preparatis gamoyenebis instruqcia

flukonazoli-nano
FLUCONAZOLE-NANO
(FLUCONAZOLE)

Semadgenloba

flukonazoli-nanos erTi kafsula Seicavs aqtiuri nivTierebis - flukonazolis 50 mg-s an 150 mg-s.

damxmare nivTierebebi: saxamebeli, magniumis stearati.
moqmedebis meqanizmi

flukonazoli-nano azolis jgufis Zlieri antimikozuri saSualebaa. misi moqmedeba damyarebulia sokos ujredSi sterolis sinTezis inhibirebaze.

flukonazoli-nano aqtiuria: Candida spp., Cryptococcus neoformans, Microsporum spp., Trichophyton spp., Blastomyces dermatitidis, Coccidiodes immitis, Histoplasma capsulatum mikroorganizmebisadmi.

farmakokinetika

SigniT miRebisas flukonazoli kargad Seiwoveba. mis absorbciaze ar moqmedebs sakvebis erTdrouli miReba. uzmoze miRebisas preparatis maqsimaluri koncentracia plazmaSi aRiniSneba 0.5-1.5 sT-Si, naxevargamoyofis periodi Seadgens 30 sT-s. flukonazolis 80% gamoiyofa Tirkmlebis saSualebiT saxeSeucvleli formiT. igi kargad aRwevs organizmis biologiur siTxeebSi.

Cveneba
· kriptokokozi, maT Soris kriptokokuli meningiti da sxva lokalizaciis (filtvi, kani da sxva) kriptokokuli infeqciebi, rogorc normaluri imunuri pasuxis mqone avadmyofebSi, aseve imunosupresiis sxvadasxva formis SemTxvevaSi; 
· generalizebuli kandidozi, kandidemiis, diseminirebuli kandidozisa da sxva formis (muclis Rrus, endokardis, Tvalis, sasunTqi da saSarde gzebis) invaziuri kandidozuri infeqciis CaTvliT;

· lorwovani garsebis kandidozi, maT Soris piris Rrusa da xorxis, saylapavis, bronqebisa da filtvis arainvaziuri kandidozi, kandiduria, kanis kandidozi, piris Rrus atrofiuli kandidozi (proTezis mqone pirebSi), mkurnaloba SesaZlebelia Catardes normaluri da daqveiTebuli imunuri sistemis mqone pacientebSi, orofaringealuri kandidozis recidivebis profilaqtika SidsiT daavadebulebSi;

· vaginaluri kandidozi (mwvave da qronikuli morecidive), profilaqtikis mizniT vaginaluri kandidozis recidivebis (3 da meti epizodi 1 welSi) Sesamcireblad;

· sokovani daavadebebis profilaqtika avTvisebiani warmonaqmnebis mqone avadmyofebSi, romelnic winaswarganwyobilni arian am infeqciebisadmi sxivuri Terapiisa da citostatikebiT mkurnalobis gamo;

· kanis, terfebis, sazardulis aris mikozebi; oniqomikozi, kanis kandidozi; 

· endemuri mikozi, kokcidiomikozi, parakokcidiomikozi, sporotriqozi da histoplazmozi, romelic aReniSnebaT normaluri imunuri sistemis mqone pacientebs.
ukuCveneba

- preparatis komponentebisadmi momatebuli mgrZnobeloba;
- erTdroulad cizapridis miReba;

- erTdroulad terfenadinisa da astemizolis miReba.

usafrTxoebis zomebi

iSviaT SemTxvevaSi, flukonazolis gamoyenebisas aRiniSna RviZlis toqsikuri cvlilebebi, maT Soris letaluri gamosavliT, rac dakavSirebuli iyo mZime formis TandarTul daavadebebTan. amitom RviZlis dazianebis klinikuri gamovlenisTanave saWiroa preparatis moxsna.

flukonazoliT mkurnalobisas avadmyofebs erTeul SemTxvevaSi gamouvlindaT kanis eqsfoliaciuri reaqciebi, rogoricaa stivens-jonsonis sindromi da toqsikuri epidermuli nekrolizisi.

avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlena

preparatis gavlena avtomobilisa da sxva meqanikuri saSualebebis marTvaze naklebad mosalodnelia.
orsuloba da laqtaciis periodi
fertiloba

mkurnalobis dawyebamde pacienti unda iyos informirebuli nayofisTvis potenciuri riskis Sesaxeb.

erTjeradi dozis miRebis Semdeg, orsulobamde rekomendebulia „gamorecxvis periodis“ Catareba 1 kviris ganmavlobaSi (Seesabameba 5-6 naxevargamoyofis periods).

reproduqciuli potencialis mqone qalebSi mkurnalobis xangrZliv kursebze, saWiroebis SemTxvevaSi, ganixileT kontracefciis gamoyeneba mkurnalobis mTeli periodis ganmavlobaSi da bolo dozis miRebidan 1 kviris ganmavlobaSi.

orsuloba

observaciuli kvlevebi miuTiTebs spontanuri abortebis momatebuli riskis Sesaxeb qalebSi, romlebic orsulobis pirveli da/an meore trimestris dros mkurnalobdnen flukonazoliT, im qalebTan SedarebiT, romlebic ar iRebdnen flukonazols an adgilobriv azolebs imave periodSi. 

mocemuli kvlevebi, ramdenime aTas orsul qalze, romlebic pirvel trimestrSi iRebdnen flukonazolis kumulaciur dozas ≤150 mg, ar gamoavlina nayofis ganviTarebis mankebis warmoqmnis saerTo riskis zrda. erT farTo masStabian, observaciul, kogrotul kvlevaSi orsulobis pirvel trimestrSi flukonazolis SigniT miRebas  Tan axlda ConCx-kunTovani sistemis mankebis ganviTarebis umniSvnelod momatebuli riski, romelic Seesabameboda 1 damatebiT SemTxvevas 1000 qalze, romlebic iRebdnen flukonazolis kumulaciur dozas ≤450 mg, im qalebTan SedarebiT, romlebic iyenebdnen adgilobrivi gamoyenebis azolur preparatebs da daaxloebiT, 4 damatebiTi SemTxvevas 1000 qalze, romlebic iRebdnen 450 mg kumulaciur dozaze mets. koreqtirebulma SefardebiTma riskma Seadgina 1,29 (95% ndobis intervali 1,05-1,58) flukonazolis 150 mg  SigniT misaRebi dozisTvis  da (1,98% ndobis intervali 1,23-3,17) flukonazolis 450 mg-ze meti dozisTvis. 

orsulobis dros flukonazolis gamoyenebasTan dakavSirebuli gulis mankebis Sesaxeb arsebuli epidemiologiuri kvlevebi iZleva urTierTsawinaaRmdego Sedegebs. Tumca, 5 observaciuli kvlevis meta-analizma, maT Soris ramdenime aTasi orsuli qalis kvlevam, romlebic iRebdnen flukonazols orsulobis pirvel trimestrSi, aCvena gulis defeqtebis 1,8-dan 2-jer gazrdili riski flukonazolis da/an aqtualur azolebTan SedarebiT. 

SemTxvevebi, romlebic aRwers axalSobilebilTa Tandayolili defeqtebs, romelTa dedebi orsulobis dros  3 Tvis an meti xnis ganmavlobaSi koqcidioidomikozis samkurnalod iRebdnen flukonazolis maRal dozebs (400-800 mg/dReSi), am CvilebSi gamovlenili Tandayolili defeqtebi moicavs: braqicefalias, yuris niJarebis displazias, wina yiflibandis Warbad gadidebis, barZayis gamrudebas, mxar-idayvis sinostozs. flukonazolis gamoyenebasa da am Tandayolil defeqtebs Soris mizez-Sedegobrivi kavSiri gaurkvevelia.

flukonazoli standartuli dozebiT da xanmokle mkurnalobisaTvis ar unda iqnes gamoyenebuli orsulobis dros, garda SemTxvevebisa, rodesac mosalodneli sargebeli mniSvnelovnad aRemateba risks. 

flukonazoli maRali dozebiT da/an xangrZlivi mkurnalobisaTvis ar unda iqnes gamoyenebuli orsulobis dros, garda sicocxlisaTvis potenciurad saSiSi infeqciebis mkurnalobisa.  

laqtacia
dedis rZeSi flukonazolis igive koncentraciaa rac plazmaSi, amitom laqtaciis periodSi misi daniSvna mizanSewonili ar aris.
dozis gadaWarbeba

simptomebi: aRwerilia dozis gadaWarbebis SemTxveva 8200 mg flukonazolis miRebis Semdeg, rac halucinaciiT da paranoiduli qcevebiT gamovlinda. avadmyofis mdgomareoba 48 saaTSi daregulirda.

mkurnaloba: simptomuri Terapia (maT Soris SemanarCunebeli RonisZiebebi da kuWis amorecxva). flukonazoli ZiriTadad SardiT gamoiyofa, amitom forsirebulma diurezma SesaZloa daaCqaros misi organizmidan gamoyofa. 3 saaTiani xangrZlivobis hemodializi plazmaSi flukonazolis dones 50%-iT amcirebs. 
sxva samkurnalo saSualebebTan urTierTqmedeba

flukonazolisa da varfarinis erTdroulad miRebisas izrdeba proTrombinis dro, rac gaTvaliswinebuli unda iyos kumarinuli antikoagolantebisa da flukonazolis erTdrulad daniSvnisas (saWiroa proTrombinis drois mudmivi kontroli).

hidroqlorTiazidisa da flukonazoli-nanos erTdrouli gamoyenebisas ukanasknelis koncentracia plazmaSi imatebs 40%-iT, Tumca aRniSnuli efeqti ar moiTxovs flukonazolis dozis koreqcias pacintebSi, romlebic erTdroulad iReben diurezul saSualebebs. 
flukonazolis fenitoinTan kombinaciaSi izrdeba ukanasknelis koncentracia, rac moiTxovs fenitoinis dozis koreqcias.
rifampicini 20%-iT amcirebs flukonazolis naxevargamoyofis periods, amitom rifampicinTan erTad daniSvnisas saWiroa flukonazoli-nanos dozis momateba.

flukonazoli axangrZlivebs peroraluri hipoglikemiuri saSualebebis – sulfonilSardovanas warmoebulebis (qlorpropamidi, glibenklamidi, glipizidi, tolbutamidi) plazmidan gamoyofas.

azolis warmoebuli antimikozuri saSualebebisa da terfenadinis an astemizolis erTdrouli gamoyenebisas mosalodnelia seriozuli ariTmiebis ganviTareba, amitom aRniSnuli kombinaciebi ukunaCvenebia.
dozireba da miRebis wesi

flukonazoli-nanos dRiuri doza ganisazRvreba sokovani infeqciis formiTa da simZimiT.

vaginaluri kandidozis samkurnalod, rogorc wesi, sakmarisia erTjeradi miReba, yvela sxva danarCen SemTxvevaSi mkurnalobis xangrZlivoba ganisazRvreba klinikuri da laboratoriuli aqtivobis gaTvaliswinebiT.

mozrdilebSi: kriptokokuli meningitisa da sxva lokalizaciis kriptokokuli infeqciis, kandidemiis, diseminirebuli kandidozisa da sxva invaziuri kandidozuri infeqciebis dros, pirvel dRes iniSneba 400 mg, Semdeg ki - 200-400 mg erTxel dReSi.

orofaringealuri kandidozis dros - 50-100 mg erTxel dReSi, 7-14 dRis ganmavlobaSi.

piris Rrus atrofiuli kandidozis dros - 50 mg erTxel dReSi, 14 dRis ganmavlobaSi. amave dros saWiroa antiseptikuri xsnarebis gamoyeneba. vaginaluri kandidozis dros - erTjeradad 150 mg.

kanis mikozuri infeqciebis dros (terfis, sazardulis arisa da kanis kandidozis CaTvliT) rekomendebulia - 150 mg kviraSi erTxel an yoveldRe 50 mg erT miRebaze. xangrZlivoba 2-4 kvira.

bavSvebSi: lorwovani garsebis kandidozis dros - 3 mg/kg dReSi; generalizebuli kandidozisa da kriptokokuli infeqciebis dros - 6-12 mg/kg dReSi, daavadebis simZimis gaTvaliswinebiT.

gverdiTi movlenebi

yvelaze xSirad gamovlenili gverdiTi efeqtebia:

cns-is mxriv: Tavis tkivili;

dermatologiuri reaqciebi: gamonayari;

saWmlis momnelebeli sistemis mxriv: muclis tkivili, diarea, meteorizmi, gulisreva, RviZlze toqsikuri gavlena, tute fosfatazis, bilirubinisa da transaminazebis mateba;

aseve SesaZlebelia gamovlindes:

cns-is da periferiuli nervuli sistemis mxriv: Tavbrusxveva, krunCxvebi;

dermatologiuri reaqciebi: alopecia, kanis eqsfoliaciuri daavadebani, stivens-jonsonis da laielis sindromis CaTvliT(toqsikuri epidermuli nekrolizisi);
saWmlis momnelebeli sistemis mxriv: dispefsia, Rebineba, RviZlis funqiis darRveva, hepatiti, siyviTle, sisxlis SratSi alaninaminotransferazisa da aspartataminotransferazis donis mateba;

sisxlmbadi sistemis mxriv: leikopenia, neitropeniisa da agranulocitozis CaTvliT, Trombocitopenia;

nivTierebaTa cvlis mxriv: plazmaSi qolesterinis da trigliceridebis donis mateba, hipokaliemia;

alergiuli reaqciebi: anafilaqsiuri reaqcia, angionevrozuli SeSupeba, saxis SeSupeba da qavili. 

sxvadasxva: gemos aRqmis darRveva.
vargisoba da Senaxvis pirobebi

preparatis vargisobis vada - 2 weli.

inaxeba 25oC temperaturamde. inaxeba bavSvebisaTvis xelmiuwvdomel adgilze!
gamoSvebis forma

kafsula 50 mg, 7 kafsula blisterSi; kafsula 150 mg, 1 kafsula blisterSi.
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