PE.EVA-—Lachema . QAOBFERU!

Veaocaemn nayuenmu, R
MORR npoHememe SHUMAMENHO crednama IUCMOGKA 3a Nayuenma, vl Kamo ms CLOBPAHCA BANCHU
ceedents 30 MO8A KAKeo mpadea da cvbriodasame npu ynompeba Ha mosit JeKapemee npooyxm. Axo
umame eonpocy, Mons obpvuaiime ce KoM Bawus rexap uru papmayesm.

AECTOBEA 3a NAaHECETA Morisi, pOETeTe BHUMATENHO!

I{rraonsaTaE SO
Cycloplatin 50

KavecTBeH H KONAYECTBEH CBCTAB
Jlexapcmeeno eetyecmeo:
Beexu ¢nakon cpanpxka 50 mg Carboplatin.

Homowynu seugecmea: o
Bespona THMOHEHA KBCeNHHEa 25 Mg ¥ HATPACB XHAPOKCHI 10 pH5.7-5.9

Jlexapersena ¢opma A KOJHIECTBO B eH2 On2KOBKAa
IIpax 3a HH(y3HOHEH pasiBOP

Hme B agpec HA NPETEKATENS Ha paspeienieTo 3a ynotpeda
PLIVA-Lachema a.s.

Karasek 1

621 33 Brno

Czech Republic

Phone: 00420-541-127-470

dapmaxorepalepTHIHA rpyna
TlmrocTaTiyeH JICKAPCTBEH HPOAYKT.

TepaneBTHIHH NOKAZAHAH

JlexapCTREHHAT MPOAYKT Ce Npuiara IpH MaJrHEeEd TYMOpH Ha sifIHMUKTS, TeCTHCHTe, Tiapata ¥
WusTa, ApeCHOKAETHIEH B HEAPeOHOKNETEICH KapitMHOM ha Gemust fpob MAH KapuaHOM Ha THKOTHHA
MEXYP-

Moxe Aa ce mpriara B xoMOMHaks ¢ HHCHANTHHA p/HI KOraTo NHCINATHHATA ¢ MPOTHBOIIOKA3aHa,
BKIIOUATENHO ¥ NpH caydan Ha 6x0peuma HEAOCTATEYHOCT.

XpoTHBOMOKA3AHAH

TMEJIOTITATHH® e npornBonoKasan:

Hpy DaHEHTH © JOBHINEHA TYBCTRHTENHAOCT KbM HHCINATHHA MM APYIH CHCTABKY, CHAB KA
TINATHHA;

HAnMEeHTH ¢ TEXKa MAENOCYNpecHs U/uilu #3paseHa xprBO3aryda;
1IpH AHHERTH C B¢ TPOSABEHH GBOpegAr HapymeHns (KIAPHHC JIOH 15 ml/min).
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Crenuaiud NPeANasiy MEepKH NpH yaorpea
IJ;HKJIOIIJIATI/IH@ TpaGpa fa ce Opef#csa CaMo OT OUMTHA M kBaymQuIUMpana nexapu, xobpe
RAMO3HATH ¢ IPHAOKEHHETO HA CHIDPIKAIIM THIATUHA NCKapCTREHH DPORYKTH.

Lo3upoBkaTa Ha JEKBPCTBCHHS MPOAYKT ITMKTIONNIATHH® Tpabea pa ce NPOMEHH CHINCCIBEHO apu
NanueHTH ¢ Hapymena Gp6peuta QyHKOHsL.

Ilo BpeMe Ha IPUIOKEHRE PASTBOPET 32 nudysns TpsbBa Aa ce [asy OT CREINNHA. Tlopazm ONacHoCT OT
npenEMATANGS, TpA6Ba A2 ce Habsrea IPUIOKESHHETO Ha KOHCYMATHBH CHIBPIKAILH ATyMHHEE.

JlexapcTeen® B3aHMOREHCTBES ¥ APYTH {opmu HA B3AHMONEHCTBHS
EnnoBpemeHHEOTO MpHlarane Ha xapOonNaTHH ¢ APYrH MRENOCYIPEcHBHA tepaneyt
Ja YCHUIIE MEENOCYIPECHEHs SeKT.
Kap6ornnarupara 3acHiBa MPOSBUTE HA HEBpOTHKCHYHOCT MJM OTOTOKCHUHOCT
JeKyBaHH ¢ NHCILIaTHEA.
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EnpOBpeMEHEOTO ICUCHAE © HedPOTOKCHIHA IEKAPCTBEHN IPOAYXTH MOYKE TIa 38CHIM TOKCHIHUSA edexT
Ha KapGoniaTEHaTa BEPXY 6r6peaHs KTHPBHC,

Kato ce uMa B IpeHBHE, Ye kapbopaaThHaTa DOATHCKA HOpMaNfFTe ZalHTHE MEXaHU3MHA, HMYHHHA
OTrOBOp KbM BaxCHHH OT MBPTBH BADYCH Moxe aa 6pae cnad.

EXHOBPEMEHHOTO IpHIiarane Ha BAKCHHHE, CHALDIKAIIH JKHBH BEPYCH MOXKE i JOBEAS A0 pennHKANES Ba
BUPYCHATA BaKChHa M 3aCulBaHC Ha CTPaHWYHKHTE PEakUHM KbM Hex WM HaMaNABaHe HA WMYHBHHSA
OTrOBOp KbM BaKCHHATA. ViMysusauuute TpsOBa Jia Ce YIPOBEXAAT BRUMATENHO, BH3 OCHOBA HA
%eMATONOTHIHY H3CHeRBaHEs H HOA KORTPON Ha ONATeH ORKOJIOT.

Kaxso Tpafsa Aa AMaTe HPeABH] [0 BpeME HA GpemMeRHOCT B KbpMeHe?

III/IKJIOIIJML’I'I/IH® © HpOTHBONOKA3aH IIPH GPeMeHHOCT. TIpy HpeAKIAHUYHUTE H3NHTBAHKS C KHBOTHA
€ YCTaHOBEH TePaTOTeHEH ¥ eMOproTOKCHYEH eeKT Ha kapbonaTHHara.

Jleyenuero ¢ III/IIUIOIIJIATHH® CHINO € IPOTHBONOKA3HO NIPH KBPMEHE B JaKTalud, NOpajy OHIAacHOCT
OF MPEeMHEAB2HETO ¥ B KEpMaTa.

eswte B penpoHyxTHBHA BBE3PACT tpabBa pa Gbpar uudopMupaBs Aa DPeADNpHEMAT edeKTHBHE
TpOTEBO32YATEIHA MEPKH. :

BaAsERe BLPXY CRoco0HOCTT 33 MOQHpaHe B paora ¢ MamIEHA

CriocobrocTTa 3a modupane B pabora ¢ MAIIKAN MOKE Ad GbJie HOBNMSHA OT HEXENaH! JIEKapCTBEeHH
peaxmuy (Bmx mo—pony). HaunenTaTe, KOATO HE ca XOCTHTANNAHpaHY TpsGBa ja paGorsT ¢ MAIHHHE
caMO CIIEH KOHCYITANHs ¢ JSKYBaIis TH JIeKap.

Hexenap JeRapcTBeHn peaknan

OcHopHaTa HeXedapa peakuus ¢ MHENOCYNpPECHsTa, KOATO € paii-gecro o6pariMa, HO OrpaHHYaBa
mpHiaragaTa AO3MpoBKa. MakcHMannata A0sa Ha HoHOCHMOCT € B rpamami or 320 mo 500 mg/m’.
MuenocynpecusTa € TACHO CBbp3aHa ¢ GBOpeunns WIHPRHC Ha KapOomiaTdRaTa. IIpr DanHeHTH ©
papymens GsOpednn GYBKIME MM JCKYBaHMA e[HOBPEMEFHO ¥ C APYFH MOTSHIHMANHO HedpOTOKCHEHE
SCKAPCTBEHA TPOAYKTA C& MPOABABA JIO HCCTa H RO-IPOABIDKHTENHA MHEIIOTOKCHIHOCT. CrenoBaTelnto
6pGpeunaTa GyHKIUA TpsOEa 22 ce CHOAY BEIMATEIHO Npeii U 10 BpeMe Ha Tepanusra.

MakciEMaiauTe NPOSBHE Ha TPOMOONHTONCHN, ICBRONCHHA /e apeMus ca ot 14-ms 10 25-u4 AeH
ciex HpuenaraHe Ha xapbonnaTHHATA. XemaToNOTHINUTE H3CAENBAHAA 1O BpeMe H Ciex xpas Ha
TEepanyATa ca 33BIDKUTCHHA. KoMGUEHPAHOTO HpHAarane na KapOomnaTai ¢ ApYIH MHENOCYNpecOpH
TpabBa A2 Ce OCHHIECTRABA BHEMATENHO, KaTo ¢e TPENH3MPAT HO3HPOBKATA H BPEMETO Ha TOPAIHITA.

Ilpy wsKoM DauMenTH KapOOIUIATHHATA NPEARSEAKEA FajeHe W NMOBPBILIAHE, KOHTO OT3BYYaBAT CICH
Koo 24 Haca. UecTOTATA ¥ HHTEHSHBHOCTA Ha CTPAHHMHUTE PEaknuH MOKGC A2 ce penyiHpa YCHelHo
ypes mpEXBApUTENHOTO PHEMane Ha aHTAMHMETHIH or Tuna Ha 5-HT;-bnoxepuTe, HapudaHK CCTPOHA
(setron), B TOB2 YHCIO JCKAPCTBEHHTE npoxykrd Ondansetron, Granisetron unn Tropisetron. Jipyra
gecTo HaGNIONARAKH CTOMATIHO-YPEBRHE PeaKiuy ca Auapis i 3anek.

Anepraufii peakiiiy ca HabmonaBaHy Ciel NpueMaHe Ha kapGonnaTusa, MopobHO KaKTO ¥ MpH APYrH
ANATAHA-CHABPIKAINTH JFCkapCTBCHH NPORYKTH. HabmonaBaT ce HIKONKO MHRYTH CHEX OpHEMaHeTo H
MOraT fia ce TPEOONesT, Ypes CHOTBETHA MOAAbPKAIA TCPAtHA CuMHOTOMAaTHKATA MOXKe A& ce
OrpaHpuH, 9pe3 NPUEMAHETO Ha dJ(PCHANUH, KODTAKCCTEPOHAN H BHTHXHCTAMHHOBH AEKAPCTBEHH
DPORYKTH.

Hegppomoxcuunocmma  Ha xapOONNaTHHATA € 3HAYMTENHO IO-HACKS, cpaBHeHa ¢ NUCHANTANATa,
CHEOBATENHO HE ca HeOBXONUMY CIIeHMANHY NPEANasHi MEPKH KATO XHAPATALys C TOleMH KOMMYCCTBA
TeqOCT WNW 3acHieHa muypesa. BBIMOKHO & HHIHACHTHO nopTHCKage Ha ObOpewHy QyHKuUH,
H3pazeHo B yBeNydaBaHe Ha COPYMHWTE HABA HA ypeaTta M KpearHHUHA. Yecrotara ¥ CTENEHTa HA
HEe(BPOTOKCHIHOCT MOTaT Ja C¢ 3aCHIIAT MPH NAlHCHTH, crpajamy or GBOpeuna HENOCTATEIHOCT HPEiH
HA44JI0TO HA TepanusaTa.

Xunepypuxemus ce Habmopasa npu 20% or nanEeRTATE. Morar fa ce M3NON3BaT HAKOW aHTHypaTHU
arenta, Hanpumep Alopurinol, xaro pOdANAKTAYHO CPEACTBO MM mpu JCHCHRE Ha EKENATHTE
TEXapcTBEHH PeaKIHH.

Omomoxcuynocmma ¢ KIHHAYAY IPOSBY € pabmonasa Hail-4€CTO KaToO HIyM B
yaguenTrTe. CHYXHT NPA HANACHTH, OPOBEXANA NPSI| TOBA Tepanus C METOCT
BriomY. AYTHONOTWYHYTE TPernefy ca TPenophHaTeNH npead 3anouBaHero I
BpeMe Ha HpOBEK/IGHETO 1. ; i‘%ﬁ:ﬁ%ﬁ
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Heepomoxrcuunocm ¢e pabmonapa OpH OkoNo 5% OT DAHHEHTATE M Ce OrpaHpyasa HAM-9eCTO ©
napecTe3ns W OrpaHnYaBaHe Ha pednexropauTe QYHKIME Ha CyXORKHIMATA. YectoTara H CTENEHTA Ha
Te3W HEXENAHY PEAKIHA ce yBEIH4aBa NPH TAUHEHTH, EKyBaHH IPEH TOBA C WHCILIATHHA.

OTKIOHEHHs B 4epHOAPOOHETE IOKA3ATENH Ce naboxaBaT npu okono 30% or HanHeHTHTE ¢ HOPMATHHA
HAYAIHY HEBA, KATO T¢ OORKHOBEHHO OTINYMABAT CaMH B Kypca Ha JeICHHETO.

Cren neuenue ¢ KapGomnaThHa ce Habniofiapa HaMajilBaHe Ha CEPYMHHTS HATPYH, KMH, Kaamad |
Maryeauii, HO He Ca HKOKIajBaHy JIOCTATHYHO TEXKH M3MEHEHMS, KOHTO Aa NPHHHHAT nosgBara Ha
KNAERYEY Gefezn Wil CAMATOMH.

PSRKO CpelliaHi HEXeNaHH JeKapCTBOHH PeaKIlHK Ca aloNeiHs, Tpecka, HpOMsiHA Ha BKyca M CTYNCHE
BEIEH, KOHTO ca Habmozasany 663 HOKa3aHH MHQEKUNHA WK alCPIHiBK peaKiiny, non00HO, KaKTO CHeR
npHeMane Ha APYTH JEKapCTBeHH HPONYKTH ChABPHAII MIaTHHA.

Hauns H HPOALLKATETHOCT HA NPAJIOKEHAE

[TMKJIONTIATHH® ce npunara 3kmOYHTENHO BEHO3HO, MO dopmara Ha HHTPaBEHO3H2 HHY3HA.

Ipu npaxa 3a nAdy3HOHEH PAsTBOP, CHABPKAHUETO HA praxona TpsiGBa a ce pasTBOPH HENOCPENCTBLHO
Hpexy ynorpeda, KaKro ciespa:

TTKJIOIIATHH® 50 ce pasrpapsi B 5 mi BOJla 32 MIOKEKIHH, KATO CE HONYHABA pasTeop, chABpany 10
mg JNexapcTBeno Bemecto B 1 ml, KolTO MOKe Na ce ROBERE AO obem mo m3bop, 32 Aa ce JIONYdH
HeobxomAMAaTa JO3HPOBKA.

]J,I/IKJIOHJIATI'IH® ¢ IPEnopLUHTENHO Aa ¢e NpHuAiara pasTBOpeH B 500 ml pasteOp Ha rmokosa 5% 3a
20 1o 60 min, XaTo KPATKOCPO4HA HHTpaBeHO3Ha MHpY3Hs, 6e3 HEODXOmMMOCT OT XHMIpaTypaHe Ha
nanuenTaTe. O6HuaiinaTa Ao3a NPy BE3PaCcTHY C HOPMAIHH op0peunn dyskumEH e 350 mg/m’ TenecHa
HOBBPXHOCT, KATO eAVHMYHA 032 MM KATO 5 /034, IIPUIAraki B 5 HocHeOBATENHH JHH, KATO MOHO- H
HNONEXAEMHOTEpANK ¢ YeTHPH-CeAMEIeH HHTEPBAll Ha NPHAArane. O6maTa f03a ¥ BpeMeTOo 34 NpHIaratie
TpabBa #a ce NPOMEHAT NpH HANMEHTA C HOBHINCHM DHCKOBH ¢axTopu (Kkoraro TepamuAre €
TIPEAXONNARA OT NPHEMAHe Ha MUIIOMOCYNPECHBHH JICKApCTBCHH HPOLYKTH, ABYETEPANHS; NaHCHTHTE
ca B HaOpEAHANA BE3pacT HiM BMAT BIONICHO 3ApaBOCIOBHO CHCTOSHHE).

KOMGHRHpaHETO ¢ NeKapCTBeHH NPOAYKTH, MOBMINABALA MUGNOTOKCHHHOCTTA, HEBPOTOKCHYHOCTTA H
OTOTOKCHYHOCTTA, H3HCKBA NPOMSHA B PEXHMA Ha mpunarane. [IpemoprumTento e na o ONpeHenH
MAKCHMATHOTO HHBO HA CHaj HA XEMATONOTHYHHTE NOKA3aTeNH HpH HBPBUTE KYPCOBE Ha JIEICHHC c
LAKJIOILIAT. WH®, kato ce MMAT IPEABMJ PasyNTATATE OT EAHOCEAMHINO HPOCHEAABANE HA KpPHBHHTE
1 656peqnn nokasateny. [penopbYHTENEH Ca H NEPHOJHHH HeBPONOATHY perneny.

Josuposka npu nayuenmu ¢ HapyuerRa GvOpeuna Qynryus

To3upoBKaTa Ha kapOonnaTHAATA TpabBa Aa ce penynupa U cho0pasH ¢ rioMepynHara dunrpaius IpH
RANHERTH ¢ Hapymeny G56peunn QYHKUyME (KPEAaTHHRHOB KIHPBHC NOA 60ml/min). Ot H3KBOYATENRHA
BAKHOCT Ca ILIHATE MACHeABanis Ha OpOpedHuTe QYHKIUH, XeMATONOrHYHHTE MOKA3ATEIH (xpEBHEA
KneTku @ TpomGouuTH). B ciiyyaH Ha rIoMepyiHata ¢unrpamms ot 30 xo 60 ml/min, kapOonnarinara
TpaGBa [a ce NPHAara B 3aBHCHMOCT OT HaYAHUTC cTolfHOCTH Ha TpoMOonHTHATE:

Haganuy cTofEOCTH HA TPOMOOLTHTE I_I[/II{JIOHJIATHI-I@
> 200 000/l obma nozupoeka 450 mg
< 100 000 - 200 000/pi obma mo3rporka 300 mg

B cnyuan Ha raoMepyiHa QriTpans noj 15 ml/min LII'IKJIOHJIATHH@ He TpsOba 1a ce npunara.

CuennaJEH YCIOBHS 32 CHbXpaHenHe
Ha ce cpxpanssa nog 25°C! [la ce nasu or cpernuHal

Cpoxr Ha TOAHOCT

3 TOAMHM B ONAKORKH C HEHZPYyHISHA MANOCT.

JexapcTBeHUAT IPOAYKT € XHMHYECKM H dmsuyeckn cTaOuIeH CHEA pasTBapsHE B
FIOKo3a 0 24 daca mpu TemmepaTypa 25°C, 3aIuTeH OT CBETIHHA.

Or MuKpOOHONOTHYHA ThefHa TOUKa pasTBOPET Tpabsa ma ¢e M3MON3BA H
pasTBapsHe, ak0o He MOKe ha Ce M3MONsBa BeJHara, To NOTPEOUTENAT € OTro
YCIOBHATA Ha CHXPaHEHHE Ba NEKAPCTBOTO CIE/l PasTBAPAHE A paspexIaHero My npein
BPEMETO 32 ChXpPaHEHHe He 1pabpa ma mpesumapa 24 waca mpH 2-8°C, 3
PaspexaaHeTo TpsOBa Aa ¢6 HaphIIBa NPH KOHTPONHPAHH M BANHAHPARH ACemTHYHHE YehQ
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Ja ce cbxp2HRBa Ha MACTO, HEAOCTHIHO 32 aenal
IIpanara ce camo N6 JEKAPCKO upexnucanne!

JlaTa B3 DOCAEAHATA PEAAKIHS HA ARCTOBKATA
¥Onn, 2003 r.




