furceli-CanarTi: momxmareblis informacia
travapresi duo

samedicino produqtis komerciuli dasaxeleba 

travapresi duo

aqtiuri nivTiereba

travoprosti 0.040mg/ml da Timololi 5mg/ml, Timololis maleatis saxiT.

xarisxobrivi da raodenobrivi Semadgenloba

xsnaris 1ml Seicavs 40 mikrogram travoprosts da 5mg Timolols (Timololis maleatis saxiT). 

aqtiuri substancia: 0.040mg travoprosti, travoprostis dozis 5% naWarbis saxiT (0.042mg) da 5mg Timololi, Timololis maleatis saxiT 6.80mg. 

eqscipientebi: 3mg boris mJava, 2.5mg natriumis qloridi, 3mg manitoli, 1mg makrogolglicerolis hidroqsistearati, 7.5mg propilenglikoli, natriumis hidroqsidi 1M xsnari /marilmJava 1 M xsnari, gasufTavebuli wyali. 

farmacevtuli forma

Tvalis wveTebi, xsnari. 

samedicino produqtis aRwera

gamWvirvale, ufero, nawikalebisgan Tavisufali xsnari. 

farmacevtuli jgufi da aTq odi

grZnobaTa organoebi, ofTalmologiuri preparatebi, glaukomis sawinaaRmdego preparatebi da miotikebi. beta blokerebi. 

aTq kodi: S01ED51
farmakologiuri maxasiaTeblebi

farmakodinamiuri maxasiaTeblebi

aqtiuri ingredientebia travoprosti da Timololi. 

es ori aqtiuri komponenti aqveiTebs TvalSida wnevas, moqmedebis Serwymuli meqanizmiT da kombinirebuli efeqtebiT, wnevis Semcireba xdeba ufro efqturad vidre am saSualebebis calke gamoyenebisas. 
travoprosti-prostaglandini F2α analogi, warmoadgens srul agonists, romelic maRalseleqciuria da maRali afinoba gaaCnia prostaglandin FP receptorisTvis, TvalSida wnevas amcirebs siTxis gadinebis gazrdiT trabekulaSi da uveosklerul gzebSi. TvalSida wnevis Semcireba iwyeba daaxloebiT miRebidan 2 saaTis Semdeg da maqsimaluri efeqti miiRweva 21 saaTSi. TvalSida wnevis mniSvnelovani Semcireba SeiZleba SenarCundes erTjeradi dozis miRebidan 24 saaTze didxans. 
Timololi aris araseleqciuri adrenerguli blokeri da ar gaaCnia Sinagani simpaTomimeturi aqtivoba, miokardiumis damTrgunveli an membranomastabilizebeli moqmedeba. adamianebSi tonografiis da flurometriis kvlevebi aCvenebs, rom misi predominanturi moqmedeba dakavSirebulia wyalwyala namis warmoqmnis SemcirebasTan da denadobis umniSvnelo gzrdasTan. 

farmakokinetikuri masaxiaTeblebi

travoprpsti da Timololi Seiwoveba rqovanaSi. travoprosti aris prowamali, romelisc gadis swraf eTerul hidrolizs rqovanaSi da gardaiqmneba aqtiur Tavisufal mJavad. travoprostis/Timololis dReSi erTxel miRebis Semdeg, 5 dRis ganmavlobaSi, janmrTel moxaliseebSi PQ (N=22) travoprostis Tavisufali mJava umravles SemTxvevaSi  (94.4%) plazmis nimuSebSi ar isazRvreboda da Cveulebriv ar isazRvreboda dozirebidan erTi saaTis Semdeg. gazomvis SemTxvevaSi  (≥ 0.01ng/ml, raodenobis ganszRvris Sefasebis zRvari) koncentracia meryeobda 0.01-0.03ng/ml-s Soris. myar mdgomareobaSi Timololis saSualo Cmax iyo 1.34 ng/ml da Tmax daaxloebiT 0.69 saaTi travoprostis/Timololis miRebis Semdeg. 

Terapiuli Cveneba

es samedicino produqti naCvenebia mozrdilebSi: TvalSida wnevis SemcirebisTvis (IOP) RiakuTxovani glaukomiT an okularuli hipertenziiT daavadebul pirebSi, romlebic sakmarisad ar reagireben adgilobriv beta-blokerebze an prostaglandinis analogebze. 

dozireba da miRebis meTodi

dozireba

gamoyeneba mzordilebSi, xandazmuli populacis CaTvliT

travoprostis/Timololis erTi wveTi dazianebuli Tvalis koniunqtivis tomaraSi, dReSi erTxel, diliT an saRamos. gamoyeneba unda moxdes dRis erTi da igive dros. 
dozis gamotovebis SemTxvevaSi mkurnaloba unda gagrZeldes gegmis mixedviT. dozam ar unda gadaaWarbos dazianebul TvalSi dReSi erT wveTs. 

gansakuTrebuli populaciebi

RviZlis da Tirkmlis dazianeba

RviZlis da Tirkmlis dazianebis mqone pirebSi travoprpstis/Timololis an Timololis 5mg/ml Tvalis wveTebis kvlevebi ar Catarebula. 

travoprosti Seswavlili iyo pacietnebSi, rolmebsac aReniSnebodaT RviZlisa da Tirkmlis msubuqi an mZime dazianeba (kreatininis klirensi 14ml/wT-ze naklebi). am pacientebSi dozis cvlileba aucilebeli ar iyo. 
RviZlis an Tirkmlis dazianebis mqone pacientebSi naklebad aris saWiro travoprostis/Timololis dozis cvlileba
pediatruli populacia

bavSvebSi da 18 wlamde asakis mozardebSi travoprostis/Timololis usafrTxoeba da efeqturoba dadgenili ar aris. monacemebi ar aris. 
miRebis meTodi

TvalSi CasawveTeblad. 

pacientma damcavi unda moaSoros uSualod gamoyenebamde. sawveTuris da xsnaris dabinZurebisgan dacvisTvis ar unda igi ar unda Seexos quTuToebs, garSemo midamos an sxva zeapirs. 
rodesac gamoiyeneba nazolakrimaluri saxvevi an adgilio aqvs quTuToebis daxuWvas 2 wuTis ganmavlobaSi, sistemuri absorbcia mcirdeba. aman SeiZleba gamoiwvios sistemuri gverdiTi efeqtebis daqveiTeba da adgilobrivi aqtivobis gazrda. 

TuU gamoiyeneba erT adgilobriv ofTalmologiur produqtze meti, maTi miReba unda moxdes minimum 5 wuTiani intervaliT. 

sxva ofTalmologiuri glaukomis sawinaaRmdego produqtis travoprostiT/Timololis Canacvlebisas sxva saSualeba unda moixsnas da travoprosti/Timololis miReba unda daiwyos Semdeg dRes. 

pacientebs unda auxnan, rom travoprostis/Timololis CawveTebamde moixsnan kontaqturi linzebi da dozis CawveTebamde moicadon 15 wuTi. 

gverdiTi efeqtebi

klinikur kvlevebSi, romlebic moicavda 2170 pacients, mkurnalobasTan dakavSirebuli yvelaze xSiri gverdiTi reaqcia iyo okularuli hiperemia (12.0%).
gverdiTi reaqciis Sejameba
qvemo cxrilSi CamoTvlili Semdegi gverdiTi reaqciebi aRiniSna klinikur kvlevebSi an post-marketingul gamocdilebaSi. isini daxarisxebulia organoTa sistemis klasis mixedviT da CamoTvlilia Semdegnairad: Zalian xSiri  (≥1/10), xSiri (≥1/100 - <1/10), naklebad xSiri (≥1/1000 - <1/100), iSviaTi (≥1/10,000 - <1/1000), Zalian iSviaTi(<1/10,000), ucnobi (Sefaseba SeuZlebelia arsebuli monacemebiT). sixSiris yoel jgufSi gverdiTi reaqciebi warmodgenilia simZimis klebis mixedviT. 
	organoTa sistemis klasi
	sixSire
	gverdiTi reaqcia 

	imunuri sistemis darRvevebi
	naklebad xSiri
	momatebuli mgrZnobeloba

	fsiqiatruli darRvevebi
	iSviaTi
	nevrozuloba

	
	ucnobi
	depresia

	nervuli sistemis darRvevebi
	naklebad xSiri
	Tavbrusxveva, Tavis tkivili

	
	ucnobi
	cerebrovaskuluri SemTxvevebi, sinkope, paresTezia. 

	Tvalis darRvevevbi
	Zalian xSiri
	Tvalis hiperemia

	
	xSSiri
	wertilovani keratiti, Tvalis tkivili, vizualuri darRvevebi, mxedvelobis dabindva, Tvalis simSrale, Tvalis qavili, Tvalis diskomforti, Tvalis gaRizianeba 

	
	ucnobi 
	keratiti, iriti, koniunqtiviti, wina kameris anTeba, blefariti, fotofobia, mxedvelobis simkveTris Semcireba, asTenopia, Tvalis SeSupeba, lakrimaciis gaZliereba, quTuTos gazrda, quTuTos eriTema, wamwamebis zrda, Tvalis alergia, koniunqtivis SeSupeba, quTuTos SeSupeba. 

	
	iSviaTi
	rqovanas erozia, meibomianiti, koniunqtivis hemoragia, quTuTos kuTxis aqercvla, triqiazi, distiqiazi. 

	
	ucnobi
	makularuli SeSupeba, quTuTos fTozi, rqovanas darRvevebi. 

	gulis mxriv darRveebi
	naklebad xSiri
iSviaTi
ucnobi
	bradikardia
ariTmia, gulis araregularuli riTmi 

gulis ukmarisoba, taqikardia, gulmkerdis tkivili, palpitacia. 

	vaskuluri darRvevebi
	naklebad xSiri

ucnobi


	hipertenzia, hipotenzia 

periferiuli SeSupeba


	respiratoruli, Torakaluri da Suasayris darRvevebi 
	naklebad xSiri
	dispnoe, postnazaluri gamonadeni

	
	iSviaTi
	disfonia, bronqospazmi, xvela, yelis gaRizianeba, orofaringealuri tkivili nazaluri diskomforti 

	
	ucnobia
	asTma

	gastrointestinuri darRvevebi
	icnobia
	disgevzia

	hepatobiliaruli darRvevebi
	iSviaTi
	alaninaminotransferazas, aspartataminotransferazas momateba 

	kanis da kanqveSa qsovilebis darRvevebi 
	naklebad xSiri
	kontaqtuti dermatitis, hipertriqozi 

	
	iSviaTi
	urtikaria, kanis gauferuleba, alopecia, kanis hiperpigmentacia (periokularulad). 

	
	ucnobi
	gamonayari

	ZvalkunTovani da SemaerTebeli qsovilis darRvevebi 
	iSviaTI
	kidurebis tkivili

	Tirkmlis da Sardis darRvevebi
	iSviaTi
	qromaturia

	zogadi darRvevebi da gamoyenebis adiglis mdgomareobebi 
	iSviaTi
	wyurvili, daRliloba


saeWvo gverdiTi reaqciebis Setyobineba
mniSvnelovania saeWvo gverdiTi reaqciebis Setyobineba samedicino produqtis licenzirebis Semdeg. is iZleva samedicino produqtis sargeblis/riskis balansis monitoringis saSualebas. jandacvis sferos profesionalebs Txoven aRweron nebismieri gverdiTi reaqcia nacionaluri Setyobinebis sistemis Sesabamisad. 

samedicino produqts ar moqmedebs an umniSvnleod moqmedebs avtomobolis marTvis da meqanizmebis gamoyenebis unarze. 

ukuCvenebebi
hipermgrZnobeloba aqtiuri nivTierebis an 6.1 paragrafSi CamoTvlili komponentebis miamrT. hipermgrZnobeloba beta-blokeris mimarT. 
sasunTqi gzebis reaqciuli daavadebebi, bronquli asTmis an bronquli asTmis anamnezis, filtvis mwvave qronikuli obstruqciuli daavadebis CaTvliT. 

sinusuri bradikardia, sinusuri kvanZis sindromi sono-atrialuri plokadis, meore an mesame xarisxis atrioventrikuluri blokis CaTvliT, romelic ar kontroldeba peismeikeriT. 

gulis ukmarisoba, kardiogenuri Soki. 

mwvave alergiul riniti an rqovanas distrofia. 

specialuri gafrTxilebebi da usafrTxoebis zomebi gamoyenebisas

sistemuri efeqtebi - travoprosti da Timololi Seiwoveba sistemurad. beta-adrenerguli komponentis - Timololis gamo SeiZleba ganviTardes igive kardiovaskuluri, filtvis da sxva gverdiTi reaqciebi, romlebic viTardeba sistemuri betaadrenerguli blokerebis gamoyenebisas. sistemuri gverdiTi reaqciebis sixSire adgilobrivi ofTalmologiuri gamoyenebis Semdeg ufro dabalia vidre sistemuri miRebisas. 

gulis darRvevebi - pacientebSi kardiovaskuluri daavadebiT (mag., gulis iSemiuri daavadeba, princmetalis angina an gulis ukmarisoba) da hipotenziiT, betablokerebiT mkurnaloba kritikulad unda Sefasdes da unda gaiTvaliswinon sxva aqtiuri nivTierebebiT mkurnaloba. 
vaskuluri darRvevebi - pacientebs, romlebsac aReniSnebaT mwvave periferiuli cirkulatoruli darRveva/daavadeba (mag., reinos daavadebis mwvave formebi an reinos sindromi) unda umkurnalon sifrTxiliT. 

respiratoruli darRvevebi - respiratoruli reaqciebi, bronqospazmis gamo sikvdilis CaTvliT asTmiT daavadebul pacietnebSi aRwerilia zogierTi ofTlmologiuri beta-blokeris miRebis Semdeg. 
hipoglikemia/diabeti - beta blokerebi sifrTxiliT unda gamoiyenon pacientebSi, romlebic midrekilni arian spontanuri hipoglikemiisTken an pacientebSi, romlebsac aReniSnebaT labiluri diabeti, radgan beta blokerebma SeiZleba SeniRbos mwvave hipglikemiis niSnebi da simptomebi. 

kunTebis sisuste - aRwerilia, rom betaadrenerguli mablokirebeli produqtebi SeiZleba zrdides kunTebis sisustes, rac aRiniSneba zogierTi miasTenuri sindromis dros (mag., diplolia, ftozi da zogadi sususte). 

rqovanas daavadebebi - ofTalmologiurma beta blokerebma SeiZleba gamoiwvios Tvalis simSrale. rqovanas daavadebebis mqone pacientebis mkurnaloba saWiroa sifrTxiliT. 

qoroiduli aSrevreba - qoroiduli aSreveba aRwerilia siTxis gamomuSavebis damTrgunvel preparatebTan erTad miRebisas (mag., Timololi, acetazolamidi) filtraciis procedurebis Semdeg. 

sxva beta-blokerebi-TvalSida wnevaze efeqtebi an sxva sistemuri beta blokadis simptomebi SeiZleba gaZlierdes, rodesac Timolols iyeneben pacientebSi, romlebic ukve iReben beta blokerebs. am pacientebis pasuxze saWiroa intensiuri monitoringi. ori adgilobrivi betablokeris erTad gamoyeneba rekomendebuli ar aris. 

qirurgiuli anesTezia - beta mablokirebeli ofTalmologiuri preparatebi SeiZleba blokavdes adrenalinis sistemur beta agonistur efeqtebs. anesTeziologi informirebuli unda iyos Tu pacienti iRebs Timolols. 
hiperTiroidizmi - beta blokerebma SeiZleba SeniRbos hiperTiroidizmis niSnebi.

kanTan kontaqti - prostaglandinebi da prostaglandinebis analogebi biologiurad aqtiuri nivTierebebia, romlebic Seiwoveba kanidan. orsulebma an im qalebma, romlebic orsulobas gegmaven unda miiRon Sesabamisi sifrTxilis zomebi raTa aicilon flakonis SigTavsTan pirdapiri eqspozicia. flakonis SiegTavsis mniSvnelovan raodenobasTan SemTxveviT kontaqtis SemTxvevaSi unda gasufTavdes eqspozirebuli are. 

anafilaqsiuri reaqciebi - beta blokerebis miRebisas pacientebi, romlebsac anamnezSi aReniSnebaT atopia an sxvadasxva alergenisadmi anafilaqsiuri reqciebi SeiZleba ufro reaqtiulebi iyvnen amgvari alergenebisadmi da ar reagirebdnen adrenalinis Cveulebriv dozaze, romelic gamoiyeneba anafilaqsiuri reaqciebis mkurnalobisTvis.

Tanxmlebi Terapia-Timololi SeiZleba urTierTqmedebdes sxva samedicino produqtebTn. ori adgilobrivi prostaglandinis gamoyeneba rekomendebuli ar aris.

okularuli efeqtebi - travoprposti SeiZleba TandaTan cvlides Tvalis fers melanocitebSi melanosomebis (pigmenturi granulebi) raodenobis gazrdiT. travoprostma SeiZleba TandaTan Secvalos wamwamebi. 

Semavseblebi

travoprosti/Timololi Seicevs propilenglikols, romelmac SeiZleba gamoiwvios kanis gaRizianeba. 
travoprosti/Timololi Seicavs makroglicerol hidroqsistearats, romelmac SeiZleba gamoiwvios kanis reaqciebi. 

pacientebs unda uTxran moixsnan kontaqturi linzebi travoprostis/Timololis CawveTebamde da maT xelaxal Casmamde moicadon 15 wuTi. 

fertiloba, orsulobda da laqtacia

reproduqciuli asakis qalebi/kontracefcia/ - travoprosti/Timololi ar unda gaomiyenon qalebSi, romlebic SeiZleba daorsuldnen, unda miiRon kontracefciis adekvaturi zomebi. 
orsuloba - travoprosts gaaCnia damazianebeli farmakologiuri efeqti orsulobaze an/da nayofze/axalSobilze. orsul qalebSi travoprostis/Timololis an maTi individualuri komponentebis gamoyenebis Sesaxeb monacemebi an ar arsebobs an Zalian mwiria. orsulobis dros Timololi ar unda gamoiyenon garda ukiduresi aucileblobisa. 
Tu travoprosti/Timololi gamoiyeneba mSobiarobamde, saWiroa axalSobilis intensiuri monitiringi pirveli ramdenime dRis ganmavlobaSi. travoprpsti/Timololi ar unda gamoiyenon orsulobis dros garda ukiduresi aucileblobisa. sistemuri absorbciis Sesamcireblad. 

laqtacia - ucnobia travoprostis Tvalis wveTebi gamoiyofa Tu ara laqtatSi. 

travoprostis/Timololis gamoyeneba orsul qalebSi rekomendebuli ar aris. 

fertiloba - ar arsebobs adamianis fertilobaze travoprostis/ Timololis efeqtebis monacemebi. 

Warbi dozireba
samedicino produqtis adgilobrivi dozis gadaWarbeba da toqsikuroba naklebsavaraudoa.

SemTxveviT SigniT miRebis SemTvevaSi, sistemuri beta blokerebis dozis gadaWarbebis simptomebi SeiZleba moicavdes hipotenzias, bronqospazms da gulis ukmarisobas. 
samedicino produqtis dozis gadaWarbebis SemTxvevaSi, mkurnaloba simptomuri da damxmare unda iyos. Timololi ar dializdeba swrafad. 

specialuri usafrTxoebis zomebi ganadgurebisTvis da SenaxvisTvis

specialuri moTxovnebi ar arsebobs. 

urTierTqmedeba sxva samkurnalo saSualebebTan da urTierTqmedebis sxva formebi

travoprostis da Timololis wamlismiri urTierTqmedebis kvlevebi ar Catarebula.

arsebobs hipotenziis an/da mniSvnelovani bradikardiis damatebiTi efeqtis potenciali, rodesac ofTalmologiuri beta blokeris xsnari gamoiyeneba oralur kalciumis arxebis blokerTan, betaadrenergul blokerTan, antiariTmul saSualebebTan (amiodaronis CaTvliT), digitalur glikozidebTan, parasimpaTomimetikebTan, guaneTidinTan erTad. 
beta blokerebis miRebisas SeiZleba gaZlierdes klonidinis uecari moxsnis momatebuli mgrZnobelobis reaqciebi. 
beta blokadis sistemuri efeqtebis gaZliereba (mag., gulis riTmis daqveiTeba, depresia aRwerilia CYP2D6 kombinirebuli inhibitorebiT (mag. qinidini, fluoqsetini, paroqsetini) da TimololiT mkurnalobisas. 

iSviaT SemTxvevebSi aRwerilia midriazi, romelic gamowveulia ofTalmologiuri beta blokerebis da adrenalinis (epinefrini) erTad gamoyenebiT. 

beta blokerebi SeiZleba zrdides antidiabeturi saSualebebis hipoglikemiur efeqtebs. beta blokerebma SeiZleba SeniRbos hipoglikemiis niSnebi da simptomebi. 
SefuTvis tipi da Semadgenloba

2.5ml ofTalmologiuri xsnari SefuTulia 5ml nominaliur moculobis polieTilenis flakonSi, daxurvis sistemiT (tumbo mosaxraxni TavsaxuriT, usafrTxoebis rgoliT). 

flakoni 2.5ml ofTalmologiuri xsnariT da CanarTiT moTavsebulia muyaos kolofSi. 

gansakuTrebuli usafrTxoebis zomebi SenaxvisTvis
Senaxva ar SeiZleba 25°C–ze maRal temperaturaze. 
Senaxvis vada

3 weli. 

gaanadgureT pirveli gaxsnidan 4 kviris Semdeg. 
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