
bikamidi

bikalutamidi
1.1samedicino produqtis dasaxeleba: bikamidi

1.2Semadgenloba: 

aqtiuri nivTiereba: bikalutamidi

Semavseblebi: laqtozis monohidrati, povidoni k-25, natriumis saxameblis glikolati, magneziis stearati, hipromeloza, titanis dioqsidi E171, propilenglikoli.

1.3 farmacevtuli forma: garsiT dafaruli tabletebi.

1.4 aqtiuri nivTierebis Semcveloba: yoveli tableti Seicavs 50mg bikalutamids.

1.5 aRwera-SefuTva: kolofi Seicavs 2 blisters TiToSi 14 tableti.

1.6 farmakoTerapili jgufi: hormonis antagonisti da dakavSirebuli agentebi (anti-androgenebi).

1.7 marketingis uflebamosilebis mflobeli: jenefarm sa.-18km, maraTon aveniu 153 51 palini-atika saberZneTi

1.8 mwarmoebeli: jenefarm sa.-18km, maraTon aveniu 153 51 palini-atika saberZneTi

2. ra unda icodeTG eqimis mier TqvenTvis daniSnul preparatze

2.1 Cveneba: prostatas Sorswasuli kibos mkurnaloba LHRH analogiuri Terapiis an qirurgiul kastraciasTan kombinaciaSi.

2.2 ukuCveneba

bikamidi ukunaCvenebia qalebsa da bavSvebSi. 

bikamidi ar unda gamoiyenon pacientebSi, romlebsac aReniSnebaT momatebuli mgrZnobelobis reaqciebi. 

erTdrouli gamoyeneba terfenadinTan, astemizolTan an cizapridTan erTad ukunaCvenebia. 

2.3. specialuri gafrTxilebebi da usafrTxoebis zomebi

2.3.1 zogadi: 

blikamidi eqsteniurad metabolizdeba RviZlSi. monacemebi miuTiTebs, rom misi gamoyofa SeiZleba ufro dabali iyos RviZlis mwvave ukmarisobis mqone pacientebSi da SeiZleba aman gamoiwvios organizmSi bikamidis kumulaciis zrda. aqedan gamomdinare, bikamidi sifrTxiliT unda gamoiyenon RviZlis saSualo da mZime ukmarisobis mqone pacientebSi.

RviZlis cvlilebebis gamo rekomendebulia RviZlis funqciis perioduli kontroli. cvlilebebis umravlesoba viTardeba mkurnalobis pirveli 6 Tvis ganmavlobaSi.

bikamidis gamoyenebisas iSviaTad aRiniSneba RviZlis mwvave cvlilebebi.

Tu cvlilebebi mwvavea bikamidiT mkurnaloba unda Sewydes.

naCvenebia,rom bikamidi ainhibirebs citoqrom P450 (CYP 3A4)-s, amitom sifrTxilea saWiro CYP 3A4-iT metabolizebadi preparatebis gamoyenebisas.

2.3.2 orsuloba da laqtacia:

bikamidi ukunaCvenebia qalebSi da ar unda gamoiyenon orsulebSi an meZuZur dedebSi.

2.3.3 gavlena avtomobilis marTvisa da meqanizmebis gamoyenebis unarze:

bikamidi  naklebad axdens gavlebas pacientebis unarze marTon avtomobili da gamoiyenon meqanizmebi. Tumca, unda aRiniSnos rom SeiZleba ganviTardes somnolencia. pacientebma unda daicvan sifrTxile.

2.3.4 SeuTavsebloba: ucnobia.

2.4 urTierTqmedeba sxva samkurnalo saSualebebTan da urTierTqmedebis sxva formebi: ar arsebobs mtkicebulebebi bikamidsa da LHRH analogebs Soris farmakodinamiuri da farmakokinetikuri urTierTqmedebis Sesaxeb. 

in vitro kvlevebma aCvena, rom R-bikalutamidi aris CYP 3A4-is inhibitori, naklebi mainhibirebeli efeqti aqvs CYP 2C9, 2C19 da 2D6 mimarT. Tumca klinikurma kvlevebma antipirinis gamoyenebiT citoqrom P450 (CYP) markeris saxiT ar aCvena wamlismieri urTierTqmedebis potenciali bikamidTan, midazolamis saSualo eqspozicia (AUC) gaizarda 80%-mde, bikamidis TanamiRebisas 28 dRis ganmavlobaSi. viwro Terapiuli indeqsis mqone preparatebisTvis amgvari zrda mniSvnelovania. terfenadinis, astemozolis da cizapridis erTdrpuli gamoyeneba ukunaCvenebia da sifrTxile unda daicvan bikamidis gamoyenebisas ciklosporinis da kalciumis arxebis blokerebTan erTad. am preparatebisTvis SeiZleba saWiro gaxdes dozis Semcirea gansakuTrebiT Tu aris wamlis gverdiTi efeqtebis  gaZlierebis riski. ciklosporinisTvis, reomendebulia rom plazmuri koncentraciebi da klinikuri pirobebi iyos monitoringis qeS bikamidiT Terapiis Semdeg an misi Sewyvetisas. sifrTxilea saWiro bikamidis iseT preparatebTan erTad gamoyenebisas, romlebic ainhibireben preparatis daJangvas, mag. cimetidini an ketokonazoli. TeoriaSi, aman SeiZleba gamoiwvios bikamidis plazmuri koncentraciis momateba romelmac Teoriulad SeiZleba gamoiwvios gverdiTi efeqtebis zrda. 

in vitro kvlevebma aCvena, rom bikamidma SeiZleba Caanacvlos kumarinuli antikoagulantebi, varfarini, misi ciladakavSirebuli ubnebis adgilas. aqedan gamomdinare rekomendebulia bikamidiT mkurnalobis dawyeba pacientebSi, romlebsac ukve miRebuli aqvT kumarinuli antikoagulantebi, proTrombinis dro unda iyos monitoringis qveS. 

2.5 dozireba da miReba

mozrdili mamakacebi xandazmulebis CaTvliT: erTi tablet (50mg) 1X dReSi.

bikamidiT mkurnaloba unda daiwyos minimum 3 dRiT adre LHRH analogebiT mkurnalobis dawyebamde, an qirurgiuli kastraciis paralelurad. 

bavSvebi bikamidi ukunaCvenebia bavSvebSi.

Tirkmlis ukmarisoba: dozirebis cvlileba aucilebeli ar aris Tirkmlis ukmarisobis SemTxvevaSi.

RviZlis dazianeba: dozirebis cvlileba aucilebeli ar aris pacientebSi RviZlis msubuqi dazianebiT. gazrdili akumulacia SeiZleba moxdes pacientebSi saSualo an mZime dazianebiT. 

2.6 Warbi dozireba
ar arsebobos Warbi dozirebis gamocdileba adamianebSi. ar arsebobs specifiuri antidoti; mkurnaloba simptomuria.

dializi sasargeblo ar iqneba, radgan bikamkidi ukavSirdeba cilebs da SardSi ar gamoiyofa ucvleli saxiT.

naCvenebia zogadi mkrunaloba, sasicocxlo funqciebis xSiri monitoringiT.

2.7 arasasurveli efeqtebi

bikamidi zogadad kargad aitaneba, aReniSneba ramdenime simptomi gverdiTi efeqtebis gamo. 

cxrili 1.gverdiTi reaqciebis sixSire

	sixSire
	organoTa sistemis klasi
	movlena

	Zalian xSiri (≥10%)
	reproduqciuli sistemis da mkerdis darRvevebi 

zogadi darRvevebi
	mkerdis gamkvriveba1
ginekomastia1
alebi

	xSiri (≥1% da <10%)
	gastrointestinuri darRvevebi

hepato-biliaruli darRvevebi

zogadi darRvevebi
	diarea

Rebineba

RviZlis cvlilebebi (transaminazebis donis momateba, qolestazi da siyviTle)2

asTenia

qavili

	ara xSiri (≥0.1% da <1%)
	imunuri sistemis darRvevebi

sasunTqi, gulmkerdis da mediastinuri darRvevebi
	momatebuli mgrZnobelobis reaqciebi angionevrozuli SeSupebis da urtikariis CaTvliT

filtvis intersticialuri daavadeba

	iSviaTi (≥0.01% da <0.1%)
	gastrointestinuri darRvevebi

kanis da kanqveSa qsovilis darRvevebi

hepatobiliaruli darRvevebi
	Rebineba

kanis simSrale

RviZlis ukmarisoba3


1.SeiZleba Semcirdes kastraciiT.

2.RviZlis cvlilebebi iSviaTad aris mwvave da xSirad tranzitorulia, umjobesdeba Terapiis gagrZelebiT an Terapiis SewyvetiT.

3.RviZlis ukmarisoba Zalian iSviaTad aRiniSneboda bikamidiT namkurnaleb pacientebSi, magram mizezobrivi kavSiri damtkicebuli ar aris. 

saWiroa RviZlis funqciis perioduli monitoringi. 

iSviaTi kardiovaskuluri efeqtebi rogoricaa angina, gulis ukmarisoba, defeqtebi PR da PQ intervalebis CaTvliT, ariTmia da araspecifiuri ekg cvlilebebic aRiniSna. 

iSviaTad aRiniSneba Trombocitopenia. 

damatebiT, klinikur kvlevebSi aRiniSna Semdegi gverdiTi efeqtebi (SesaZlo wamlismieri urTierTqmedeba mkvlevari klinicistebis azriT aris sixSiriT ≥1%) bikamidiT mkurnalobis periodSi LHRH analogebTan erTad. mizezobrivi kavSiri dadgenili ar aris da zogierTi gamocdileba aCvenebs, rom es efeqtebi ZiriTadad viTardeba xandazmul pacientebSi:

kardiovaskuluri sistema: gulis ukmarisoba.

gastrointestinuri sistema: anoreqsia, piris simSrale, dispefsia, Sekruloba, meteorizmi. 

centraluri nervuli sistema: Tavbrusxveva, uZiloba, Zilianoba, libidos daqveiTeba. 

sasunTqi sistema: qoSini. 

urogenitaluri: impotencia, niqturia. 

hematologiuri: anemia

kani da danamatebi: alopecia, qavili, oflianoba, hirsutizmi. 

metaboluri da kvebiTi: Saqriani diabeti, hiprglikemia, Sesupeba, wonis mateba, wonis dakargva. 

mTeli organizmi: muclis tkivili, mkerdis tkivili, Tavis tkivili, menjis tkivili, wva.

2.8 dozis gamotoveba: monacemebi ar aris.

2.9 Senaxvis vada: dabeWdilia SefuTvis Sida da gareTa mxares. vadis gasvlis SemTxvevaSi medikamenti ar gamoiyenoT.

2.10 Senaxva: inaxeba 25°C-ze dabal temperaturaze, bavSvebisTvis miuwvdomel adgilas.

2.11 teqstis reviziis TariRi: 05/02/2008

3. informacia medikamentebis racionaluri gamoyenebis Sesaxeb
· es preparati dageniSnaT piradad Tqven specifiuri samedicino problemis gamo. ar unda gadasceT igi sxva adamianebs da ar unda gamoiyenoT sxva daavadebis samkurnalod eqimis konsultaciis gareSe.

· Tu preparatTan dakavSirebiT raime problema Cndeba mkurnalobis dros, mimarTeT eqims an farmacevts.

· Tu raime SekiTxva gaqvT preparatis Sesaxeb romelsac iRebT an gWirdebaT meti informacia samedicino problemis Sesaxeb, informaciisTvis mimarTeT eqims an farmacevts.

· imisTvis, rom TqvenTvis daniSnuli preparati iyos usafrTxo da efeqturi, igi unda gamoiyenoT instruqciis mixedviT.

· Tqveni usafrTxoebisa da janmrTelobisTvis aucilebelia yuradRebiT waikiTxoT nebismieri informacia preparatis Sesaxeb.

· ar SeinaxoT medikamentebi abazanaSi, radgan tenianobam da siTbom SeiZleba daazianos medikamenti da igi Tqveni janmrTelobisTvis saziano gaxados.

· ar SeinaxoT medikamentebi romlebsac aRar iyenebT an romelsac vada gauvida.

· usafrTxoebis gazrdisTvis, yvela medikamenti SeinaxeT usafrTxo, bavSvebisTvis miuwvdomel adgilas.

es preparati gaicema mxolod eqimis daniSnulebiT.
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