produqtis maxasiaTeblebis Sejameba

1. samkurnalo produqtis saxelwodeba
alcetini 2,5 mg/5 ml sirofi

2. Tvisobrivi da raodenobrivi Semadgenloba
aqtiuri nivTiereba: 0,5 mg desloratadini 1 ml-Si
damxmare nivTierebebi:
saqaroza 490 mg/ml
sorbitoli (70%) 150 mg/ml
natriumis benzoati 1 mg/ml
natriumis citratis dihidrati 1,26 mg/ml
dinatriumis edetati 0,25 mg/ml
narinjisfer-yviTeli (sunset yellow) FCF 0,02 mg/ml
propilenglikoli 100.00 mg/ml
damxmare nivTierebebis sruli CamonaTvalisaTvis ix. paragrafi 6.1.

3. farmacevtuli forma 
sirofi

4. klinikuri maxasiaTeblebi
4.1. Terapiuli Cvenebebi
alcetini naCvenebia alergiul rinitTan dakavSirebuli simptomebis mosaxsnelad, rogoricaa cemineba, cxviridan gamonadeni da qavili, cxviris gaWedva/cxviris obstruqcia, aseve Tvalebis qavili, cremldena da siwiTle, sasis qavili da xvela.
alcetini aseve naCvenebia WinWris ciebasTan dakavSirebuli simptomebis Sesamsubuqeblad, maT Soris, qavili, urtikaria da gamonayari.

4.2. dozireba da miRebis meTodi
dozireba/miRebis sixSire da xangrZlivoba:
xangamoSvebiTi alergiuli rinitis (simptomebi vlindeba kviraSi 4 dReze naklebi an 4 kviraze naklebi drois ganmavlobaSi) marTva unda moxdes pacientis avadmyofobis istoriis Sefasebis safuZvelze; mkurnaloba unda Sewydes simptomebis moxsnis Semdeg da xelaxla daiwyos maTi ganviTarebis SemTxvevaSi
mudmivi alergiuli rinitis dros (simptomebi vlindeba kviraSi 4 dReze meti an 4 kviraze meti drois ganmavlobaSi) pacientisaTvis SeiZleba SeTavazebuli iqnes xangrZlivi mkurnaloba alergenebis zemoqmedebis periodebSi.

miRebis meTodi:
medikaments kolofSi Tan axlavs 2, 2,5 da 5 ml sazomi kovzi 
SigniT misaRebad.
6-11 Tvis asakis bavSvebi: alcetini SeiZleba miRebul iqnes rogorc calke, ise sakvebTan erTad 2 ml (1 mg) doziT erTxel dReSi, alergiul rinitTan, maT Soris xanganoSvebiT an mudmiv alergiul rinitTan, da WinWris ciebasTan dakavSirebuli simptomebis mosaxsnelad. 
gamoyenebul unda iqnes 2 ml-mde kovzi.
1-5 wlis asakis bavSvebi: alcetini SeiZleba miRebul iqnes rogorc calke, ise sakvebTan erTad 2,5 ml (1,25 mg) doziT erTxel dReSi, alergiul rinitTan, maT Soris xanganoSvebiT an mudmiv alergiul rinitTan, da WinWris ciebasTan dakavSirebuli simptomebis mosaxsnelad. 
gamoyenebul unda iqnes 2,5 ml-mde sazomi kovzi.

6-11 wlis asakis bavSvebi: alcetini SeiZleba miRebul iqnes rogorc calke, ise sakvebTan erTad 5 ml (2,5 mg) doziT erTxel dReSi, alergiul rinitTan, maT Soris xanganoSvebiT an mudmiv alergiul rinitTan, da WinWris ciebasTan dakavSirebuli simptomebis mosaxsnelad. 
gamoyenebul unda iqnes 5 ml-mde sazomi kovzi.

zrdasrulebi da 12 wlis asakidan bavSvebi: alcetini SeiZleba miRebul iqnes rogorc calke, ise sakvebTan erTad 10 ml (5 mg) doziT erTxel dReSi, alergiul rinitTan, maT Soris xanganoSvebiT an mudmiv alergiul rinitTan, da WinWris ciebasTan dakavSirebuli simptomebis mosaxsnelad. 
gamoyenebul unda iqnes 5 ml-mde sazomi kovzi orjer.

damatebiTi informacia specialuri populaciebis Sesaxeb: 
Tirkmlis ukmarisoba
alcetini sifrTxiliT unda iqnes gamoyenebuli Tirkmlis mZime ukmarisobis dros.
RviZlis ukmarisoba
ar aris monacemebi RviZlis ukmarisobis mqone pacientebSi gamoyenebis Sesaxeb.
pediatriuli populacia
pediatriul populaciaSi gamoyenebis meTodi mocemulia zemoT.
geriatriuli populacia
efeqtianoba da usafrTxoeba ar aris dadgenili geriatriul populaciaSi.

4.3. ukuCvenebebi
ukunaCvenebia aqtiuri nivTierebis, romelime damxmare nivTierebis an loratadinis mimarT hipermgrZnobelobis mqone pacientebSi.

4.4. specialuri gafrTxilebebi da sifrTxilis zomebi gamoyenebisas
alcetinis efeqtianoba da usafrTxoeba ar aris dadgenili 6 Tvemde asakis bavSvebSi (ix. paragrafi 5.1).
2 wlamde asakis bavSvebSi alergiuli rinitis diagnozis gansakuTrebiT rTulia ganasxvavo sxva formebis rinitebisagan. gaTvaliswinebul unda iqnes zeda sasunTqi gzebis infeqciis ararseboba an struqturuli anomaliebi, aseve pacientis anamnezi, fizikuri gamokvleva da Sesabamisi laboratoriuli da kanis sinjebi.
zrdasrulebis daaxloebiT 6% da 2-11 wlis asakis bavSvebi fenotipurad desloratadinis cudi metabolizatorebi arian da maTSi vlindeba ufro maRali eqspozicia. desloratadinis usafrTxoeba 2-11 wlis asakis bavSvebSi, romlebic cudi metabolizatorebi arian, analogiuria bavSvebisa, romlebic normaluri metabolizatorebi arian. alcetinis efeqtebi 2 wlamde asakis cud metabolizatorebSi ar aris Seswavlili.

alcetini sifrTxiliT unda iqnes gamoyenebuli Tirkmlis mZime ukmarisobis mqone pacientebSi (ix. paragrafi 5.2).

saqaroza da sorbitoli:
es samkurnalo produqti Seicavs saqarozasa da sorbitols, amitom fruqtozis autanlobis, glukoza-galaqtozis malabsorbciis an saqaroza-izomaltazis deficitis iSviaTi memkvidreobiTi problemebis mqone pacientebma ar unda miiRon es medikamenti.
narinjisfer-yviTeli (sunset yellow) FCF:
es samkurnalo produqti Seicavs narinjisfer-yviTels (sunset yellow) FCF, saRebavis saxiT, ramac SeiZleba gamoiwvios alergiuli reaqciebi.
natriumi:
es samkurnalo produqti Seicavs 1 mmol-ze (23 mg) nakleb natriums TiToeul dozaSi; ar aris mosalodneli dozasTan dakavSirebuli gverdiTi movlenebis ganviTareba.
es samkurnalo produqti Seicavs 100 mg/ml propilenglikols. am dozaze ar aris mosalodneli propilenglikoliT gamowveuli gverdiTi movlenebis ganviTareba.

4.5. sxva samkurnalo produqtebTan urTierTqmedeba da urTierTqmedebis sxva formebi
ar aris aRwerili klinikurad mniSvnelovani urTierTqmedebebi desloratadinis klinikur kvlevaSi, sadac aseve xdeboda eriTromicinis an ketokonazolis erTdroulad miReba (ix. paragrafi 5.1).

farmakologiur klinikur kvlevaSi desloratadinis miRebisas alkoholTan erTad, desloratadinma ar gaaZliera alkoholis efeqtis gauareseba qcevaze (ix. paragrafi 5.1).

desloratadini urTierTqmedebs peroralur Casaxvis sawinaaRmdego medikamentebTan. amitom, mkurnalobis dros gamoyenebul unda iqnes alternatiuli, efeqtiani da usafrTxo kontracefciis meTodebi. 

4.6. orsuloba da laqtacia
zogadi rekomendacia
orsulobis kategoria: C

Svilosnobis potencialis mqone qalebi/kontracepcia
desloratadini urTierTqmedebs peroralur Casaxvis sawinaaRmdego medikamentebTan. amitom, mkurnalobis dros gamoyenebul unda iqnes alternatiuli, efeqtiani da usafrTxo kontracefciis meTodebi. 

orsulobis periodi
mcire raodenobiT monacemebia orsulobis dros alcetinis gamoyenebis Sesaaxeb. cxovelebze kvlevebma ar aCvena reproduqciuli toqsikuroba. potenciuri riski adamianebisaTvis ucnobia (ix. paragrafi 5.3). amitom. medikamenti ar aris rekomendebuli orsulobis dros.

laqtaciis periodi
desloratadini gamoiyofa dedis rZeSi im moculobiT, rom SeuZlia gamoiwvios efeqtebi ZuZuTi kvebaze myof bavSvebSi, Tu dedebi miiReben alcetinis Terapiul dozebs. alcetini ar unda iqnes gamoyenebuli laqtaciis dros.

reproduqciuli unari/nayofiereba
cxovelebze kvlevebma ar aCvena reproduqciuli toqosikuroba. potenciuri riski adamianebisaTvis ucnobia. 

4.7. avtomobilisa da sxva meqanizmebis marTvis unarze efeqtebi
alcetinis gamoyenebisas ar aRiniSna efeqtebi avtomobilis an sxva meqanizmebis marTvis unarze.  Tumca, pacientebi informirebulebi unda iyvnen, rom Zalian iSviaTad zogierTs aReniSneba Zilianoba, ramac SeiZleba gavlena iqonios avtomobilis an sxva meqanizmebis marTvis unarze.

4.8. gverdiTi movlenebi
pediatriuli populaciis klinikur kvlevebSi desloratadini miiRo 6 Tvidan 11 wlis asakamde sul 246 bavSvma. gverdiTi movlenebis saerTo sixSire 2-11 wlis asakis bavSvebSi msgavsi iyo desloratadinisa da placebos jgufebSi. 6-23 Tvis asakis bavSvebSi placebosTan SedarebiT yvelaze xSirad aRwerili gverdiTi movlena iyo diarea (3,7%), cxeleba (2,3%) da uZiloba (2,3%).
rekomendebul dozaze klinikur kvlevebSi, romlebSic monawileobdnen zrdasrulebi da mozardebi Terapiuli CvenebebiT, romelic moicavda alergiul rinitsa da qronikul idiopaTiur WinWris ciebas, desloratadinis gverdiTi movlenebi aRiniSna 3%-iT met pacientSi, placebosTan SedarebiT.
yvelaze xSiri gverdiTi reaqcia, romelic aRiniSna placebosTan SedarebiT, iyo daRliloba (1,2%), piris simSrale (0,8%) da Tavis tkivili (0,6%).

gverdiTi movlenebi organoTa sistemebis klasebis mixedviT mocemulia qvemoT. sixSire gansazRvrulia Semdegnairad: 
sxvadasxva organoTa sistemebSi;
Zalian xSiri (≥1/10), xSiri (≥1/100-dan <1/10-mde), araxSiri (≥1/1,000-dan <1/100-mde), iSviaTi ((≥1/10,000-dan <1/1,000-mde), Zalian iSviaTi (<1/10,000), sixSire ucnobia (sixSiris Sefaseba ver xerxdeba arsebuli monacemebis safuZvelze).

nervuli sistemis darRvevebi 
xSiri: daRliloba
araxSiri: Tavis tkivili
kuW-nawlavis darRvevebi:
araxSiri: piris simSrale

postmarketinguli gamocdileba:
sxva gverdiTi movlenebi, romlebic Zalian iSviaTad iqna aRwerili postmarketingul periodSi, CamoTvlilia qvemoT.

fsiqikuri darRvevebi 
Zalian iSviaTi: halucinaciebi
nervuli sistemis darRvevebi 
Zalian iSviaTi: Tavbrusxveva, Zilianoba, uZiloba, fsiqomotoruli hiperaqtivoba, gulyrebi
gulis darRvevebi 
Zalian iSviaTi: taqikardia, gulis friali
kuW-nawlavis darRvevebi
Zalian iSviaTi: muclis tkivili, gulisreva, Rebineba, dispefsia, diarea
hepatobiliaruli darRvevebi
Zalian iSviaTi: RviZlis fermentebis donis momateba, bilirubinis donis gazrda, hepatiti.
ConCx-kunTovani sistema, SemaerTebeli qsovilis da Zvlebis darRvevebi
Zalian iSviaTi: mialgia
zogadi darRvevebi da miRebis adgilis mdgomareobebi
Zalian iSviaTi: hipermgrZnobelobiTi reaqciebi (anafilaqsia, angionevrozuli SeSupeba, qoSini, qavili, gamonayari da WinWris cieba)

4.9. dozis gadaWarbeba da mkurnaloba
dozis gadaWarbebis SemTxvevaSi ganxilul unda iqnes standartuli zomebis miReba araabsorbirebuli aqtiuri nivTierebis mosacileblad. rekomendebulia simptomuri da mxardamWeri mkurnaloba.
mravljeradi dozebis klinikur kvlevebSi zrdasrulebsa da mozardebSi, sadac gamoiyeneboda 45 mg-mde desloratadini (9-jer meti klinikur dozaze), ar iqna aRwerili klinikurad mniSvnelovani efeqtebi.
desloratadini ar gamoiyofa hemodializis gziT; ar aris cnobili, gamoiyofa Tu ara is peritonealuri dializiT.

5. farmakologiuri Tvisebebi

5.1. farmakodinamikuri Tvisebebi
farmakoTerapiuli jgufi: sistemuri gamoyenebis sxva antihistaminebi
aTq kodi: R06AX27.

moqmedebis meqanizmi
desloratadini aris arasedatiuri, xangrZlivi moqmedebis histaminis antagonisti, periferiuli H1-receptoris seleqtiuri, Zlieri antagonisturi moqmedebiT. SigniT miRebis Semdeg desloratadini seleqtiurad blokavs histaminis periferiul H1-receptorebs, amitom es nivTiereba ar xvdeba centralur nervul sistemaSi.
desloratadinma gamoavlina anntialergiuli Tvisebebi in vitro kvlevebSi. es moicavs anTebis winamorbedi citokinebis gamoTavisuflebis daTrgunvas, rogoricaa IL-4, IL-6, IL-8, da IL-13, adamianis poxieri ujredebidan/bazofilebidan, aseve Trgunavs endoTelur ujredebze molekula P-seleqtinis adheziis eqspresias. am dakvirvebis klinikuri mniSvneloba jer-jerobiT ar aris dadasturebuli.
alcetinis sirofis efeqtianoba ar aris gamokvleuli sxvadasxva pediatriul kvlevebSi. desloratadinis usafrTxoeba naCvenebi iqna sam pediatriul kvlevaSi. 6 Tvidan 11 wlis asakis CaTvliT bavSvebi, romlebic antihistaminuri Terapiis kandidatebi iyvnen, iRebdnen desloratadinis dRiur dozas 1 mg-s (6-11 Tvis asakis bavSvebSi), 1,25 mg-s (1-5 wlis asakis bavSvebSi) an 2,5 mg-s (6-11 wlis asakis bavSvebSi). mkurnaloba kargad gadaitaneboda, rogorc dokumentirebul iqna klinikuri laboratoriuli analizebiT, fiziologiuri maCveneblebiT da ekg (eleqtrokardiografiuli), maT Soris QTc (koreqtirebuli QT), monacemebiT. rekomendebuli dozebiT miRebisas desloratadinis plazmuri koncentraciebi Sedarebadi iyo pediatriul da zrdasrul populaciebSi. radgan alergiuli rinitis/qronikuli idiopaTiuri WinWris ciebis mimdinareoba da desloratadinis profili zrdasrulebsa da pediatriul pacientebSi msgavsia, desloratadinis efeqtianobis monacemebi zrdasrulebSi SeiZleba eqstrapolirebuli iyos pediatriuli populaciisaTvis.
zrdasrulebsa da mozardebSi mravaljeradi dozis klinikur kvlevaSi, romelSic 20 mg-mde desloratadini miiReboda 14 dRis ganmavlobaSi, ar aRiniSna statistikurad an klinikurad mniSvnelovani kardiovaskularuli efeqtebi. farmakologiur klinikur kvlevaSi, sadac desloratadini miiReboda doziT 45 mg dReSi (cxrajer meti klinikur dozaze) 10 dRis ganmavlobaSi, ar aRiniSna QTc intervalis (ekg-ze Q da T talRebs Soris xangrZlivoba) gaxangrZliveba.
desloratadini swrafad ar aRwevs centralur nervul sistemaSi. rekomendebuli doziT 5 mg dReSi ar aRiniSna Zilianobis SemTxvebis siWarbe placebosTan SedarebiT. desloratadinis tabletebma, erTjeradi doziT 7,5 mg miRebisas, ar moaxdina fsiqomotorul aqtivobaze gavlena klinikur kvlevebSi. erTjeradi dozis kvlevam aCvena, rom 5 mg desloratadinma ar moaxdina gavlena frenis dros standartul maCveneblebze, romelic moicavda Zilianobis subieqtur gamwvavebas an davalebebis Sesrulebas, romelic dakavSirebulia frenasTan.  
farmakologiur klinikur kvlevaSi alkoholis erTdroulad miRebam ar gazarda alkoholiT gamowveuli qcevis gauareseba an Zilianobis gazrda. ar aRiniSna mniSvnelovani gansxvavebebi fsiqomotorul testebSi desloratadinisa da placebo jgufebs Soris.
desloratadinma, miuxedavad imisa calke miiReboda, Tu alkoholTan erTad, ar gazarda alkoholiT gamowveuli damazianebeli efeqtebi.
klinikurad mniSvnelovani cvlilebebi desloratadinis plazmur koncentraciebSi ar iqna aRweril ketokonazolisa da eriTromicinis mravaldozian urTierTqmedebis kvlevebSi.
alergiuli rinitis mqone zrdasrul da mozard pacientebSi desloratadinis tabletebi efeqturad xsnida simptomebs, rogoricaa cxviris cemineba, cxviridan gamonadeni da qavili, aseve Tvalebis qavili, cremldena da siwiTle, da sasis qavili. 
garda amisa, sezonuri da wliuri alergiebis dadgenili klasifikaciebis mixedviT, alergiuli rinitis alternatiulad klasificireba SeiZleba xangamoSvebiT da mudmiv alergiul rinitebad, simptomebis xangrZlivobis mixedviT. xangamoSvebiTi alergiuli rinitis dros simptomebi aRiniSneba kviraSi 4 dReze naklebi an 4 kviraze naklebis drois ganmavlobaSi. mudmivi alergiuli rinitis dros simptomebi aRiniSneba kviraSi 4 an meti dRis da 4 kviraze meti drois ganmavlobaSi.
desloratadinis tabletebi efeqtiani aRmoCnda sezonuri alergiuli rinitis simZimis SemsubuqebaSi, rogorc es naCvenebi iqna rinokoniunqtivitis dros sicocxlis xarisxis kiTxvaris jamuri qulis mixedviT. yvelaze metad gaumjobeseba aRiniSna praqtikuli problemebis kuTxiT da yoveldRiuri aqtivobis mxriv, romelic izRudeboda simptomebiT. 
qronikuli idiopaTiuri WinWris cieba Seswavlil iqna, rogorc WinWris ciebis mdgomareobebis klinikuri modeli, radgan etiologiis miuxedavad, maTi paTofiziologia msgavsia da qronikuli pacientebi xelmisawvdomia prospeqtul kvlevebSi CasarTavad. radgan yvela WinWris ciebis daaavadebis mizezi histaminis gamoTavisuflebaa, desloratadini mosalodnelia, rom efeqtiani iqneba simptomebis moxsnaSi WinWris ciebis sxva mdgomareobebis dros, aseve, qronikuli idiopaTiuri WinWris ciebis dros, rogorc es rekomendebulia klinikuri gaidlainebiT.
or placebogakontrolebul, eqvskvirian kvlevaSi, romelic Catarda qronikuli idiopaTiuri WinWris ciebis mqone pacientebSi, desloratadini efeqtiani iyo qavilis moxsnasa da gamonayaris zomisa da raodenobis SemcirebaSi mkurnalobis pirvel dRes. TiToeul kvlevaSi efeqtebi SenarCunda dozirebis 24-saaTian intervalSi. rogorc qronikuli idiopaTiuri WinWris ciebis sxva antihistaminebis kvlevaSi, kvlevas gamoeTiSa pacientebis umciresoba, romlebic ar pasuxobdnen antihistaminebiT mkurnalobas.  qavilis gaumjobeseba 50%-ze metad aRiniSna 55% pacientSi, romlebic mkurnalobdnen desloratadiniT, placebos mimReb 19% pacientTan SedarebiT. desloratadiniT mkurnalobam aseve mniSvnelovnad Seamcira gavlena Zilsa da dRiur aqtivobaze, romelic gaizoma am cvladebis Sefasebis oTxquliani SkaliT.

5.2. farmakokinetikuri Tvisebebi 
zogadi maxasiaTeblebi
Sewova
desloratadinis plazmuri koncentraciebis aRmoCenadia miRebidan 30 wuTSi zrdasrulebSi. desloratadini kargad Seiwoveba da maqsimalur koncentracias aRwevs, daaxloebiT 3 saaTSi; naxevardaSlis terminaluri periodi, daaxloebiT, 27 saaTia. desloratadinis akumulaciis xarisxi Sesabamisi iyo mis naxevardaSlis periodTan (daaxloebiT 27 saaTi) da dReSi erTxel dozirebis sixSiresTan. desloratadinis bioSeRwevadoba proporciuli iyo 5 mg-dan 20 mg-mde dozis intervalSi. 

ganawileba
desloratadinis ufro maRali koncentraciebi miRweul iqna 6% subieqtebSi rig farmakokinetikur da klinikur kvlevebSi. desloratadinis cudi metabolizatorebis fenotipis prevalentoba analogiuri iyo zrdasrul (6%) da pediatriul (2-11 wlis) subieqtebSi (6%), maSin rodesac orive populaciaSi ufro maRali iyo afroamerikelebSi (18% zrdasrulebi, 16% bavSvebis) TeTrkanianebTan SedarebiT (2% zrdasrulebi, 3% bavSvebi).
mravaldozianma farmakokinetikurma kvlevam, romelic Catarda tabletis farmacevtuli formiT janmrTel zrdasrul subieqtebSi, gamoavlina oTxi subieqti, rogorc desloratadinis cudi metabolizatorebi. am populaciaSi Cmax-is koncentracia 3-jer maRali iyo daaxloebiT 7 saaTSi, saboloo naxevardaSlis periodiT daaxloebiT 89 saaTi.
mravaldozianma farmakokinetikurma kvlevam, romelic Catarda sirofis farmacevtuli formiT alergiuli rinitis mqone pediatriul cud metabolizatorebSi (2-11 wlis), aseve aCvena analogiuri farmakokinetikuri parametrebi. desloratadinis eqspozicia (AUC) iyo daaxloebiT 6-jer maRali da Cmax iyo 3-4-jer maRali 3-6 saaTSi, saboloo naxevardaSlis periodiT daaxloebiT 120 saaTi. eqspozicia igive iyo zrdasrul da pediatriul cud metabolizatorebSi asakTan Sesabamisi dozebiT mkurnalobisas. am subieqtebis mTliani usafrTxoebis profili ar gansxvavdeboda zogadi populaciisagan. desloratadinis efeqtebi 2 wlamde asakis cud metabolizatorebSi ar aris Seswavlili.
desloratadini zomierad (83%-87%) ukavSirdeba plazmis cilebs. ar aris mtkicebuleba medikamentis klinikurad mniSvnelovani akumulaciis Sesaxeb 14 dRis ganmavlobaSi desloratadinis dReSi erTxel dozirebis Semdeg (5 mg - 20 mg).
desloratadinis erTjeradi dozis jvaredin kvlevaSi tabletisa da sirofis farmacevtuli formebi bioeqvivalenturi iyo.
calke erTjeradi dozis kvlevebSi rekomendebul dozebze pediatriul pacientebs hqondaT desloratadinis Sedarebadi AUC da Cmax sidideebi im zrdasrulebTan SedarebiT, romlebic iRebdnen desloratadinis sirofis 5 mg dozas.
biotransformacia
fermenti, romelic pasuxismgebelia desloratadinis metabolizmze, jer-jerobiT ar aris identificirebuli da amitom, zogierTi urTierTqmedeba sxva samkurnalo produqtebTan srulad ar unda gamoiricxos. in vivo, kvlevebSi CYP3A4-is da CYP2D6-is specifikuri inhibitorebiT ar iqna naCvenebi, rom es fermetebi gavlenas axdenen desloratadinis metabolizmze. desloratadini ar Trgunavs CYP3A4-s da CYP2D6-s da ar aris P-glikoproteinis arc substrati da arc inhibitori.
gamoyofa
erTjeradi dozis kvlevaSi, romelSic gamoiyeneboda 7.5 mg desloratadini, ar aRiniSna sakvebis (maRalcximiani, maRalkaloriuli sauzme) efeqti desloratadinis dispoziciaze. meore kvlevaSi greifrutis wvens ar hqonda efeqti desloratadinis dispoziciaze.

5.3. preklinikuri usafrTxoebis monacemebi
desloratadini aris loratadinis ZiriTadi aqtiuri metaboliti. araklinikuri kvlevebi, romlebic Catarda desloratadiniT da loratadiniT, miuTiTebs, rom desloratadini rekomendebul dozebze aCvenebs loratadinis analogiur Tvisobriv da raodenobriv toqsikurobis profils.
desloratadinis araklinikuri kvlevebidan miRebuli monacemebiT, romelic moicavda usafrTxoebis, farmakologiur, ganmeorebiTi dozis toqsikurobis, genotoqsikurobis da reproduqciuli toqsikurobis kvlevebs, ar gamovlinda safrTxe adamianebisaTvis. kancerogenuli potenciali ar iqna naCvenebi kvlevebSi, romlebic Catarda loratadiniT.

6. farmacevtuli maxasiaTeblebi
6.1. damxmare nivTierebebis CamonaTvali
saqaroza 
propilenglikoli 
sorbitoli (70%) 
natriumis benzoati 
natriumis citratis dihidrati 
uwylo limonmJava
dinatriumis edetati 
narinjisfer-yviTeli (sunset yellow) 
narevi xilis aromati
deionizebuli wyali

6.2. SeuTavseblobebi
ar aris cnobili SeuTavseblobebi.

6.3. Senaxvis vada
48 Tve

6.4. Senaxvis gansakuTrebuli pirobebi
inaxeba 30ºC-is qvemoT, oTaxis temperaturaze.

6.5. konteineris forma da Semcveloba 
kolofi Seicavs 150 ml III tipis qarvisfer minis boTls da 2, 2,5 da 5 ml-ian sazom kovzs.

6.6. adamianisaTvis gankuTvnili amkurnalo produqtebis narCeni nivTierebebis ganadgurebis da sxva gansakuTrebuli sifrTxilis zomebi
gamouyenebeli produqtebi da narCeni masala unda ganadgurdes “samedicino narCenebis marTvis direqtivis” da “SefuTvisa da SefuTvis narCenebis marTvis direqtivis” Tanaxmad.
გაცემის წესი:
ფარმაცევტული პროდუქტის ჯგუფი - III , გაიცემა რეცეპტის გარეშე

7. savaWro licenziis mflobeli 
İlko İlaç San. ve Tic. A.Ş.
Veysel Karani Mah. Çolakoğlu Sok. No: 10 
Sancaktepe / İstanbul, Turkey
Tel.: (0216) 564 80 00
Fax: (0216) 398 93 23

ilko ilaC san. ve tik. a.S.
veisel karani mah. ColakoRlu sok. #10 
sankaktepe /stamboli, TurqeTi
tel.: (0216) 564 80 00
faqsi: (0216) 398 93 23

8. vaWrobis licenziis nomeri
2014/760

9. licenziis pirvelad miniWebis/ganaxlebis TariRi
licenziis pirvelad miniWebis TariRi: 26.09.2014
licenziis ganaxlebis TariRi: 11.05.2020

10. produqtis maxasiaTeblebis Sejamebis ganaxlebis TariRi
