

gamoyenebis instruqcia: informacia pacientebisaTvis

tikagrelori normoni 90 mg apkiani garsiT dafaruli tabletebi

preparatis miRebamde saWiroa gamoyenebis instruqciis yuradRebiT wakiTxva, radgan Seicavs pacientisaTvis mniSvnelovan informacias.
· saWiroa instruqciis Senaxva, SesaZloa warmoiSvas misi xelaxali gacnobis aucilebloba;
· damatebiTi kiTxvebis arsebobisas saWiroa eqimTan an farmacevtTan mimarTva;
· es preparati gankuTvnilia mxolod pacientisaTvis. ar SeiZleba misi micema sxva pirebisaTvis. simptomebis msgavsebis miuxedavad, is SeiZleba saziano aRmoCndes maTTvis;
· nebismieri gverdiTi movlenis ganviTarebisas saWiroa eqimTan an farmacevtTan mimarTva, es moicavs iseT SesaZlo gverdiT movlenebs, romlebic ar aris CamoTvlili instruqciaSi,. ix. paragrafi 4.

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

1. ras warmoadgens tikagrelori normoni da misi gamoyeneba

ras warmoadgens tikagrelori normoni?
tikagrelori normoni Seicavs aqtiur nivTiereba tikagrelors. is miekuTvneba Trombocitebis agregaciis sawinaaRmdego medikamentebis jgufs.

risTvis gamoiyeneba tikagrelori normoni?
tikagrelori normoni acetilsalicilis mJavasTan (Trombocitebis agregaciis sawinaaRmdego sxva agenti) gamoiyeneba mxolod zrdasrulebSi. pacients es medikamenti eniSneba, Tu mas hqonda:
· miokardiumis infarqti an
· arastabiluri stenokardia (stenokardia an mkerdSi tkivili, romelic kargad ar aris gakontrolebuli).
is aqveiTebs ganmeorebiTi miokardiumis infarqtis, insultis ganviTarebis an gulTan da sisxlZarRvebTan dakavSirebuli daavadebiT gamowveuli sikvdilis albaTobas.

rogor moqmedebs tikagrelori normoni?
tikagrelori normoni moqmedebs ujredebze, e.w. “sisxlis firfitebze’ (Trombocitebze). es aris Zalian patara sisxlis ujredebi, romlebic aCereben sisxldenas erTmaneTTan Sewebebis da gaWril an dazianebul sisxlZarRvebSi Zalian patara xvrelebis dacobis gziT. Tumca, Trombocitebs aseve SeuZliaT warmoqmnan Trombebi gulis an Tavis tvinis daavadebul sisxlZarRvebSi. es SeiZleba Zalian saxifaTo iyos, radgan:
· Trombma SeiZleba srulad Sewyvitos sisxlis momarageba, ramac SeiZleba gamoiwvios gulis Seteva (miokardiumis infarqti) an insulti, an
· Trombma SeiZleba nawilobriv daaxSos gulis sisxlZarRvi, rac amcirebs gulSi sisxlis nakads da SeiZleba gamoiwvios mkerdis areSi periodulad tkivili (e.w. “arastabiluri stenokardia”).
tikagrelori xels uSlis Trombocitebis Sewebebas. es aqveiTebs sislis Trombis warmoqmnis, rac aqveiTebs sisxlis nakads, albaTobas

2. ra unda icodes pacientma tikagrelori normonis miRebamde

dauSvebelia tikagrelori normonis miReba:
· Tu pacienti alergiulia tikagreloris an am medikamentis SemadgenlobaSi Semavali sxva romelime ingredientis mimarT (CamonaTvali ix. paragrafSi 6);
· Tu pacients aReniSneba sisxldena;
· Tu pacients gadatanili aqvs insulti, romelic gamowveulia Tavis tvinSi sisxldeniT;
· Tu pacients RviZlis mZime daavadeba aqvs;
· Tu pacienti iRebs romelime qvemoT CamoTvlil medikaments:
· ketokonazoli (gamoiyeneba sokovani infeqciebis samkurnalod)
· klariTromicini (gamoiyeneba baqteriuli infeqciebis samkurnalod);
· nefazodoni (antidepresanti);
· ritonaviri da atazanaviri (gamoiyeneba aiv infeqciis da Sidsis samkurnalod).

dauSvebelia tikagreloris miReba, Tu romelime zemoT CamoTvlili exeba pacients. Tu pacienti ar aris darwmunebuli, unda mimarTos eqims an farmacevts am medikamentis miRebamde.

gafrTxilebebi da sifrTxilis zomebi
tikagrelori normoniT mkurnalobis dawyebamde saWiroa mkurnal eqimTan an farmacevtTan konsultacia.
· Tu pacients sisxldenis gazrdili riski aqvs Semdegi mdgomareobebis gamo:
· uaxles warsulSi gadatanili seriozuli travma;
· uaxles warsulSi gakeTebuli qirurgiuli operacia (maT Soris, stomatologiuri, saWiroa stomatologTan konsultacia);
· mdgomareoba, romelic gavlenas axdens sisxlis Sededebaze;
· uaxles warsulSi kuWidan an nawlavebidan sisxldena (rogoricaa, kuWis wyluli an msxvili nawlavis „polipebi“).
· Tu pacients unda gaukeTdes qirurgiuli operacia (maT Soris, stomatologiuri) tikagreloris miRebisas nebismier dros, radgan izrdebs sisxldenis riski. eqimma SeiZleba Sewyvitos medikamenti operaciamde 5 dRiT adre;
· Tu pacients paTologiurad neli guliscemis sixSire aqvs (Cveulebriv 60 dartyma wuTSi) da jer ar aqvs implantirebuli kardiostimulatori;
· Tu pacients aqvs asTma an filtvebis sxva problemebi, an sunTqvis gauareseba;
· Tu pacients aReniSneba araregularuli sunTqva, rogoricaa sunTqvis gaxSireba, Seneleba an mcire pauzebi sunTqvis dros. eqimi gadawyvets, saWiroebs Tu ara pacienti Semdgom gamokvlevas;
· Tu pacients aReniSneboda RviZlis problemebi an hqonda daavadeba, romelsac SeiZleba gavlena moexdina RviZlze;
· Tu pacientma gaikeTa sisxlis analizi, romelmac aCvena SardmJavas momatebuli done.

Tu pacients exeba romelime zemoT CamoTvlili (an ar aris darwmunebuli), unda mimarTos eqims an farmacevts am medikamentis miRebamde.

Tu pacienti erTdroulad iRebs tikagrelors da heparins:
· eqimma SeiZleba aiRos sisxlis analizi, Tu eWvs miitans hepariniT gamowveul Trombocitebis iSviaT darRvevaze. mniSvnelovania, eqims ecnobos, rom pacienti iRebs tikagrelors da heparins, radgan tikagrelorma SeiZleba gavlena iqonios diagnostikur analizze.

bavSvebi da mozardebi
tikagrelori ar aris rekomendebuli 18 wlamde asakis bavSvebisa da mozardebisaTvis.

sxva medikamentebi da tikagrelori normoni
mkurnal eqims an farmacevts unda ecnobos, Tu pacienti iRebs, axlo warsulSi iRebda an apirebs miiRos nebismieri sxva medikamenti. tikagrelorma SeiZleba gavlena iqonios zogierTi medikamentis moqmedebis meqanizmze da zogierTma medikamentma SeiZleba gavlena moadinos tikagrelorze.

eqims an farmacevts unda ecnobos, Tu pacienti iRebs romelime qvemoT CamoTvlil medikaments:
· rozuvastatini (gamoiyeneba maRali qolesterinis samkurnalod);
· dReSi 40 mg-ze meti simvastatini an lovastatini (gamoiyeneba maRali qolesterinis samkurnalod);
· rifampicini (antibiotiki);
· fenitoini, karbamazepini da fenobarbitali (gamoiyeneba gulyrebis gasakontroleblad);
· digoqsini (gamoiyeneba gulis ukmarisobis samkurnalod);
· ciklosporini (gamoiyeneba organizmis damcvelobiTi unaris dasaqveiTeblad);
· qinidini da diltiazemi (gamoiyeneba ariTmiis dros);
· beta blokatorebi da verapamili (gamoiyeneba maRali arteriuli wnevis samkurnalod);
· morfini da sxva opioidebi (gamoiyeneba Zlieri tkivilis samkurnalod).

gansakuTrebiT, mkurnal eqims an farmacevts unda ecnobos, Tu pacienti iRebs romelime qvemoT CamoTvlil medikaments, romelic zrdis sisxldenis risks:
· “peroraluri antikoagulantebi”, romlebsac xSirad “sisxlis gamaTxevadeblebs” uwodeben, moicavs varfarins;
· arasteroiduli antianTebiTi preparatebi (NSAID), romlebic xSirad miiReba tkivilgamayuCeblebis saxiT, rogoricaa ibuprofeni da naproqseni;
· sertononinis ukumitacebis seleqtiuri inhibitorebi (SSRI), miiReba antidepresantebis saxiT, rogoricaa; paroqsetini, sertralini da citaloprami;
· sxva medikamentebi, rogoricaa ketokonazoli (gamoiyeneba sokovani infeqciebis dros), klariTromicini (gamoiyeneba baqteriuli infeqciebis dros), nefazodoni (antidepresanti), ritonaviri da atazanaviri (gamoiyeneba aiv infeqciis da Sidsis dros), cisapridi (gamoiyeneba gulZmarvis dros), Wvavis rqis alkaloidebi (gamoiyeneba Sakikis da Tavis tkivilis dros).

aseve, eqims unda ecnobos, roca pacienti iRebs tikagrelors, mas SeiZleba hqondes sisxldenis gazrdili riski, Tu eqimi mas dauniSnavs fibrinolizur preparatebs, e.w. “Trombis damSlelebs”, rogoricaa streptokonaza an alteplaza.

orsuloba da ZuZuTi kveba 
ar aris rekomendebuli tikagreloris gamoyeneba, Tu pacienti orsulad aris an SeiZleba iyos orsulad. qalebma unda gamoiyenon Casaxvis sawinaaRmdego Sesabamisi zomebi orsulobis Tavidan asacileblad am medikamentiT mkurnalobis ganmavlobaSi.

mkurnal eqims unda ecnobos, Tu pacienti ZuZuTi kvebavs bavSvs. mkurnali eqimi pacientTan erTad ganixilavs tikagreloris benefitebsa da riskebs ZuZuRi kvebis dros.

orsulobis an ZuZuTi kvebis dros, SesaZlo orsulobis an misi dagegmvis SemTxvevaSi saWiroa eqimTan an farmacevtTan konsultacia am medikamentis miRebamde.

avtomobilisa da sxva meqanizmebis marTva
ar aris mosalodneli, rom tikagrelorma gavlena iqonios avtomobilis an sxva meqanizmebis marTvis unarze. Tu pacients am medikamentis miRebisas aReniSneba Tavbrusxveva an cnobierebis dabindva, sifrTxilea saWiro avtomobilis an sxva meqanizmebis marTvisas.
3. tikagrelori normonis miRebis wesi

medikamentis miReba yovelTvis unda moxdes zustad eqimis daniSnulebis mixedviT. Tu pacienti ar aris darwmunebuli, unda mimarTos eqims an farmacevts.

ra raodenobiT miiReba medikamenti
· sawyisi dozaa ori tableti erTdroulad (datvirTviTi doza 180 mg). es doza Cveulebriv miiReba hospitalSi;
· am sawyisi dozis Semdeg Cveulebrivi dozaa 90 mg orjer dReSi 12 Tvemde, sanam eqimi ar Secvlis daniSnulebas;
· medikamentis miReba unda moxdes yoveldRe, erTsa da imave dros (mag.: erTi tableti diliT da erTi saRamos).

tikagrelori normonis miReba sisxlis Sededebis sawinaaRmdego sxva medikamentebTan erTad
eqimi Cveulebriv daniSnavs acetilsalicilis mJavas. es aris nivTiereba, romelic Sedis sisxlis Sededebis sawinaaRmdego bevr medikamentSi. mkurnali eqimi gansazRvravs dozas (Cveulebriv 75 mg-150 mg dReSi).

rogor miiReba tikagrelori normoni
· medikamentis miReba SeiZleba sakvebTan erTad an kvebisgan damoukideblad;
· 56-tabletiani SefuTvisaTvis pacientma unda Seamowmos, rodis miiRo tikagrelori normonis bolo tableti blisterze daxedviT. blisterze aris simbolo mze (dila) da mTvare (saRamo). es pacients mianiSnebs, rodis miiRo doza.

Tu pacients uWirs tabletis gadaylapva
Tu pacients uWirs tabletis gadaylapva, SeiZleba misi gasresva da Sereva wyalTan Semdegnairad:
· tableti unda gaisrisos wvrili fxvnilis saxiT;
· fxvnili unda Caiyaros naxevar Wiqa wyalSi;
· saWiroa misi SenjRreva da maSinaTve daleva;
· imisTvis, rom medikamenti ar darCes WiqaSi, cariel WiqaSi unda Caisxas naxevari Wiqa wyali da dailios.
Tu pacienti hospitalSi imyofeba, tableti SeiZleba miscen wyalTan Sereuli da nazogastraluri zondis saSualebiT.

tikagrelori normonis dozis gadaWarbebisas
tikagreloris didi raodenobiT miRebisas saWiroa eqimTan an hospitalSi dauyovnebliv mimarTva. pacientma Tan unda iqonios medikamentis SefuTva. pacients SeiZleba sisxldenis gazrdili riski hqondes.
dozis gadaWarbebisas an SemTxveviT miRebisas, saWiroa eqimTan an farmacevtTan dauyovnebliv mimarTva an toqsikologiis sainformacio samsxurSi darekva, espaneTis tel.: +34 91 562 04 20, medikamentis saxelwodebisa da miRebuli raodenobis miTiTebiT. 

tikagrelori normonis miRebis daviwyebisas
· medikamentis dozis miRebis daviwyebisas unda moxdes Semdegi dozis miReba Cveul dros.
· dauSvebelia dozis gaormageba gamotovebuli dozis sanacvlod.

tikagrelori normoniT mkurnalobis Sewyvetisas
tikagreloris miReba ar unda Sewydes eqimTan konsultaciis gareSe. medikamentis miReba unda moxdes regularulad da eqimis mier daniSnuli xangrZlivobiT. tikagreloris miRebis Sewyvetisas SeiZleba gaizardos ganmeorebiTi miokardiumis infarqtis an insultis ganviTarebis an gulis an sisxlZarRvebis daavadebasTan dakavSirebuli sikvdilis albaToba.

damatebiTi kiTxvebis arsebobisas am produqtis gamoyenebasTan dakavSirebiT, saWiroa eqimTan an farmacevtTan mimarTva.

4. SesaZlo gverdiTi movlenebi 

yvela sxva preparatis msgavsad am medikamentmac SesaZlebelia gamoiwvios gverdiTi efeqtebi, Tumca isini yvelas ar uviTardeba. am medikamentis miRebisas SeiZleba ganviTardes Semdegi gverdiTi movlenebi:
tikagrelori gavlenas axdens sisxlis Sededebaze, amitom yvelaze xSiri gverdiTi movlenebi dakavSirebulia sisxldenasTan. sisxldena SeiZleba ganviTardes sxeulis nebismier nawilSi. zogierTi sisxldena xSiria (rogoricaa sisxlCaqcevebi da cxviridan sisxldena). Zlieri sisxldena ar aris xSiri, magram SeiZleba sicocxlisaTvis saxifaTo iyos.

saWiroa eqimTan dauyovnebliv mimarTva, Tu pacients aReniSneba romelime qvemoT CamoTvlili – pacienti SeiZleba saWiroebdes gadaudebel samedicino daxmarebas:
· sisxldena Tavis tvinSi da Tavis qalaSi araxSiri gverdiTi movlenaa da SeiZleba gamoiwvios insultis niSnebi, rogoricaa:
· uecrad ganviTarebuli xelebis, fexebis an saxis dabuJeba an sisuste, gansakuTrebiT sxeulis cal mxares;
· uecrad ganviTarebuli cnobierebis dabindva, laparakis an sxvebis laparakis gacnobierebis garTuleba;
· siarulis uecrad gaZneleba an wonasworobis an koordinaciis dakargva;
· uecrad ganviTarebuli Tavbrusxvev an Zlieri Tavis tkivili cnobili mizezis gareSe.
· sisxldenis niSnebi, rogoricaa:
· sisxldena, romelic Zlieria da ver kontroldeba;
· moulodneli sisxldena an gaxangrZlivebuli sisxldena;
· vardisferi, wiTeli an yaviseri Sardi;
· Rebineba wiTeli sisxliT an „yavis marcvlebis“ msgavsi masiT;
· wiTeli an Savi ganavali („kuprisferi“);
· xvela an Rebineba sisxlis koltebiT.
· guliswasvla (sinkope)
· cnobierebis droebiTi dakargva Tavis tvinSi sisxlis nakadis uecrad daqveiTebis gamo (xSiri).
· sisxlis Sededebis problemis niSnebi, e.w. Trombozuli Trombocitopeniuri purpura (TTP), rogoricaa:
· cxeleba da iasamnisferi laqebi (purpura) kanze an piris RruSi kanis an Tvalebis gayviTlebasTan (siyviTle) erTad an mis gareSe, auxsneli ukiduresi daRliloba an cnobierebis dabindva.

pacientma eqimTan unda ganixilos, Tu aReniSneba romelime qvemoT CamoTvlili:
· qoSinis SegrZneba – Zalian xSiri. SeiZleba gamowveuli iyos gulis daavadebiT an sxva mizeziT, an SeiZleba tikagreloris gverdiTi movlena iyos. tikagrelorTan dakavSirebuli qoSini ZiriTadad sustia da xasiaTdeba uecari, moulodneli haeris ukmarisobiT mosvenebisas da SeiZleba ganviTardes Terapiis pirvel kvirebSi da SeiZleba gaqres. Tu pacients qoSini uaresdeba an xangrZlivad grZeldeba, saWiroa eqimTan konsultacia. eqimi gadawyvets, pacienti saWiroebs Tu ara mkurnalobas an Semdgom gamokvlevebs.

Zalian xSiri (SeiZleba aRiniSnos 10-dan 1-ze met pacientSi)
· SardmJavas maRali done sisxlSi (Cans sisxlis analizebSi);
· sisxldena, romelic gamowveulia sisxlis paTologiebiT.

xSiri (SeiZleba aRiniSnos 10-dan 1-ze nakleb pacientSi)
· sisxlCaqceva;
· Tavis tkivili;
· Tavbrusxveva an trialis SegrZneba;
· faRaraTi an dispefsia;
· gulisreva;
· yabzoba;
· gamonayari;
· qavili;
· saxsrebis Zlieri tkivili da SeSupeba – es aris podagris niSnebi;
· Tavbrusxveva an gabrueba, mxedvelobis dabindva – es sisxlis dabali wnevis niSnebia;
· cxviridan sisxldena;
· sisxldena operaciis an kanis gaWris (mag.: gaparsvis) Semdeg an Wrilobis Semdeg ufro xSirad, vidre normaluria;
· sisxldena kuWidan (wyluli);
· sisxldena RrZilebidan.

araxSiri (SeiZleba aRiniSnos 100-dan 1-ze nakleb pacientSi)
· alergiuli reaqcia – gamonayari, qavili an saxis an tuCebis/enis SeSupeba, SeiZleba alergiuli reaqciis niSnebi iyos;
· cnobierebis dabindva;
· mxedvelobis problemebi, romlebic gamowveulia TvalSi sisxlCaqceviT;
· vaginaluri sisxldena, romelic aris Zlieri an viTardeba normaluri menstrualuri sisxldenisgan sxva periodSi;
· sisxldena saxsrebSi da kunTebSi, romelic iwvevs mtkivneul SeSupebas;
· sisxldena yurSi;
· Sinagani sisxldena, romelic iwvevs Tavbrusxvevas an gabruebas.

sixSire ucnobia (sixSiris Sefaseba ver xerxdeba arsebuli monacemebis safuZvelze)
· Zalian dabali guliscemis sixSire (Cveulebriv wuTSi 60 dartymaze naklebi)

gverdiTi movlenebis Sesaxeb Setyobineba
nebismieri gverdiTi movlenis ganviTarebisas saWiroa mkurnal eqimTan an farmacevtTan mimarTva. es moicavs iseT SesaZlo gverdiT movlenebs, romlebic ar aris CamoTvlili instruqciaSi. gverdiTi movlenebis Sesaxeb Setyobineba SesaZlebelia espaneTis adamianisaTvis gankuTvnili samkurnalo produqtebis farmakozedamxedevlobis sistemis saSualebiT: https://www.noificaram.es.
gverdiTi movlenebis Sesaxeb Setyobineba xels uwyobs wamlis usafrTxoebis Sesaxeb meti informaciis Segrovebas.
 
5. tikagrelori normonis Senaxvis wesi

medikamenti inaxeba bavSvebisaTvis miuwvdomel adgilas.
dauSvebelia preparatis gamoyeneba blisterze da SefuTvaze miTiTebuli Senaxvis vadis gasvlis Semdeg, Senaxvis vada gulisxmobs miTiTebuli Tvis bolo dRes.
es medikamenti ar saWiroebs Senaxvis specialur pirobebs.
dauSvebelia preparatis gadagdeba sakanalizacio wyalSi an sayofacxovrebo nagavSi. nebismieri gamouyenebeli konteineris an preparatis gadagdeba unda moxdes afTiaqebSi arsebul SIGRE+ simboloTi aRniSnul adgilas. Tu pacienti ar aris darwmunebuli, nebismieri gamouyenebeli preparatis an konteinerebis ganadgurebis Sesaxeb informaciis misaRebad unda mimarTos farmacevts. aRniSnuli RonisZiebebi emsaxureba garemos dacvas.

6. SefuTvis Semcveloba da sxva informacia

ras Seicavs tikagrelori normoni 
· aqtiuri nivTierebaa tikagrelori. TiToeuli apkiani garsiT dafaruli tableti Seicavs 90 mg tikagrelors.
· sxva damxmare nivTierebebia:
tabletis SigTavsi: manitoli (E421), mikrokristaluri celuloza, hidroqsipropilceluloza, kalciumis karmeloza da magniumis stearati.
apkiani garsi: hipromeloza, propilenglikoli (E1520), talki da rkinis yviTeli oqsidi (E-172).

tikagrelori normonis gamoSvebis forma da SefuTvis Semcveloba
tabletebi aris mrgvali, ormxrivamoburculi, yviTeli feris, apkiani garsiT dafaruli, aRniSvniT „90“ cal mxares da meore mxare – sada.
tikagrelori normoni xelmisawvdomia SefuTvebiT, romlebic Seicaven 56 an 100 (hospitaluri SefuTva) tablets aluminis/pvq-pvdq blisterebze (mzis/mTvaris simboloebiT 56-tabletian SefuTvaze).

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 kantosi – madridi (espaneTi)

instruqciis Sesworebis ukanaskneli TariRia: 2024 wlis Tebervali

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