

სარეკომენდაციო ვერსია
gamoyenebis instruqcia: informacia pacientisTvis

desloratadini normoni 0.5 mg/ml SigniT misaRebi xsnari

preparatis miRebamde saWiroa gamoyenebis instruqciis yuradRebiT wakiTxva, radgan Seicavs pacientisTvis mniSvnelovan informacias.
· saWiroa instruqciis Senaxva. SesaZloa warmoiSvas misi xelaxali gacnobis aucilebloba.
· damatebiTi kiTxvebis arsebobisas, pacientma unda mimarTos mkurnal eqims an farmacevts.
· medikamenti gankuTvnilia mxolod pacientisTvis. ar SeiZleba misi micema sxva pirebisaTvis. simptomebis msgavsebis miuxedavad, is SesaZloa saziano aRmoCndes maTi janmrTelobisTvis.
· Tu gamovlindeba nebismieri gverdiTi efeqti, pacientma unda mimarTos mkurnal eqims an farmacevts. es moicavs iseT SesaZlo gverdiT movlenebs, romlebic ar aris CamoTvlili instruqciaSi. ix. paragrafi 4. 

instruqciaSi mocemulia:
1. ras warmoadgens desloratadini normoni da misi gamoyeneba 
2. ra unda icodes pacientma desloratadini normonis miRebamde
3. desloratadini normonis miRebis wesi
4. SesaZlo gverdiTi movlenebi
5. desloratadini normonis Senaxvis wesi
6. SefuTvis Semcveloba da sxva informacia

1. ras warmoadgens desloratadini normoni da misi gamoyeneba

desloratadini normoni SigniT misaRebi xsnari aris antialergiuli preparati, romelic ar iwvevs Zilianobas. is xels uwyobs alergiuli reaqciisa da misi simptomebis gakontrolebas.
desloratadini normoni SigniT misaRebi xsnari xsnis alergiul rinitTan dakavSirebul simptomebs (cxviris gasavlebis anTeba, rac gamowveulia alergiiT, rogoricaa WinWris cieba an alergia mtvris tkipebis mimarT). es simptomebi moicavs ceminebas, cxviris qavils an gamonadens cxviridan, sasis qavils, Tvalebis qavils, SewiTlebas an cremldenas.  
desloratadini normoni SigniT misaRebi xsnari aseve xsnis WinWris ciebasTan (alergiiT gamowveuli kanis mdgomareoba) dakavSirebul simptomebs. es simptomebia qavili da gamonayari kanze. 
simptomebis moxsna narCundeba mTeli DdRis ganmavlobaSi, rac ganapirobebs pacientis Cveul aqtivobas da normalur Zils.

2. ra unda icodes pacientma desloratadini normonis miRebamde

desloratadini normoni ar miiReba:
· Tu pacienti alergiulia (hipermgrZnobiarea) desloratadinis,   preparatis sxva romelime ingredientis (CamonaTvali ix. me-6 paragrafSi), an loratadinis mimarT.

gafrTxilebebi da sifrTxilis zomebi
saWiroa mkurnal eqimTan an farmacevtTan mimarTva desloratadini normonis miRebamde:
· Tu pacients aReniSneba Tirkmelebis funqciis daqveiTeba;
· Tu pacients gulyrebis samedicino an ojaxuri anamnezi aqvs.

bavSvebsa da mozardebSi gamoyeneba
dauSvebelia medikamentis micema 1 wlamde asakis bavSvebisaTvis.

sxva medikamentebi da desloratadini normoni
ar aris cnobili sxva medikamentebTan desloratadini normonis urTierTqmedebis Sesaxeb.
eqims an farmacevts unda ecnobos im samkurnalo saSualebebis Sesaxeb, romelTac pacienti iRebs, axlo warsulSi iRebda an apirebs, rom miiRos.

desloratadini normonis miReba sakvebTan da sasmelTan erTad 
desloratadini normonis miReba SeiZleba rogorc sakvebTan erTad, ise mis gareSe.
desloratadini normoni sifrTxiliT unda iqnes miRebuli alkoholTan erTad.

orsuloba, ZuZuTi kveba da reproduqciuli unari
am preparatis miRebamde orsulobis an ZuZuTi kvebis dros, SesaZlo fexmZimobis an orsulobis dagegmvis SemTxvevaSi, pacientma konsultaciisTvis unda mimarTos eqims an farmacevts.
orsulobis an ZuZuTi kvebis dros desloratadini normonis miReba ar aris rekomendebuli.
reproduqciuli unari
ar aris monacemebi mamakacis/qalis reproduqciul unarze gavlenis Sesaxeb.

avtomobilisa da sxva meqanizmebis marTva
am medikamentis rekomendebuli dozebiT miRebisas ar aris mosalodneli gavlena avtomobilis an sxva meqanizmebis marTvis unarze. Tumca, umetesoba pirebs ar aReniSnebaT Zilianoba, ar aris rekomendebuli iseTi qmedebebis Sesruleba, romlebic moiTxoven fxizlad yofnas, rogoricaa avtomobilis an sxva meqanizmebis marTva, sanam pacients ar ecodineba, rogor moqmedebs masze samkurnalo produqti.

desloratadin normoni Seicavs natriumis benzoats (E-211), propilenglikols (E-1520), sorbitols (E-420), natriums da eTanols
es medikamenti Seicavs 0.56 mg natriumis benzoats TiToeul mililitrSi.
es medikamenti Seicavs 100 mg propilenglikols TiToeul mililitrSi.
es medikamenti Seicavs 150 mg sorbitols TiToeul mililitrSi.
sorbitoli warmoadgens fruqtozis wyaros. Tu pacients dadgenili aqvs zogierTi Saqris autanloba an fruqtozis memkvidreobiTi autanloba (HFI), iSviaTi genetikuri daavadeba, romlis drosac pacientebi ver Slian fruqtozas, saWiroa eqimTan konsultacia am medikamentis miRebamde. 

es medikamenti Seicavs 23 mg-ze (1 mmol-ze) nakleb natriums erT mililitrSi., e.i. is faqtobrivad „Tavisufalia natriumisagan“.

es medikamenti Seicavs 9.3 mg spirts (eTanols) yovel 10 ml dozaSi, rac 0.93 mg/ml (0.093 w/v) eqvivalenturia. medikamentis 10 ml dozaSi Semcveloba 1 ml ludze an 1 ml Rvinoze naklebia. medikamentis SemadgenlobaSi Semavali alkoholis mcire raodenoba ar iwvevs raime SesamCnev efeqts.

3. desloratadini normonis miRebis wesi

preparatis miReba yovelTvis unda moxdes zustad eqimis an farmacevtis miTiTebebis dacviT. Tu pacienti ar aris darwmunebuli, unda mimarTos mkurnal eqims an farmacevts.

bavSvebi
1-5 wlis asakis bavSvebi: 
rekomendebuli dozaa 2,5 ml SigniT misaRebi xsnari dozatori WiqiT erTxel dReSi.
6-11 wlis bavSvebi: 
rekomendebuli dozaa 5 ml SigniT misaRebi xsnari dozatori WiqiT erTxel dReSi.

zrdasrulebi da mozardebi 12 wlis asakidan: 
rekomendebuli dozaa 10 ml SigniT misaRebi xsnari dozatori WiqiT erTxel dReSi.

medikamenti gankuTvnilia SigniT misaRebad.
saWiroa xsnaris gadaylapva da mcire raodenobiT wylis miyoleba. preparatis miReba SesaZlebelia rogorc sakvebTan erTad, ise sakvebis gareSe.
rac Seexeba mkurnalobis xangrZlivobas, eqimi adgens alergiuli rinitis tips da Sesabamisad, desloratadini normoniT mkurnalobis xangrZlivobas.
Tu alergiuli riniti aris xangamoSvebiTi (simptomebi vlindeba kviraSi 4-ze naklebi dRis, an 4 kviraze naklebi drois ganmavlobaSi), eqimi, pacientis avadmyofobis istoriis gaTvaliswinebiT, gansazRvravs mkurnalobis xangrZlivobas.
Tu alergiuli riniti aris persistiuli mimdinareobis (simptomebi vlindeba kviraSi 4-ze meti dRis, an 4 kviraze metxans), eqimma SeiZleba daniSnos xangrZlivi mkurnaloba.

WinWris ciebis dros mkurnalobis xangrZlivoba sxvadasxva pacientebSi gansxvavebulia da mas gansazRvravs eqimi.

desloratadini normonis dozis gadaWarbebisas
desloratadini normonis miReba unda moxdes eqimis daniSnulebis mixedviT. SemTxveviT dozis gadaWarbebisas ar aris mosalodneli raime seriozuli problemebis ganviTareba. Tumca, desloratadini normonis didi raodenobiT miRebisas saWiroa eqimTan, farmacevtTan an eqTanTan dauyovnebliv mimarTva.
dozis gadaWarbebisas an wamlis SemTxveviT gadaylapvisas saWiroa eqimTan an farmacevtTan konsultacia an toqsikologiis sainformacio samsaxurSi mimarTva, espaneTis tel.: +34 91 562 04 20, medikamentis dasaxelebisa da miRebuli raodenobis miTiTebiT.

desloratadini normonis dozis gamotovebisas 
dozis gamotovebisas misi miReba unda moxdes SesaZleblobisTanave da gagrZeldes daniSnulebis mixedviT.
dauSvebelia gaormagebuli dozis miReba gamotovebulis sanacvlod.

desloratadini normoniT mkurnalobis Sewyvetisas 
medikamentis gamoyenebis Sesaxeb damatebiTi kiTxvebis arsebobisas pacientma unda mimarTos mkurnal eqims an farmacevts.

4. SesaZlo gverdiTi movlenebi

sxva samkurnalo saSualebebis msgavsad, desloratadini normonic iwvevs gverdiT movlenebs, Tumca isini yvelas ar uviTardeba.

desloratadinis marketingis periodSi aRiniSna mZime alergiuli reaqciebis (sunTqvis gaZneleba, xmauriani sunTqva, qavili, SeSupeba da WinWris cieba) Zalian iSviaTi SemTxvevebi. Tu gamovlindeba romelime es seriozuli gverdiTi movlena, unda Sewydes medikamentis miReba da pacientma unda mimarTos eqims an farmacevts dauyovnebliv.

klinikuri kvlevebis mixedviT umetesoba bavSvebsa da zrdasrulebSi desloratadinis gverdiTi movlenebi iyo igive, rogoric fiqtiuri xsnaris an tabletis miRebisas, Tumca 2 wlamde asakis bavSvebSi ufro xSiri gverdiTi movlenebi iyo diarea, cxeleba da uZiloba, roca zrdasrulebSi ufro xSirad aRiniSna sisuste, piris simSrale da Tavis tkivili, vidre fiqtiuri tabletis miRebisas.

desloratadinis klinikur kvlevebSi aRweril iqna Semdegi gverdiTi movlenebi:
bavSvebi:
xSiri 2 wlamde asakis bavSvebSi: SeiZleba aRiniSnos 10-dan 1-ze nakleb pacientSi
· diarea
· cxeleba
· uZiloba
zrdasrulebi
xSiri: SeiZleba aRiniSnos 10-dan 1-ze nakleb pacientSi
· daRliloba
· piris simSrale
· Tavis tkivili

desloratadinis marketingis periodSi aRiniSna Semdegi gverdiTi movlenebi:
zrdasrulebi
Zalian iSviaTi: SeiZleba aRiniSnos 10,000-dan 1-ze nakleb pacientSi
· mZime alergiuli reaqciebi
· swrafi guliscema
· Rebineba
· Tavbrusxveva
· kunTebis tkivili
· mousvenroba hiperkineziasTan erTad
· kanze gamonayari
· muclis tkivili
· dispefsia
· Zilianoba
· halucinaciebi
· RviZlis anTeba
· guliscemis SegrZneba an araregularuli guliscema
· gulisreva
· diarea
· daZinebis gaZneleba
· gulyrebi
· RviZlis funqciebis analizebis cvlilebebi

sixSire ucnobia: sixSiris Sefaseba SeuZlebelia arsebuli monacemebis safuZvelze
· uCveulo sisuste
· kanis da/an Tvalebis gayviTleba
· kanis momatebuli mgrZnobeloba mzeze, moRrublul amindSic, ultraiisfer sxivebze, mag.; solariumSi
· guliscemis cvlileba
· qcevis darRveva
· agresia
· wonis mateba, madis gaZliereba 
· depresiuli ganwyoba
· Tvalebis simSrale
bavSvebi
sixSire ucnobia: sixSiris Sefaseba ver xerxdeba arsebuli monacemebis safuZvelze
· gulisceis Seneleba
· guliscemis cvlileba
· qcevis darRveva
· agresia

gverdiTi movlenebis Sesaxeb Setyobineba
nebismieri gverdiTi movlenis ganviTarebisas saWiroa mkurnal eqimTan, farmacevtTan an eqTanTan mimarTva. es moicavs iseT SesaZlo gverdiT movlenebs, romlebic ar aris CamoTvlili instruqciaSi. gverdiTi movlenebis Sesaxeb Setyobineba aseve pirdapir SesaZlebelia espaneTis adamianis gamoyenebisaTvis gankuTvnili samkurnalo produqtebis farmakozedamxedvelobis sistemis saSualebiT: https://www.noificaRAM.es.
gverdiTi movlenebis Sesaxeb Setyobineba xels uwyobs wamlis usafrTxoebis Sesaxeb meti informaciis Segrovebas.

5. desloratadini normonis Senaxvis wesi

medikamenti inaxeba bavSvebisTvis miuwvdomel adgilas.
dauSvebelia desloratadini normonis miReba kolofsa da boTlze miTiTebuli Senaxvis vadis gasvlis Semdeg, Senaxvis vada gulisxmobs miTiTebuli Tvis bolo dRes.
dauSvebelia misi gayinva.
es medikamenti ar saWiroebs Senaxvis specialur pirobebs.
SigniT misaRebi xsnaris garegnuli cvlilebebis SemCnevisas saWiroa farmacevtTan mimarTva.
dauSvebelia preparatis gadagdeba sakanalizacio wyalSi an sayofacxovrebo nagavSi. nebismieri gamouyenebeli SefuTvis an preparatis gadagdeba unda moxdes afTiaqebSi arsebul SIGRE+ simboloTi aRniSnul adgilas. Tu pacienti ar aris darwmunebuli, nebismieri gamouyenebeli preparatis da konteineris ganadgurebis Sesaxeb informaciis misaRebad unda mimarTos farmacevts. aRniSnuli RonisZiebebi emsaxureba garemos dacvas.

6. SefuTvis Semcveloba da sxva informacia

ras Seicavs desloratadini normoni
· aqtiuri nivTierebaa 0,5 mg/ml desloratadini.
· sxva damxmare nivTierebebia: natriumis benzoati (E-211), natriumis saqarini, sorbitoli (E-420), propilenglikoli (E-1520), uwylo limonmJava, uwylo natriumis citrati, hidroqsieTilceluloza, forToxlis aromati (Seicavs 94% w/w) da gawmendili wyali. 

desloratadini normonis gamoSvebis forma da SefuTvis Semcveloba
desloratadini normoni SigniT misaRebi xsnari mowodebulia bavsvisTvis usafrTxo (C/R) aluminis xraxniani Tavsaxuris mqone polieTilen teraftalatis boTlebiT, romlebic Seicaven 120 ml SigniT misaReb xsnars.
SefuTvaSi mowodebulia dozatori Wiqa, 2,5 ml da 5 ml dozebis niSnulebiT.
გაცემის წესი:			
ფარმაცევტული პროდუქტის ჯგუფი III, გაიცემა რეცეპტის გარეშე


vaWrobis licenziis mflobeli da mwarmoebeli 
LABORATORIOS NORMON, S.A.
Ronda de Valdecarrizo, 6 - 28760 Tres Cantos - Madrid (Spain) 

laboratorios normon s.a. 
ronda de valdekarizo, 6-28760 tres kantos – madridi (espaneTi)

instruqciis Sesworebis ukanaskneli TariRia: 2022 wlis ivnisi.

preparatis Sesaxeb detaluri informacia xelmisawvdomia espaneTis wamlebisa da samedicino mowyobilobebis saagentos (AEMPS) vebgverdze: http://www.aemps.gob.es 
