                                                             კარბოპლანი®
450mg/15ml intravenuri sainfuzio xsnari

1.1 samedicino produqtis dasaxeleba megaplatini

1.2 Semadgenloba aqtiuri nivTiereba: karboplatini. Semavseblebi: saineqcio wyali

1.3 farmacevtuli forma: xsnari intravenuri infuziisTvis

1.4 aqtiuri nivTierebis Semcveloba: karboplatini 10mg/1ml. 15ml flakoni Seicavs 450mg karboplatins.

1.5 aRwera-SefuTva: sufTa ufero an moyviTalo feris xsnari SefuTuli gamWvirvale minis flakonSi 15ml.

1.6 farmakoTerapiuli jgufi: antineoplaziuri saSualeba (platinis SenaerTi)

2. ra unda icodes pacientma eqimis mier daniSnuli preparatis Sesaxeb

2.1 Cvenebebi:
karboplatini naCvenebia Semdegi karcinomebis samkurnalod:

sakvercxis karcinomis Sorswasuli stadia

sakvercxis karcinomis Sorswasuli stadiis pirveladi mkurnaloba: karboplatini naCvenebia sakvercxis karcinomis Sorswasuli stadiis samkurnalod sxva qimioTerapiul saSualebebTan erTad. erTi damtkicebuli kombinacia Sedgeba karboplatinisgan da ciklofosfamidisgan. or randomizebul kontrolirebad kvlevaSi, romelic Catarda NCIC-s da SWOG mier karboplatinis da cisplatinis gamoyenebiT, ciklofosfamidTan kombinaciaSi, aCvena erTidaigive gadarCenis ricxvi orive jgufSi. es statistikuri monacemebi SezRudulia paTologiis sruli pasuxis da xangrZlivi Sedegis saCveneblad (≥3 weli) pacientebis mcire raodenobis gamo, romlebsac aReniSnebodaT amgvari gamosavali: pacientebis mcire raodenoba rezidualur simsivniT <2sm pirveladi qirugiis Semdeg agreTve zRudavs am qvejgufebis eqvivalentobis maCvenebel monacemebs.

sakvercxis karcinomis Sorswasuli stadiis meoradi mkurnaloba: karboplatini naCvenebia paliatiuri mkurnalobisTvis pacientebSi, romlebsac sakvercxis karcinoma aReniSnebaT qimioTerapiis Semdeg, im pacientebis CaTvliT, romlebsac cisplatiniT mkurnalobdnen.  pacientebis jgufSi, romlebsac adre cisplatiniT mkurnalobdnen, maT visac ganuviTarda daavadebis progresi cisplatinis mirebis dros SeiZleba daqveiTebuli qondeT pasuxi. 
filtvis mcire ujredovani karcinoma. filtvis aramcireujredovani karcinoma. naRvlis buStis kibo gardamavali epiTeliumiT (sxva citostatikebTan kombinaciaSi).

2.2 ukuCveneba

karboplatini ukunaCvenebia pacientebSi Tirkmlis xangrZlivi dazianebiT (ix. dozireba da miReba). karboplatinis gamoyeneba ar SeiZleba pacientebSi, romlebsac aReniSnebaT Zvlis tvinis mwvave depresia an mniSvnelovani sisxldena. karboplatini ukunaCvenebia pacientebSi, romlebsac anamnezSi aReniSnebaT mwvave alergiuli reaqciebi karboplatinis an platinis an manitolis Semcveli sxva nivTierebebis mimarT. 

2.3 specialuri gafrTxilebebi da usafrTxoebis zomebi

2.3.1 zogadi

karboplatini citotoqsiuri preparatia da unda dainiSnos mxolod im eqimis mier, romelsac qimioTerapiis gamocdileba aqvs. saWiroa sisxlis, Tirkmelebis da RviZlis funqciis regularuli kontroli. preparatis miReba unda Sewydes Tu aRiniSneba Zvlis tvinsi paTologiuri supresia an paTologiuri cvlilebebi Tirkmlebis an RviZlis funqciebSi. 
Zvlis tvinis supresia (leikopenia, neiTropenia, Trombocitopenia) doza damokidebulia, agreTve dozaSezRudulia toqsiuroba. karboplatiniT mkurnalobis periodSi saWiroa periferiuli sisxlis kontroli, SesaZleblobis SemTxvevaSi gamojanmrTelebamde. saSualo daqveiTeba aRiniSneba 21-e dRes pacientebSi romlebic mxolod karboplatins iReben da 15-e dRes pacientebSi, romlebic itareben kombinirebul Terapias karboplatiniT da romelime sxva qimioTerapiuli saSualebiT. zogadad, karboplatiniT wyvetili mkurnaloba ar unad gameordes sanam leikocitebis, neitrofilebis da Trombocitebis done ar aRdgeba. radgan anemia kumulaciuria, karboplatiniT mkurnalobis dros SeiZleba saWiro gaxdes sisxlis gadasxma, gansakuTrebiT pacientebSi, romlebic xangrZlivad mkurnaloben. Zvlis tvinis supresia gazrdilia pacientebSi romlebsac adre aqvT Catarebuli mkurnaloba, gansakuTrebiT TuU kursi cisplatins Seicavda. Zvlis tvinis supresia agreTve gazrdilia pacientebSi Tirkmelebis dazianebuli funqciiT. am pacientebSi karboplatinis sawyisi doza  unda Semcirdes (ix. dozireba da miReba) da kursebs Soris saWiroa sisxlis kontroli. karboplatinis gamoyeneba Zvlis tvinis damTrgunvel sxva preparatebTan kombinaciaSi unda moxdes sifrTxiliT gverdiTi efeqtebis Sesamcireblad.
karboplatins gaaCnia SezRuduli nefrotoqsiuri potenciali, magram erTdrouli gamoyenebisas aminoglikozidebTan erTad aRiniSna momatebuli nefro da/an audiologiuri toqsiuroba, saWiroa sifrTxile, rodesac pacients miRebuli aqvs orive preparati. klinikurad mniSvnelovani smenis daqveiTeba aRiniSna pediatriul pacientebSi, rodesac karboplatinis gamoyeneba xdeboda rekomendebulze maRali dozebiT sxva ototoqsiur saSualebebTan erTad. 
karboplatinma SeiZleba gamoiwvios Rebineba, romelic SeiZleba ufro mwvave iyos pacientebSi, romlebsac adre miRebuli aqvT emetogenuri Terapia. Rebinebis intensivoba da sixSire mcirdeba antiemeturi saSualebebiT premedikaciisas. Tumca ar arsebobs daskvniTi efeqturobis monacemebi karboplatiniT mkurnalobis Semdeg, erTjeradi intravenuri miRebis 24 saaTamde gaxangrZlivebisas an mTeli dozis gayofisas 5 dRiur dozad aRiniSna Rebinebis Semcireba. Tumca periferiuli neirotoqsiuroba xSiri ar aris, misi sixSire izrdeba 65 welze ufros pacientebSi da im pirebSi, romlebsac adre miRebuli aqvT cisplatini. adre arsebuli cisplatiniT gamowveuli neirotoqsiuroba ar uaresdeba daaxloebiT 70%-Si im pacientebisa, romlebic karboplatins iReben meoradi Terapiis saxiT. Tirkmlis dazianebis mqone pacientebSi da im pirebSi, romlebic karboplatins iReben rekomendebulze maRali dozebiT, aRiniSna mxedvelobis darRvevebi, mxedvelobis dakargvis CaTvliT. mxedveloba aRdgeba srulad maRali dozebis gamoyenebis Sewyvetidan ramdenime kviraSi. 

rogorc platinis Semcveli sxva preparatebis SemTxvevaSi, karboplatinis mimarT aRwerilia alergiuli reaqciebi. isini SeiZleba gamovlindes miRebidan ramdenime wuTSi da saWiroebs Sesabamis mkurnalobas. alergiuli reaqciebis riski anafilaqsiis CaTvliT gazrdilia im pacientebSi, romlebsac adre Catarebuli aqvT platiniT Terapia. karboplatinis maRali dozebi (rekomendebulze 4-jer meti) iwvevs RviZlis funqciuri sinjebis mwvave anomaliebs. pediatrul pacientebSi usafrTxoeba da efeqturoba dadgenili ar aris.
789-dan pirveladi kombinirebuli Terapiis kvlevaSi, 395 pacienti mkurnalobda karboplatiniT ciklofosfamidTan kombinaciaSi. maTgan 141 iyo 65 welze ufrosi asakis da 22 -75 wlis an ufro metis. am kvlevebSi asaki ar iyo prognozuli faqtori gadarCenisTvis. usafrTxoebis mxriv, xandazmul pacientebSi ufro meti iyo karboplatinis gamoyenebisas Trombocitopeniis riski, vidre axalgazrdebSi.  1942 pacientis kombinirebul monacemTa bazaSi (414 iyo≥65 wlis) romlebic iRebdnen karboplatins monoTerapiis saxiT sxvadasxva tipis simsivneebis dros, gverdiTi movlenebis msgavsi sixSire aRiniSna 65 wlis da ufrosi asakis pacientebSi da 65 welze umcros pirebSi. 

sxva aRwerili klinikuri gamocdileba ar aCvenebs gansxvavebas xandazmul da axalgazrda pacientebSi, magram ar SeiZleba gamoiricxos zogierTi individis momatebuli mgrZnobeloba. radgan Tirkmlis funqcia xSirad ziandeba xandazmulebSi, karboplatinis dozirebis SerCevisas unda gaiTvaliswinon Tirkmlis funqcia. 

2.4.2 orsuloba da laqtacia
karboplatinma SeiZleba gamoiwvios nayofis dazianeba orsul qalebSi gamoyenebisas. karboplatinma gamoamJRavna embriotoqsiuri da teratogenuri efeqtebi virTxebSi. ar arsebobs adeqvaturi da kargad kontrolirebadi kvlevebi orsul qalebSi. Tu preparatis gamoyeneba xdeba orsulobisas, an pacienti daorsuldeba mkurnalobis kursis dros, igi unda gaafrTxilon nayofisTvis potenciur safrTxeze.  reproduqciuli asakis qalebs unda urCion orsulobis Tavidan acileba. cnobilia, rom karboplatini gamoiyofa rZeSi. amis gamo arsebobs toqsiurobis SesaZlebloba ZuZuTa bavSvebSi, rekomendebulia ZuZuTi kvebis Sewyveta Tu deda itarebs karboplatiniT mkurnalobas. 

2.4.3 gavlena manqanis marTvis unarsa da teqnikis saTanado gamoyenebaze

efeqti aRwerili ara ris. unda gaiTvaliswinon optikuri da audiologiuri toqsiurobis riski, agreTve pacientis fizikuri mdgomareoba. 

2.4.4 SeuTavsebloba

 zogadi : nemsebi an intravenuri gamoyenebis atributebi, romlebic Seicaven alumins da SeiZleba kontaqtSi moxvdnen karboplatinTan, ar unda gamoiyenon preparatis misaRebad. alumini SeiZleba reaqciaSi Sevides karboplatinTan da gamoiwvios naleqis warmoqmna da potencialis daqveiTeba.
2.5 urTierTqmedeba sxva samkurnalo saSualebebTan da urTierTqmedebis sxva formebi

karboplatinma SeiZleba gaaZlieros nefrotoqsiuri saSualebebis efeqti Tirkmlebze. 

2.6 dozireba da miReba
megaplatini gamoiyeneba mxolod intravenuri infuziis saxiT. mozrdil pacientebSi Tirkmlis normaluri funqciiT, romlebsac adre Catarebuli ar aqvT mkurnaloba, Cveulebrivi rekomendebuli dozaa 400ml/m2-ze erTjeradad, romelic eZleva intravenuri infuziis saxiT (xangrZlivoba 15-60 wuTi). mkurnaloba ar unda ganmeordes 4 kviris ganmavlobaSi an.da sanam leikocitebis da Trombocitebis done iqneba 2000-ze da 100000 mm3-ze dabali. sawyisi dozis Semcireba 25-25%iT rekomendebulia winaswarganwyobis faqtorebis mqone pacientebSi, rogoricaa Zvlis tvinis damTrgunveli Terapia da misi arasrulyofili funqcia (moqmedebis skala ECOG-zubrodi 2-4 da karnofski 80-ze dabali). Terapiis pirvel stadiebze saWiroa sisxlis maCveneblebis yovelkvireuli gansazRvra Semdegi dozis SerCevisTvis. sakvercxis kibos monoTerapia: karboplatini, monoTerapiis saxiT, efeqturia sakvercxis rekurentuli kibos mqone pacientebSi doziT 360mg/m2 intravenurad 1 dRe 4 kviraSi erTxel (Sesabamisad ixileT dozirebis formula). zogadad, karboplatiniT erTjeradi wyvetili kursebi ar unda ganmeordes sanam neitrofilebis ricxvi ar iqneba minimum 2000 da Trombocitebisa minimum 100000.
kombinirebuli Terapia: rodesac karboplatinis gamoyeneba xdeba sxva mielosupresiul saSualebebTan erTad, dozirebis koreqcia saWiroa Semdegnairad. kombinirebuli Terapia ciklofosfamidTan erTad: sakvercxis kibos Sorswasuli stadiis qimioTerapiaSi, efeqturi kombinacia adre aranamkurnaleb pacientebSi Semdegia: karboplatini 300mg/m2 intravenurad1 dRe 4 kviraSi erTxel 6 cikli (Sesabamisad ixileT dozirebis formula). ciklofosfamidi 600mg/m2 intravenurad1 dRe 4 kviraSi erTxel 6 cikli. ciklofosfamidis gamoyenebis Sesaxeb instruqciebisTvis gTxovT ixileT SigniTa SefuTva. kaboplatiniT wyvetili kursebi ciklofosfamidTan kombinaciaSi ar unda ganmeordes, sanam neitrofilebis ricxvi ar iqneba minimum 2000 da Trombocitebisa minimum 100000. dozis koreqciis rekomendaciebi: mkurnalobamde Trombocitebis ricxvi da funqciuri statusi mniSvnelovani prognozuli faqtoria mielosupresiis simwvavisa adre namkurnaleb pacientebSi. SemoTavazebuli dozireba erTeuli preparatis an kombinaciaSi gamoyenebisTvis, romelic mocemulia cxrilSi, aRebulia kontrolirebadi kvlevisas adre namkurnalebi da aranamkurnalebi pacientebisa sakvercxis karcinomiT. sisxlis analizi tardeboda yovelkvireulad da rekomendaciebi dafuZnebulia mkurnalobis Semdgom Trombocitebis da neitofilebis yvelaze dabal doneze. 

* procentebi exeba karboplatins erTeuli agentis saxiT an ciklofosfamidTan kombinaciaSi. am kontrolirebul kvlevebSi, dozireba Seesabameboda dabal dones (50-60%) mwvave mielodisplaziisas. am kvlevebSi rekomendebuli ar iyo 125%-ze metad gazrda. karboplatini Cveulebriv gamoiyebeba infuziis saxiT 15 wuTis an ufro xangZLivi drois ganmavlobaSi.  mkurnalobamde am mis Semdeg saWiro ar aris hudratacia an diurezis gaZliereba.
	Trombocitebi
	neitrofilebi
	modificirebuli doza*(wina kursidan)

	>100000

50-100000

<50000
	>2000

500-2000

<500
	125%

aramodificirebuli

75%


pacientebi Tirkmelebis funqciis dazianebiT : pacientebSi kreatininis klirensiT <60ml/wT gazrdilia Zvlis tvinis mwvave supresiis risi. Tirkmlis dazianebis mqone pacientebSi, romlebic iRebdnen karboplatiniT monoTerapias, mwvave leikopeniis, neiTropeniis da Trombocitopeniis sixSire daaxloebiT 25%-ia Semdegi dozirebisas : 250mg/m2 karboplatini intravenurad pirvel dRes pacientebSi kreatininis klirensis doniT 41-59ml/wT.
200mg/ m2 karboplatini intravenurad paceintebSi kreatininis klirensis doniT 16-40ml/wT.

monacemebi Tirkmlis funqciis mZime dazianebis mqone pacientebidan (kreatininis klirensi <15ml/wT) Zalian SezRudulia da ar iZleva mkurnalobis rekomendaicis saSualebas. dozirebis es rekomendaciebi exeba mkurnalobis sawyis kurss. Sesabamisi dozireba unda moxdes pacientis pasuxis da Zvlis tvinis supresiis xarisxis mixedviT. 

dozirebis formula : sxva midgoma karboplatinis sawyisi dozis gansazRvrisTvis aris maTematikui formula, romelic dafuZnebulia pacientis Tirkmlis adre arsebul funqciaze an Tirkmlis funqciaze da Trombocitebis sasurvel daqveiTebaze. karboplatinis gamoyofis ZiriTadi gzaa TirkmliT eqskrecia. dozirbeis formulis gamoyeneba, dozis empiriul kalkulaciasTan SedarebiT, romelic dafuZnebulia sxeulis zedapirze, iZleva  kompensaciis saSualebas sxvadasxva pacientSi Tirkmlis dazianebuli funqciiT, rasac sxva SemTxevvaSi SeiZleba gamoewvia dozis daqeviTeba (pacientebSi Tirkmlis funqciis saSualoze meti dazianebiT) an Warbi dozireba (pacientebSi TIrkmlis funqciis dazianebiT). martivi formula dozirebis SesarCevad mowodebulia kalvertis mier :
doza (mg)=(samizne AUC)*X(gfs+25)
gfs : glorglovani filtraciis siswrafe (ml/wT)
AUC : samizne zona koncentraciasa da drois mruds Soris

	* samizne AUC
	mkurnaloba
	pacientis mdgomareoba

	5-7mg/ml.wT
	monoTerapia karboplatiniT
	aranamkurnalebi

	4-6 mg/ml.wT
	monoTerapia karboplatiniT
	namkurnalebi warsulSi

	4-6 mg/ml.wT
	kombinirebuli Terapia karboplatiniT da ciklofosfamidiT
	aranamkurnalebi


SeniSvna : Semdegi formuliT, karboplatinis saerTo doza gamoiTvleba
mg-ebSi da ara mg/m2-ebSi.

intensiurad namkurnalebi* pacientebisTvis, romlebic karboplatins iRebdnen monoTerapiis saxiT, romlebSic mizania Trombocitepis specifiuri donis SenarCuneba, SeiZleba gamoiyenon egorinis formu ;a »

doza (mg/m2)=86+0,091[kreatininis klirensi (ml/wT)/sxeulis farTobze (m2)]X[(Trombocitebis ricxvi mkurnalobamde-Trombocitebis sasurveli daqveiTeba/Trombocitebis ricxvi Terapiamde)X100]]-17

**intensiurad namkurnaleb pacientebSi igulisxmeba is pirebi, romlebsac miRebuli aqvT : mitomicini C, nitrozuria, kombinirebuli qimioTerapia 5 gansxvavebuli nivTierebiT an sxivuri Terapia≥4500radiT radiaciis ubniT 20X20sm an erT ubanze meti. 

geriatruli dozireba : radgan xandazmul pacientebSi Tirkmlis funqcia xSirad daqveiTebulia, unda gamoiyenon karboplatinis gfs-ze dafuZnebui dozirebis formula,plazmaSi karboplatinis mosalodneli AUC-s SesanarCuneblad da toqsiurobis riskis minimumamde Sesamcireblad.
2.7instruqcia gamoyenebisTvis

preparati SeiZleba ganzavebuli iqnas 5% deqstrozis xsnaSi an natriumis qloridis 0,9%ian xsnaSi konentraciiT 0,5mg/ml. nemsebi an intravenuri atributebi romlebic Seicaven alumins da SeiZLeba kontaqtSi Sevidnen karboplatinTan ar unda gamoiyenon preparatis dasamzadeblad an misaRebad. alumini SeiZleba reaqciaSi Sevides karboplatinTan da gamoiwvios naleqis qarmoqmna da potencialis daqveiTeba.

unda gaiTvaliswinon kibossawinaaRmdego saSualebebis Senaxvis da ganawilebis principebi.. am Temaze gamoqveynebulia ramdenime gaidlaini. SeTanxmeba ar arsebobs, rom am gaidlainebSi aRwerili yvela rekomendebuli procedura aucilebeli da gamarTlebulia.

parenteruli samkurnalo saSualebebi unda Semowmdes vizualurad feris Secvlis aRmosaCenad gamoyenebamde, rodesac xsnari da konteineri amis saSualebas iZleva.

2.8 Warbi dozireba
ar arsebobs antidoti karboplatinis dozis gadaWarbebisas. dozis gadaWarbebisas mosalodneli garTulebebi meoradia Zvlis tvinis supresiis da/an hepatotoqsiurobis Semdeg. Tirkmlis funqciis darRvevisas rekomendebulze maRali dozebis gamoyeneba dakavSirebulia mxedvelobis dakargvasTan (ix. specialuri gafrTxilebebi da usafrTxoebis zomebi)

2.9 arasasurveli efeqtebi

qvemoT mocemul seqciaSi gverdiTi movlenebis sixSire dafuZnebulia 1893 pacientis monacemze simsivnis sxvadasxva tipiT, romlebic karboplatins iRebdnen monoTerapiis saxiT.

hematologiuri toqsiuroba : Zvlis tvinis supresia dozadamokidebulia. Trombocitopenia Trombocitebis ricxvis daqveiTebiT 50000/mm3-ze naklebad aRiniSneba 25%-Si (35%-Si adre namkurnalebi sakvercxis kibos SemTxvevaSi) ; neitropenia granulocitebis raodenobiT 1000/mm3-ze naklebad aRiniSneba 16%-Si (21%-Si adre namkurnalebi sakvercxis kibos SemTxvevaSi) ; leikopenia sisxlis TeTri ukredebis daqveiTebiT 2000/mm-ze naklebad aRiniSneba 15%-Si (26%-Si adre namkurnalebi sakvercxis kibos SemTxvevaSi) ; daqveiTeba Cveulebriv aRiniSneba 21-e dRes pacientebSi, romlebic itareben monoTerapias erTi preparatiT.  28-e dRisTvis pacientTa 90%-Si Trombocitebis ricxvi naklebia 100000/mm3-ze, 74%-Si neitrofilebis ricxvi naklebia 2000/mm3-ze, 67%-Si leikocitebis ricxvi naklebia 4000/mm3-ze.
Zvlis tvinis supresia Cveulebriv ufro mwvavea Tirkmlis funqciis dazianebis mqone pacientebSi. pacientebSi dabali qmedunarianobiT agreTve ufro xSiria mwvaev leikopenia da Trombocitopenia. hematologiuri efeqtebi, Tumca Cveulebriv Seqcevadi, iwvevs infeqciebs an hemoragiul garTulebebs karboplatiniT namkurnalebi pacientebis 5%-Si, wamalTan dakavSirbuli sikvdilianobis sixSire 1%-ze naklebia. neitropeniis mqone pacientebSi agreTve aRwerilia cxeleba. anemia hemoglobinis danakargiT 11g/dl-ze metd aRiniSna 71%-Si im pacientebisa, romlebmac Terapia daiwyes am maCvenebelze maRali moculobiT. anemiis sixSire izrdeba karboplatinisadmi eqspoziciasTan erTad. transfuzia gamoiyenes karboplatiniT namkunalebi pacientebis 26%-Si.

Zvlis tvinis daTrgunva SeiZleba ufro mwvave iyos karboplatinis kombinirebisas Zvlis tvinis damTrgunvel sxva saSualebebTan an sxivur TerapiasTan.

gastrointestinuri toqsiuroba : Rebineba aRiniSneba pacientebis 65%-Si da daaxloebiT 1/3-Si mwvavea. karboplatini erTi preparatis saxiT an kombinaciaSi, mniSvnelovnad ufro emetogenuria vidre cisplatini. Tumca pacientebi, romlebic adre mkurnalbdnen emetogenuri preparatebiT, gansakuTrebiT cisplatiniT, ufro midrekilni arian Rebinebisadmi. mxolod gulisreva aRiniSneba damatbiT 10-15%-Si. gulsireva da Rebineba Cveulebriv wydeba mkurnalobidan 24 saaTSi da xSirad mgrZnobiarea RebinebissawinaaRmdego saSualebebisadmi. Tumca ar arsebobs efeqturobis daskvniTi monacemebi Semdegi sqemebisTvis, erTjeradi intravenuri miRebis 24 saaTamde gaxangrZlivebisas an mTeli dozis gayofisas 5 dRiur dozad aRiniSna Rebinebis simwvavis Semcireba. Rebineba gaizarda karboplatinis gamoyenebisas sxva emetogenur SenaerTebTan kombinaciaSi. sxva gastrointestinuri efeqtebi iyo tkivili, 17%-Si. diarea 6%-Si, Sekruloba 6%-Si.
nevrologiuri toqsiuroba : periferiuli eniropaTia aRiniSna pacientebis 4%-Si, msubuqi paresTeziebi ufro xSirad viTardeboda. karboplatiniT mkurnaloba iwvevs ufro nakleb nevrologiur gverdiT efeqts vidre cisplatini. Tumca 65 welze ufros da/an adre cisplatiniT namkurnaleb pacientebSi gazrdilia (10%-iT) periferiuli neiropaTiebis riski. cisplatiniT gamowveuli neiropaTiis mqone pacientebis 70%-Si karboplatinis gamoyeenebisas ar ariniSna simptomebis gauareseba. klinikuri ototoqsiuroba da grZnobaTa organoebis sxva anomaliebi rogoricaa mxedvelobis darRveva da gemovnebis cvlileba aRiniSna mxolod pacientTa 1%-Si. centraluri nervuli sistemis simptomebi aRiniSna 5%-Si da ufro xSirad dakavSirebul iyo RebinebissawinaaRmdego saSualebebis gamoyenebasTan. 

Tumca periferiuli nevrologiuri gverdiTI efeqtebi saerTo sixSire dabalia, xangrZlivi mkurnaloba, gansakuTrebiT cisplatiniT namkurnaleb pacientebSi, iwvevs kumulaciur neirotoqsiurobas.

nefrotoqsiuroba : Tirkmlis anomaluri funqciuri testebi iSviaTia, imis miuxedavad rom karboplatini cisplatinisgan gansxvavebiT, veulebriv gamoiyeneba hidrataciis da/an forsirebuli diurezis gareSe. Tirkmlis anomaluri funqciuri testebis sixSire 6%-ia Sratis kreatininisTvis da 14% sisxlSi Sardis azotisTvis (10% da 22% sakvercxis kibos adre namkurnaleb pacientebSi). am aRwerili anomaliebis umravlesoba msubuqia da maTi naxevari Seqcevadi xasiaTisaa.
kreatininis klirensi Tirkmlis funqciis yvelaze sensitiuri maCvenebelia im pacientebSi, romlebic karboplatins iReben  da yvelaze sasargeblo testia preparatis klirensis da Zvlis tvinis supresiis korelaciisTvis. paceintebis 27%-Si, romlebSic klirensi iyo 60ml/wT an meti gamoCna am maCveneblis Semcireba karboplatiniT mkurnalobis dros.

eleqtrolitebis cvlilebebi : Sratsi eleqtrolitebis anomaluri daqveiTebis sixSire Semdegia : natriumi 29%, kaliumi 20%, kalciumi 22%, magniumi 29% ; (47%, 28%, 31% da 43% sakvercxis kibos adre namkurnaleb pacientebSi). eleqtrolitebis danamatebi rutinulad ar gamoiyeneboda karboplatinTan erTad, eleqtrolituri anomaliebi iSviaTad iyo simptomebTan dakavSirebuli. 

hepatotoqsiuroba : RviZlis funqciis anomaluri testebis sixSire adre normaluri maCveneblebis mqone pacientebSi Semdegia : saerTo bilirubini 5%, aspartataminotransferaza 15%, tute fosfataza 24% (5%, 19% da 37% sakvercxis kibos adre namkurnaleb pacientebSi). es anomaliebi Cvulebriv msubuqi da SemTxvevaTa naxevarSi Seqcevadia, Tumca RviZlSi metastazurma simsivnem SeiZleba gaarTulos Sefaseba mraval pacientSi. pacientTa SezRudul raodenobaSi, romlebic karboplatinis Zalian did dozebs iRebdnen da romlebSic gakeTda vlis tvinis autogenuri transplantacia, aRiniSna RviZlis funqciuri sinjebis mwvave anomaliebi. 
alergiul reaqciebi :  karboplatinisadmi momatebuli mgrZnobeloba aRiniSna pacientebis 2%-Si. es alergiuli reaqciebi msgavsia bunebiT d simwvaviT platinis Semcveli sxva preparatebis dros ganviTarebuli movlenebisa, mag. qavili, utikaria, eriTema, siwiTle da iSviaTad bronqopsazmi da hipotenzia. am reaqciebis mkurnaloba warmatebulia epinefriniT, kortikosteroidebiT, antihistaminuri saSualebebiT. 

sxva movlenebi : tkivili da asTenia aRiniSna yvelaze xSirad sxvadasxva gverdiTi efeqtebidan. kavSiri anemiasTan da simsivnesTan savaraudoa. alopecia aRiniSna 3%-Si. kardiovaskuluri, respiratoruli, Sard-sasqeso, lorwovanis gverdiTi efeqtebi aRiniSna 6%-Si an naklebSi. kardiovaskuluri movlenebi (gulis ukmarisoba, embolia, cerebrovaskuliri movlenebi) fataluri iyo 1%-ze naklebSi da dakavSirebuli ar iyi qimioTerapiasTan. kibosTan asocirebuli ureiuli sindromi aRiniSna iSviaTad. 

saerTo sisuste, anoreqsia da hipertenzia iseve rogorc ineqciis adgilis reaqciebi siwiTlis, SeSupebis da tkivilis CaTvliT, aRiniSna postmarketinguli kvlevebisas.

2.10 dozis gamotoveba: sasargeblo ar aris. 
2.11 vargisobis vada: 24 Tve.

2.12 Senaxva: inaxeba 250C-mde temperaturaze, sinaTlisgan dacul, bavSvebisTvis miuwvdomel adgilas.
2.13 teqstis bolo reviziis TariRi: 16/01/2008

3. informacia preparatis racionaluri gamoyenebisTvis

· es preparati dageniSnaT specialurad Tqven eqimis mier, specifiuri samedicino problemis gamo. ar misceT es preparati sxvas an ar gamoiyenoT sxva daavadebisTvis eqimis konsultaciis gareSe.
· Tu mkurnalobis periodSi raime problema iqneba wamalTan dakavSirebiT, saswrafod mimarTeT eqims an farmacevts.
· Tu gagiCndebaT damatebiTi kiTxvebi prepartze informaciasTan dakavSirebiT an gWirdebaT damatebiTi informacia Tqven problemaze, informacia TxoveT Tqvens eqims an farmacevts.
· imisTvis, rom preparatis gamoyeneba iyos usafrTxo da efeqturi, gamoiyeneT instruqciis mixedviT. 
· Tqveni janmrTelobis da usafrTxoebisTvis, aucilebelia yuradRebiT gaecnoT informacias preparatis Sesaxeb, romelsac iyenebT.
· ar SeinaxoT wamlebi abazanaSi, radgan sicxem da tenianobam SeiZleba daazianos preparati da igi saziano gaxados Tqvei janmrTelobisTvis.
· ar SeinaxoT wamali romelic aRar gWirdebaT an romelsac vada gauvida. 
· usafrTxoebis gazrdisTvis, yvela wamali SeinaxeT usafrTxo da bavSvebisTvis miuwvdomel adgilas. 
es wamali gaicema mxolod eqimis receptiT. 
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