



samkurnalo preparatis samedicino gamoyenebis
instruqcia

duspatalini® (DUSPATALIN®)


savaWro dasaxeleba: duspatalini®
saerTaSoriso arapatenturi dasaxeleba: mebeverini
wamlis forma: gaxangrZlivebuli moqmedebis kafsulebi
Semadgenloba:
moqmedi nivTiereba:
1 kafsula Seicavs 200 mg mebeverinis hidroqlorids.
damxmare nivTierebebi:
magniumis stearati – 13,1 mg, meTiletakrilatis da eTilakrilatis sopolimeri [2:1] – 10,4 mg, talki – 4,9 mg, hipromeloza – 0,1 mg, metakrilis mJavas da etakrilatis sopolimeri [1:1] – 15,2 mg, triacetini – 2,9 mg. 
myari Jelatinis kafsula: Jelatini – 75,9 mg, titanis dioqsidi (E171) – 1,5 mg.
saRebavebis Semadgenloba: Selaki (E904), propilenglikoli, amiakis xsnari koncentrirebuli, kaliumis hidroqsidi, rkinis oqsidi Savi (E172). 

aRwera:
myari Jelatinis kafsulebi #1, gaumWvirvale, TeTri feris kafsulis korpusze markirebiT “245”. kafsulis SigTavsi – TeTri an TiTqmis TeTri granulebi.

aTq kodi: А03АА04
farmakoTerapiuli jgufi: kuW-nawlavis traqtis funqciuri darRvevebisas gamosayenebeli saSualeba. 

farmakologiuri Tvisebebi:
farmakodinamika
mebeverini warmoadgens miotropul spazmolitiks, romelic pirdapir zemoqmedebas axdens kuW-nawlavis traqtis gluv kunTebze, xsnis spazms nawlavebis normalur peristaltikaze zemoqmedebis gareSe. radgan preparatis moqmedeba ar vrceldeba vegetatiur nervul sistemaze, tipiuri antiqolinerguli gverdiTi efeqtebi ar aRiniSneba.
pediatriuli populacia
klinikuri kvlevebi preparatis tabletirebul da kafsulirebul formebze Catarebulia mxolod mozrdil pacientebze.
farmakokinetika
absorbcia
mebeverini swrafad da mTlianad Seiwoveba tabletis peroraluri miRebis Semdeg. gaxangrZlivebuli gamonTavisuflebis wamlis forma dReSi 2-jer dozirebis sqemis gamoyenebis saSualebas iZleva. 
ganawileba
preparatis ganmeorebiTi dozebis miRebisas mniSvnelovani akumulacia ar xdeba.
metabolizmi
mebeverinis hidroqloridi ZiriTadad metabolizdeba esterazebiT, romlebic pirvel etapze xleCen eTers veratrovis mJavad da mebeverinis spirtad. ZiriTad metabolits, romelic plazmaSi cirkulirebs, warmoadgens dimeTilirebuli karbonmJava (dmkm). 
wonasworul mdgomareobaSi dmkm-s naxevargamoyofis periodi Seadgens 5,77 saaTs. prolongirebuli moqmedebis 200 mg kafsulebisaTvis gaxangrZlivebuli gamonTavisuflebis Tviseba dadasturebuli iqna SedarebiT dabali Cmax da ufro xangrZlivi tmax. 
ganmeorebiTi dozebis miRebisas (200 mg orjer dReSi) dmkm-s maqsimaluri koncentracia (Cmax) Seadgens 804 ng/ml, maqsimaluri koncentraciis miRwevis dro (tmax) daaxloebiT 3 saaTia. gaxangrZlivebuli gamonTavisuflebis kafsulebis SefardebiTi bioSeRwevadoba optimaluria da saSualo maCvenebeli 97%-ia.
gamoyofa
mebeverini rogorc aseTi, ar gamoiyofa organizmidan, magram mTlianad metabolizdeba; misi metabolitebi TiTqmis mTlianad gamoiyofa organizmidan. veratrovis mJava gamoiyofa TirkmlebiT. mebeverinis spirti aseve TirkmlebiT gamoiyofa, nawilobriv karbonmJavis saxiT da nawilobriv dimeTilirebuli karbonmJavas saxiT.
pediatriuli populacia
bavSvebSi mebeverinis romelime samkurnalo formis farmakokinetikuri kvleva ar Catarebula.

samedicino miRebis Cvenebebi:
nawlavebis da naRvlis gamomtani gzebis funqciur darRvevebTan dakavSirebuli tkivilis da diskomfortis simptomuri mkurnaloba.

miRebis wesi da dozireba:
preparati miiReba SigniT.
kafsula unda gadaiylapos, sakmao raodenobis wylis dayolebiT (ara nakleb 100 ml). ar SeiZleba kafsulis daReWva, radgan garsi gankuTvnilia xangrZlivi gamonTavisuflebis meqanizmis uzrunvelsayofad.
mozrdilebi:
200 mg 1 kafsula 2-jer dReRameSi, diliT da saRamos.
miRebis xangrZlivoba SezRuduli ar aris.
erTi an ramodenime dozis miRebis gamotovebis SemTxvevaSi, pacientma unda gaagrZelos preparatis miReba daniSnulebis mixedviT, saWiro ar aris damatebiT gamotovebuli dozis miReba.

specialuri populacia
kvlevebi dozirebis reJimze xandazmulebSi, pacientebSi Tirkmelebis da/an RviZlis funqciis darRveviT ar Catarebula. registraciis Semdgomi kvlevebis monacemebis safuZvelze, specifiuri riski xandazmuli pacientebisaTvis, Tirkmelebis da/an RviZlis funqciis darRvevis mqone pacientebisaTvis ar gamovlenila. dozis koreqciis aucilebloba xandazmul da Tirkmelebis da/an RviZlis funqciis darRvevis mqone pacientebSi ar aris. 

gverdiTi movlenebi
monacemebi Semdegi arasasurveli reaqciebis Sesaxeb miRebuli iyo postmarketinguli gamoyenebis periodSi da qonda spontanuri xasiaTi. SemTxvevebis sixSiris zusti SefasebisaTvis arsebuli monacemebi arasakmarisia.
alergiuli reaqciebi gamovlinda upiratesad kanis safarvelis mxriv, magram aRiniSna alergiis sxva gamovlinebebic.
darRvevebi kanis da kanqveSa qsovilis mxriv:
WinWris cieba, angionevrozuli SeSupeba, maT Soris saxis, ekzanTema.
darRvevebi imunuri sistemis mxriv:
hipermgrZnobelobis reaqciebi (anafilaqsiuri reaqciebi).
CamoTvlili gverdiTi reaqciebis gamovlenisas, aseve iseTi reaqciebis ganviTarebisas, romlebic ar aris aRwerili gamoyenebis instruqciaSi, aucilebelia mimarToT eqims.

ukuCvenebebi:
· hipermgrZnobeloba preparatis moqmedi nivTierebis an romelime araaqtiuri  komponentis mimarT;
· gamoyeneba bavSvebSi da mozardebSi 18 wlamde. 

usafrTxoebis zomebi 
damatebiTi informacia ar aris.

dozis gadaWarbeba
dozis gadaWarbebisas SesaZlebelia centraluri nervuli sistemis agznebadobis momateba. mebeverinis dozis gadaWarbebis SemTxvevaSi, simptomebi an ar iyo, an umniSvnelo da rogorc wesi, swrafad Seqcevadi iyo. aRiniSneboda klinikuri gamovlinebebi nervuli da gul-sisxlZarrvTa sistemis mxriv. specifikuri antidoti ucnobia. rekomendebulia simptomuri mkurnaloba. kuWis amorecxva aucilebelia mxolod im SemTxvevaSi, Tu intoqsikacia gamovlinda preparatis ramodenime dozis miRebidan daaxloebiT erTi saaTis ganmavlobaSi. RonisZiebebi Sewovis donis Sesamcireblad saWiro ar aris.

urTierTqmedeba sxva samkurnalo preparatebTan
monacemebi mebeverinis sxva samkurnalo saSualebebTan urTierTqmedebis Sesaxeb ar aris. 

gamoyeneba orsulobis da laqtaciis periodSi
cxovelebze Catarebulma kvlevebma teratogenuli moqmedeba ar gamoavlina. amgvarad, adamianebSic ar aris mosalodneli nayofze teratogenuli moqmedeba.
mebeverinis orsulobis periodSi daniSvnisas, SesaZlo teratogenuli an fetotoqsikuri gavlenis Sesaxeb gadawyvetilebis gamosatanad dReisaTvis sakmarisi monacemebi ar aris.
orsulobis mTeli periodis ganmavlobaSi, sifrTxilis gamo duspatalinis gamoyeneba rekomendebuli ar aris. 
ucnobia mebeverini an misi metabolitebi eqskretirdeba Tu ara dedis rZeSi. duspatalini ar unda gamoiyenoT ZuZuTi kvebis periodSi.

gavlena avtomobilis da sxva meqanizmebis marTvis unarze 
monacemebi duspatalinis gavlenis Sesaxeb avtomobilis da meqanizmebis marTvis unarze ar aris.

Senaxvis pirobebi
SeinaxeT original SefuTvaSi 50С-dan 250С-mde temperaturis pirobebSi.
SeinaxeT bavSvebisTvis miuwvdomel adgilas.
vargisianobis vada: 
3 weli.
ar gamoiyenoT SefuTvaze miTiTebuli vargisianobis vadis gasvlis Semdeg.

afTiaqidan gacemis pirobebi:
ფარმაცევტული პროდუქტის ჯგუფი III, გაიცემა რეცეპტის გარეშე.

SefuTva
15 kafsula aluminis folgis da pvq garsis blisterze. 2 blisteri gamoyenebis instruqciasTan erTad moTavsebulia muyaos kolofSi.

saregistracio mowmobis mflobeli
ebbot helsqea prodaqts b.v.
s.d. van houtenlaani 36,
nl-1381 sp veespi, niderlandebi.

mwarmoebeli
mailani laboratoris sas,
rut de belvil-lie di maiari,
01400 Satiion siur Salaroni, safrangeTi

samkurnalo preparatis xarisxTan dakavSirebuli pretenziebi unda gaigzavnos Semdeg misamarTze:
ss „Abbott Laboratories S.A.” warmomadgenloba (Sveicariis konfederacia), respublika belarusi, 220073 minski, 1 zagorodni Sesaxvevi, saxli 20, ofisi 1503, tel./faqsi: +375 17 202 23 61, faqsi: +375 17 256 79 20, e-mail: pv.belarus@abbott.com.

aseve SegiZliaT SeatyobinoT ebots preparatis gamoyenebisas arasasurveli movlenis an xarisxTan dakavSirebuli saCivris Sesaxeb telefoniT +380 44 498 6080 (sadReRamiso).
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