecmu: 0TOTOKCHYHOCT (HAPYLICHHE HA CYXOBATa QyHKLHA)

Copaeuns HAPYIIEHHAA

Hecmu: cbpACYHO CHAOBH HAPYLIEHHUS
C neuzsecmua yecmoma. CbpAeYHa HEAOCTATEYHOCTY, HEPABHOMEPEH ITyJIic, CHEAPOM Ha KyHuc

CbI0BH CMYImMEeHHAS
C neuzsecmua vecmoma. eMbonua* (3amywsane), MOBHIICHO/MOHMKEHO KPHBHO HAJIATAHE

PecndpaTOpHH, rPhAHE H MEAHACTHHAJIHE HAPYIICHHS
Uecmu: ayMxaTeNHW HapylIEHWs, HHTePCTHLMANHO OenoapodHo 3adonssane (cneupudu4Ho
BB3nIAIeHye Ha fenus Apob), bponxocnassm

CroMamuo-9peBHA HApYyKICHHS

Mrnozo vecmu. nospeilaHe, rajicHe, kopeMHa Sonka

Hecmu: MyKo3uT( BBE3TIANICHUE HA JIMTaBHLIMTE), AHAPHA, 3aM¢K

C neusgecmnua yecmoma. CTOMATUT (BB3NAJCHHE HA YCTHATA JIMTaBHLIA), MAHKPEATHT

Hapymenns HA K0XKATA H HOAKOXHATA THKAH
Uecmu.: anoneums (onagaxe Ha KOcaTa), KOXKHH HAPYILICHHE
Peoxu: epurema (3aueppaBane), oOpHB, npypuTyc (chpbex), ypTHKapus

HapymeHHs HA MYCKY/JHO-CKEJICTHATA CHCTEMA H CheIHHHTE/IHATA ThHhKAH
Yecmu: MyCKyJ0-CKEJIETHH HapyllieHus
C neuszgsecmua wecmoma: MyCKYyJIHHM Clia3MH, MycKyJiHa cnaboct

Hapymenua Ha 660penBETe H NHKOMHATE IbHTHINA
Yecmu. yporeHUTaAIHH HapyLISHUA
C neuzsecmua yvecrmoma. 6p0peyHa HEAOCTATEYHOCT

O6mna rapymenns B epeKTH HR MECTOTO HA IPHJIOKeHHE

Yecmu. actenns (yMopa)

C nHeussecmna uecrmoma: HEKpO3a Ha MACTOTO Ha HH)KeKTHpPaHE, peakLiMd Ha MIACTOTO Ha
HHDKEKTHpaHe, epyuTeM (3auepBaBaHe )Ha MACTOTO HA HHXXCKTUPaHE, CKCTPara3aliis Ha MACTOTO Ha
HHXKEKTUpaHe (HaBIHW3aHEe Ha JISKAPCTBOTO B ThKAHHTE), PH3UYECKO HEPA3NONOKEeHHE, OOBPKAHOCT

HicneaBanns

Mnozo vecmu: namanssase Ha ObOpeUHHS KpeaTHHWMHOB KIMPBHC, MOBHIIABAHE HA KPBBHATA Yypea,
NOBHIIABAHE HA KpbhBHATa aikanHa ¢ocdarasa, MOBHIIIABaHE Ha acTIapTaT aMHHOTpaHCdepasara,
OTKJIOHEHHUA B PE3yJTATHTE OT H3C/ICABAHHNA Ha YepHOAPOOHATa (PYHKLMA, HAMATABAHE Ha
KOMWYECTBOTO HATPHIl B KPbBTA, HAMANIABAHE HA KOIHYECTBOTO KalMli B KPHBTa, HAMAJIABAHE HA
KOJIHYECTBOTO KAJILMH B KPHBTA, HAMANABAHE H& KOJIMYECTBOTO MArHE3uii B KPBBTA.

Hecmu: noBUlIaBaAHE Ha KPBBHUA OMIMPYOHH, NOBHINABAHE HA KPbBHHUA KpEaTHHHMH, ITIOBHIIIABAHE Ha
MMKOYHATA KHCE/IMHA B KPBBTA.

* Qaranuu npu <1%, paTanHu CHpAEYHO-CHAOBH HHUMAEHTH NpH <1%, BKIIOYMTEIHO CHpAEeYHO-
ChAOBA HEJOCTATHYHOCT, €eMOONIH3BM U MO3BYHOCHAOB HHUHAEHT KOMOMHHPaHH.

Crobmapane HA HeXKeTAHR PEeAKNHA
AKO MOTyYHTe HAKAKBH HeXKeNaHH IEKaPCTBEHH peakuny, ysenomere Bamua nexap/fdm
MEIHIHHCKA cecTpa. ToRa BKIIOYBA BCHUKU BB3MOKHHM HEOMMCAHM B TA3H JIUCTOB
peakuu. MoskeTe Chillo Aa ChOOLIHTE HEXKETAaHH PeaKiMM JUPEKTHO 4Ype3 HallHOH
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cho0LaBaHe kM M3ITBIHHTETHATA areHLMA 110 JIEKapcTBaTa, yi. ,,Jlaman ['pyes” Ne 8, 1303 Codmus,
Ten.: +35928903417, yebeaiir: www.bda.bg. Kato crobiilaBaTe HexenaHu peakipm, MoXeTe Aa
naaeTe CBOA NMPHHOC 3a MOTyYaBaHe Ha NMoBede HHGOpMaLMa OTHOCHO G€30I1acHOCTTa Ha TOBa
JI€KapCTBO.

5. Kak aa cexpansapare Kapbonnarun EGepe
Ha ce ¢hxpaHaBa Ha MACTO, HEZOCTHIIHO 3a Jeua.

Ha ce cbxpaussa noa 25°C.
Ha ce ¢bxpaHsiBa B OpUrHHAIHATA OMAKOBKA, 3a Ja ce HpEeAINa3K OT CBET/IHHA.

He n3non3paiite ToBa NIEKapCTBO CNIEA CPOKA HAa FOAHOCT, 0TOENA3aH BbPXY ONakoBKaTa. CpOKET Ha
rOAHOCT OTrOBaps Ha MOCHEAHHA JEH OT MOCOYECHHA MeCell.

,Ila Ce CbXpaHABa B OpHI'MHAJIHATA OIIAKOBKA.

He usxpopasiiTe jekapcTBaTa B KaHATU3ALMATA WIM B KOHTEHHEpa 38 JOMAUIHH OTIaAbLH.
[Tormuraiime Bainusa papMalieBT Kak Ja M3XBBPIATE JIEKapCcTBAaTa, KOMTO BEYE HE H3MON3BATE. 1€3H
MEPKH LI¢ CTIOMOrHAT 33 OTNa3BaHE HA OKOJIHATA cpeaa.

6. CrabpxkaHHe HA CIAKOBKATA H JOOBJAHHTE/IHA HHPOpPMAIIHS

Kakso ceappra Kapbonnatua EGese

- AKTHUBHOTO BEILECTRO €: Kapboruarus
- JIpYruTe ChCTaBKHM Ca: BOAA 32 HHDKCKLIHH

Kax marinexaa Kapbonaarun EGese B KAKBO ChABPKA OIAKOBKATA
Kap6onnatun EGeBe ¢ KOHLIGHTpaT 332 HHPY3IHOHEH Pa3TBOP.

dnakonu ot 5 ml, cuabpxamm 50 mg kapbonnatux
®nakoHH OT 15 ml cxaspxamu 150 mg kapbomnariH
Onakonu oT 45 ml ceavpxaium 450 mg kapbonnaTuH

®nakonure Morat Aa 6Osaar cbe Wik Ge3 3amyuTeH acTtMacoB KoHTeiHep (ONCO-SAFE unu
CIMABHHY). "Onco-safe” H CIMABUHI HE BIM2AT B KOHTAKT C IEKAPCTBEHHUA NPOAYKT U OCUTYPABAT
AOITHJIHUTETHA 3aIUTA [IPH TPAHCTIOPTHPAHE, KOATO MOBHIIABa 0€30MacHOCTTa 3a MERHITHHCKHA H
dapMaleBTHUHHA NMEePCOHA.

IIpaTeikaTe. HA pa3pemIeHHETO 32 ynoTpeba

EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestrasse 11
A-4866 Uterach

ABCTpHA

IIponzBoauTenn

EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestrasse 11, A-4866 Unterach
ABCTpHA




Fareva Unterach GmbH
Mondseestrasse 11,

4866 Unterach,
ABCTpHSR

3a porrpaHuTENHa HHGopMauua otHocHO Kapbomnarun Ebese 10 mg/ml ce obbpHeTe xbM Bainus
nexap, GapMaLEeBT WIH NPEJCTABUTENA Ha NPUTEXATEN Ha pa3pelIcHHETO 3a ynorpeba.

Huadopmanas caMo 3a JIeKAPH H MEAHIHAACKH CHIENHA/IHCTH
CrenHa/iHH npeANa3HH MEPKH NPH HIXBLpJsSHe H padoTa

Ila ce cieBaT yKa3aHHATA 3a paboTa ¢ IWTOTOKCHYHH JIEKapCTBEHH NMPOLYKTH! BCAKO HEM3MOI3BAHO
KOJIHYECTBO OT JIEKAPCTBEHHS NTPOIYKT WIH NOYMCTBALM MaTepUanu Tpadbpa fa ObAaT YHHILIOXKEHH
CBIIIACHO pasnopendure.

HecLBMECTUMOCTH

Aymunnii pearupa ¢ KapSoratua EGere kato ripeauspHkBa GopMHpaHe Ha IIPELMITMTATH M 3aryda
Ha GHonormuHara My akTHBHOCT. [lopaau ToBa 3a NpHroTBAHe U NpriokeHue Ha Kapbonnatin Ebese
He Tpa0Ba Aa ce ynoTpeOABaT HIAH, CHPHHLIOBKH, KATETPH H APYTH H3/IENINA 32 HHTPABCHO3HA
arUTUKaLMA, KOUTO ChABPKAT aTlyMHHHH.

Jlo3HpoOBKA H HAYHA HA NPHJICKEHHE

[IpenopruaHaTa 7033 NPH BE3PACTHH MALIHEHTH, IIPH KOMTO HE € NPOBEXKAAHO JICUCHHE H € OTYETEHA
HopMasiHa ObOpeuna ¢yHkima, e 400 mg kapbonnatii/m? TeIeCHa MOBBPXHOCT, KATO €JHOKpaTHaTa
11032 NpUIokKeHa MOCPEACTBOM KpaTkorpaiiHa HHTpaBeHo3Ha HHY3us (15-60 MmuryTH). JleueHueTo
MOXKe JIa Ce TIOBTOPH ciel 4-ceqMuyueH UHTepBall. [Ipy pHCKOBH MallMEHTH ([IpH KOUTO ¢ Ouna
pOBEACHA TEpanMs ¢ MHEIIOCYTNIPECHBHH JICKAPCTBEHH NMPOIYKTH W/ HIH JIbYETepanusi, Kako U IpH
TE3H B HE3aA0BOUTEIHO 0010 CHCTOAHHE), NeYeHHEeTO TpAOBa Ja 3anouHe ¢ a03a 300-320 mg/m?.
NpH NaLHEeHTH ¢ QYHKUHOHAIHO O0pedHo yBpexkaaHe € He0OXOAHMO MOHIDKABAHE W aJallTUPAHE Ha

A03aTa KbM CKOPOCTTA Ha IIOMEPYJIHATA (PHITpalus.

3a U3YHCAABAHE HA A03aTa MOXKE 1a ce H3MON3Ba aTepHaTUBHA hopmyna (popmyna Ha Calvert),
OasHpaHa Ha ckopocTTa Ha rioMepyaHata ¢pwrrpauud (GFR B ml/min) u kapbonnatuHoBara nenesa
IUTOI MO KpuBaTa KoHueHTpauua-speMe (AUC B mg/ml x min).

Ho3a (mg) = nenera AUC (mg/ml x min) X [GFR ml/min + 25]

nesesa AUC [InanupaHa XUMHOTEpaNH Cratyc Ha maLMeHTa

3-7 mg/ml.min caMo KapOorulaTHH [IpenBapHTEIHO HEJIEKYBAH

4-6 mg/ml.min | caMo kapboruaTHH [IpenBapHTEIHO HEJIEKYBaH

4-6 mg/ml.min caMo kap6ornaTHH Iwoc [TpenBapHTETHO HENTEKYBaH
LHKT0doCchaMH]

3abenexka: ¢ popmyara Ha Calvert, ToTanHata 1032 kKapOOIUIATHH e [TpecMeTHaTa B mg , a He B mg/
m?.

dopmynara Ha Calvert He TpaOBa aa ce npuiara NpH MAUMEHTH C TEXKKA MPEAIIECTB
HaIlpHUMep Te3H, JeKyBaHH C:

-MUTOMHLMH C;
-HUTpO3aypes;




-KOMOHHUpaHaTa Tepanus ¢ JOKCOPYOULIMH, [IUCIUIATHHA,
-KOMOUHHMpaHa Tepanus ¢ 5 WIH IOBeUYe NEKAPCTBEHU NPOAYKTa;
-meuerepamis > 4500 rad, doxycupana Bepxy none 20 x 20 cm uam BEpXy NoBeye oT 1 nmose.

Hama nocTaThuHO ONMUT ¢ KapOoIUIaTHH NpH Aelia, KOKTO Ja NMOo3BOJIM Aa ObaaT HaNpaBeHH
crelmHIHE MPENOPHKHU 32 A03HPAaHE.

Ha4nH HA NPH/IOKEHHE

Cnea u3roTesiHe, pa3pelieHUs pa3TBOp ce NpHiara upe3 KpaTkoTpaiHa UHTpaBeHO3Ha HH)Y3HA 32
nepuox ot 15 no 60 MHUHYTH.

Paipexnane

JiekapcTBEHHAT MPOAYKT MOXKeE Jia ¢e pa3pend ¢ 5 % pa3TBOp Ha rimoKo3a 0 NMOCTUraHe Ha HUCKA
xoHueHTpaums oT 0,4 mg/ml (400 microgram/ml). Tsi kaTo He CBABPKA KOHCEPBAHTH, TAKa
IMPUrOTBEHUAT pa3TBOP Ce IIPEnophUBa a HE C€ U3MOJI3BA Clel noBeye ot 24 yaca.

Cpok Ha rOAHOCT

I8 meceria.

MakcHManHOTO BpeMeE 3a ChbXpaHEHHE Ha pa3TBOpHTe 3a HHGY3HA Ha KapOonnaruH EGese B
koHueHTpauuH 0,4 mg/ml v 4,0 mg/ml, npuroreenu c 5 % pa3TBop Ha rmoko3a, € 28 nHy, npu
ycnosus 2-8°C u 20-25°C Ha 3auquTeHO OT cBeT/IHHA MACTO. UH(Y3MOHHHAT pa3TBOp TpAOBA /1A ce
H3N0J13Ba He3a0aBHO ClIEA NPHIOTBAHE, aKO CE ChXPaHABA Ha CTakHa TeMnepaTypa, 6es3 na e
peanaseH oT CBET/IMHA.

Ot MUKpOOHONOrHYHA TNICAHA TOYKA, JIEKAPCTBEHHUAT MPOAYKT TpAOBa Ja ce H3MoI3Ba He3abapHO. B
CJTydaH 4ye JICKApCTBEHMAT MPOAYKT HE C€ U3M0J3Ba He3abaBHO, MOTPEeOHTEIAT HOCH OTTOBOPHOCT 32
BPEMETO H YCJIOBHATA HA CHXPAHEHUETO MY MpeaH ynorpeda, KOUTO OOUKHOBEHO He TpaOBa Aa
npeBHLIABAT 24 yaca NMpU TeMrnepatypa Mexay 2-8°C, ocBeH B ciTyuait ue pa3TBapsaHeTo/
paspexXIaHeTo € OCHLIECTBEHO B KOHTPOJIMPAaHH M MOTBBPAEHO aCEITTHYHH YCHOBHA.

CnenHaJHH YC/I0OBHS HA ChXPAHEHHE

Ha ce cvxpanapa noa 25°C.
Ha ce cbxpaHsBa B OPHI'MHAIHATA ONAKOBKA, 32 J1a ce MPEANna3y OT CBET/IHHA.

JaTa Ha NoC/IeAR0 OpEepAITeKAane HA JIACTOBKATA:
MMAITTT




