

gamoyenebis instruqcia: informacia pacientisaTvis

bisoprololi normoni 2.5 mg apkiani garsiT dafaruli tabletebi
bisoprololis hemifumarati

medikamentis miRebamde saWiroa gamoyenebis instruqciis yuradRebiT wakiTxva, radgan Seicavs pacientisTvis mniSvnelovan informacias.
· saWiroa instruqciis Senaxva. SesaZloa, warmoiSvas misi xelaxali gacnobis aucilebloba.
· damatebiTi kiTxvebis arsebobisas saWiroa mkurnal eqimTan an farmacevtTan mimarTva.
· medikamenti gankuTvnilia mxolod pacientisaTvis. ar SeiZleba misi sxva pirebisaTvis micema. daavadebis simtomebis msgavsebis miuxedavad, is SeiZleba saziano aRmoCndes maTTvis.
· nebismieri gverdiTi movlenis ganviTarebisas 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 bisoprololi normoni da misi gamoyeneba;
2. ra unda icodes pacientma bisoprololi normonis miRebamde;
3. bisoprololi normonis miRebis wesi;
4. SesaZlo gverdiTi movlenebi;
5. bisoprololi normonis Senaxvis wesi;
6. SefuTvis Semcveloba da sxva informacia.

1. ras warmoadgens bisoprololi normoni da misi gamoyeneba 

bisoprololi miekuTvneba medikamentebis jgufs, e.w. beta-blokatorebs. es medikamentebi gavlenas axdens organizmis pasuxze zogierTi nervuli impulsis mimarT, gansakuTrebiT gulSi. Sedegad, bisoprololi aqveiTebs guliscemis sixSires da guli ufro Zlierad tumbavs sisxls mTels sxeulSi. 
bisoprololi gamoiyeneba:
· maRali arteriuli wnevis (hipertenziis) samkurnalod;
· qronikuli stenokardiis samkurnalod, romelic gamowveulia gulis kunTSi Jangbadis naklebobis gamo;
· gulis stabiluri qronikuli ukmarisobis samkurnalod. is gamoiyeneba sxva medikamentebTan kombinaciaSi. gulis ukmarisoba aris mdgomareoba, rodesac guls ar SeuZlia sakmarisi raodenobis sisxlis gadatumbva organizmis saWiroebis dasakmayofileblad.

2. ra unda icodes pacientma bisoprololi normonis miRebamde

dauSvebelia bisoprololi normonis miReba, Tu romelime zemoT CamoTvlili aReniSneba pacients:
· alergia (hipermgrZnobeloba) bisoprololis an medikamentis sxva romelime ingredientis mimarT (CamoTvlilia me-6 paragrafSi);
· mZime asTma an filtvis mZime qronikuli daavadeba;
· sisxlis cirkulaciis mZime problema kidurebSi (rogoricaa reinos sindromi), romelic iwvevs xelisa da fexis TiTebSi Cxvletis SegrZnebas an sifermkrTales, an cianozs;
· aranamkurnalebi feoqromocitoma - Tirkmelzeda jirkvlis iSviaTi simsivnea;
· metaboluri acidozi, mdgomareoba, romlis drosac didi raodenobiT mJava grovdeba sisxlSi.

· dauSvebelia bisoprololi normonis miReba, Tu pacients aReniSneba gulis Semdegi problemebi:
· gulis mwvave ukmarisoba;
· gulis ukmarisobis gauareseba, romelic saWiroebs intravenuri medikamentebiT Terapias, romlebic zrdian gulis kumSvadobis Zalas;
· Senelebuli guliscema;
· dabali arteriuli wneva;
· gulis garkveuli mdgomareobebi, romlebic iwveven Senelebul guliscemas an araregularul guliscemas;
· kardiogenuri Soki, rac gulis mwvave seriozuli mdgomareobaa da iwvevs dabal arteriul wnevasa da cirkulatorul ukmarisobas.

· gafrTxilebebi da sifrTxilis zomebi
bisoprololi normonis miRebamde saWiroa mkurnal eqimTan mimarTva, Tu pacients aReniSneba romelime qvemoT CamoTvlili mdgomareoba; eqimma SeiZleba daniSnos specialuri mkurnaloba (mag.: daniSnos damatebiTi mkurnaloba, an ufro xSirad moaxdinos pacientis mdgomareobis Semowmeba): 
· diabeti;
· mkacri dieta;
· gulis garkveuli daavadebebi, rogoricaa gulis riTmis darRveva an Zlieri tkivili mkerdis areSi mosvenebis dros (princmetalis stenokardia);
· Tirkmlis an RviZlis daavadebebi;
· kidurebSi sisxlis cirkulaciis naklebad mZime problemebi;
· naklebad mZime bronquli asTma an filtvebis qronikuli daavadeba;
· anamnezSi kanis gamonayari aqercvliT (fsoriazi);
· Tirkmelzeda jirkvlis simsivne (feoqromocitoma);
· farisebri jirkvlis darRvevebi;
· pirveli xarisxis gulis bloki (mdgomareoba, romlis drosac nervuli impulsebis gulSi gamtarebloba irRveva da SesaZloa iwvevdes guliscemis gamotovebas an araregularul guliscemas).

garda amisa, eqims unda ecnobos, Tu pacienti gegmavs:
· desensibilizaciis Terapias (mag.: Tivis cxelebis prevencia), radgan bisoprololi normonma SeiZleba gazardos alergiuli reaqciis ganviTarebis albaToba, an aseTi alergiuli reaqcia SeiZleba iyos ufro mZime;
· anesTezia (mag.: qirurgiuli operaciis gamo), radgan bisoprololi normonma SeiZleba gavlena iqonios organizmis reaqciaze am mdgomareobis mimarT.

· bavSvebi da mozardebi
bisoprololi normoni ar aris rekomendebuli bavSvebsa da mozardebSi gamosayeneblad.

saWiroa eqimTan an farmacevtTan mimarTva bisoprololi normonis miRebamde.
[bookmark: _GoBack]
· sxva medikamentebi da bisoprololi normoni
mkurnal eqims an farmacevts unda ecnobos, Tu pacienti iRebs, uaxles warsulSi iRebda an apirebs, miiRos nebismieri sxva medikamenti. 
qvemoT CamoTvlili medikamentebis miReba ar unda moxdes bisoprolol normonTan erTad, eqimis spcecialuri rekomendaciis gareSe:
· garkveuli medikamentebi, romlebic gamoiyeneba araregularuli an paTologiuri guliscemis samkurnalod (I klasis antiariTmiuli medikamentebi, rogoricaa: qinidini, dizopiramidi, lidokaini, fenitoini, flekainidi, propafenoni);
· garkveuli medikamentebi, romlebic gamoiyeneba maRali arteriuli wnevis, stenokardiis an araregularuli guliscemis dros (kalciumis antagonistebi, rogoricaa verapamili da diltiazemi);
· garkveuli medikamentebi, romlebic gamoiyeneba maRali arteriuli wnevis samkurnalod, rogoricaa: klonidini, meTildofa, moqsonidini, rilmenidini. Tumca, am medikamentebis miReba ar unda Sewydes eqimTan konsultaciis gareSe.

saWiroa eqimTan konsultacia qvemoT CamoTvlili medikamentebis bisoprolol normonTan erTad miRebamde; mkurnalma eqimma ufro xSirad unda Seamowmos pacientis mdgomareoba:
· garkveuli medikamentebi, romlebic gamoiyeneba maRali arteriuli wnevis an stenokardiis samkurnalod (dihidropiridinis tipis kalciumis antagonistebi, rogoricaa felodipini da amlodipini);
· garkveuli medikamentebi, romlebic gamoiyeneba araregularuli an paTologiuri guliscemis samkurnalod (III klasis antiariTmiuli medikamentebi, rogoricaa amiodaroni);
· adgilobrivi gamoyenebis beta-blokatorebi (rogoricaa Timololis Tvalis wveTebi glaukomis samkurnalod);
· garkveuli medikamentebi, romlebic gamoiyeneba magaliTad alchaimeris daavadebis an glaukomis samkurnalod (parasimpaTomimeturi saSualebebi, rogoricaa takrini an karbaqoli) an medikamentebi, romlebic gamoiyeneba gulis mwvave problemebis dros (simpaTomimeturi saSualebebi, rogoricaa izoprenalini da dobutamini);
· antidiabeturi medikamentebi, insulinis CaTvliT;
· saanesTezio saSualebebi (gamoiyeneba, magaliTad, qirurgiuli operaciis dros);
· saTiTuras preparatebi, romlebic gamoiyeneba gulis ukmarisobis samkurnalod;
· arasteroiduli antianTebiTi preparatebi (NSAID), romlebic gamoiyeneba arTritis, tkivilis an anTebis samkurnalod (mag.: ibuprofeni an diklofenaki);
· epinefrini, medikamenti, romelic gamoiyeneba Zalian mZime alergiuli reaqciebisa da gulis gaCerebis dros;
· nebismieri medikamenti, romelic aqveiTebs arteriul wnevas sasurveli an arasasurveli gverdiTi efeqtis saxiT, rogoricaa: antihipertenziuli medikamentebi, depresiis samkurnalo garkveuli medikamentebi (tricikluri antidepresantebi, rogoricaa imipramini an amitriptilini), garkveuli medikamentebi, romlebic gamoiyeneba epilefsiis samkurnalod an anesTeziis dros (barbituratebi, rogoricaa fenobarbitali), an realobasTan kontaqtis dakargviT mimdinare fsiqikuri daavadebis samkurnalo garkveuli medikamentebi (fenoTiazinebi, rogoricaa levomepromazini);
· mefloqvini, gamoiyeneba malariis prevenciisaTvis an samkurnalod.
· depresiis samkurnalo medikamentebi, e.w. monoaminis oqsidazas inhibitorebi (garda mao-B inhibitorebisa), rogoricaa: moklobemidi.

· orsuloba da ZuZuTi kveba 
orsulobis an ZuZuTi kvebis dros, SesaZlo orsulobis an misi dagegmvis SemTxvevaSi saWiroa eqimTan an farmacevtTan konsultacia am medikamentis miRebamde.
arsebobs riski, rom bisoprololi normonma SeiZleba avnos nayofs orsulobis dros misi gamoyenebisas. fexmZimobis an misi dagegmvis SemTxvevaSi saWiroa eqimTan konsultacia. mkurnali eqimi gansazRvravs bisoprololi normonis gamoyenebis mizanSewonilobas orsulobis dros.
ar aris cnobili, gamoiyofa Tu ara bisoprololi dedis rZeSi. amitom, ZuZuTi kveba ar aris rekomendebuli bisoprololi normoniT mkurnalobis dros.

· avtomobilisa da sxva meqanizmebis marTva
avtomobilis an sxva meqanizmebis marTvis unarze SeiZleba gavlena iqonios medikamentma, imisda mixedviT, Tu rogor reagirebs masze pacienti. gansakuTrebuli sifrTxilea saWiro mkurnalobis dasawyisSi, dozis gazrdisas an medikamentis Secvlisas da aseve, alkoholTan kombinirebisas.

· mniSvnelovani informacia sportsmenebisaTvis
sportsmenebi gafrTxilebulebi unda iyvnen, rom medikamenti Seicavs komponents, romelmac SeiZleba gamoiwvios dopingkontrolis dadebiTi Sedegi.

· bisoprololi normoni Seicavs natriums
es medikamenti Seicavs 23 mg-ze (1 mmoli) nakleb natriums erT tabletSi, rac niSnavs, rom faqtobrivad „Tavisufalia natriumisagan“.

3. bisoprololi normonis miRebis wesi

medikamentis miReba yovelTvis unda moxdes zustad eqimis daniSnulebis mixedviT. Tu pacienti ar aris darwmunebuli, saWiroa mkurnal eqimTan an farmacevtTan konsultacia. 
bisoprololi normoniT mkurnaloba saWiroebs regularul samedicino monitorings eqimis mier. es gansakuTrebiT mniSvnelovania mkurnalobis dasawyisSi da dozis momatebisas. 
tabletis miReba unda moxdes wylis miyolebiT diliT, sakvebTan erTad, an mis gareSe. dauSvebelia tabletis gasresva an daReWva. 
bisoprololi normoniT mkurnaloba Cveulebriv xangrZlivia.

zrdasrulebi
maRali arteriuli wnevisa da stenokardiis mkurnaloba
sawyisi dozaa 5 mg erTxel dReSi.
saWiroebis SemTxvevaSi mkurnalma eqimma SeiZleba TandaTan mcirediT gazardos doza (Cveulebriv yovel ramdenime kviraSi) 10 mg-mde an 20 mg-mde.
mkurnaloba arasodes unda Sewydes uecrad, doza TandaTan unda Semcirdes 1-2 kviris ganmavlobaSi.

gulis stabiluri qronikuli ukmarisobis mkurnaloba
bisoprololiT mkurnaloba unda daiwyos dabali doziT da gaizardos TandaTanobiT. mkurnali eqimi gansazRvravs, rogor unda moxdes dozis momateba da es Cveulebriv xdeba Semdegnairad:
· 1.25 mg bisoprololi erTxel dReSi erTi kviris ganmavlobaSi;
· 2.5 mg bisoprololi erTxel dReSi erTi kviris ganmavlobaSi;
· 3.75 mg bisoprololi erTxel dReSi erTi kviris ganmavlobaSi;
· 5 mg bisoprololi erTxel dReSi 4 kviris ganmavlobaSi;
· 7.5 mg bisoprololi erTxel dReSi 4 kviris ganmavlobaSi;
· 10 mg bisoprololi erTxel dReSi SemanarCunebeli TerapiisaTvis.

bisoprololis maqsimaluri rekomendebuli dRiuri dozaa 10 mg.
imisda mixedviT, Tu rogor reagirebs medikamentze pacienti, eqimma SeiZleba gazardos dozebis momatebebs Soris intervali. Tu pacientis mdgomareoba uaresdeba, an pacients aReniSneba medikamentis autanloba, SeiZleba saWiro gaxdes dozis isev Semcireba, an mkurnalobis Sewyveta. zogierTi pacientisaTvis bisoprololis fumaratis 10 mg-ze dabali SemanarCunebeli doza SeiZleba sakmarisi aRmoCndes. 
mkurnali eqimi pacients ganumartavs, rogor unda moiqces. 
Tu mkurnaloba mTlianad unda Sewydes, doza unda Semcirdes TandaTanobiT, winaaRmdeg SemTxvevaSi pacientis mdgomareoba SeiZleba gauaresdes.

Tirkmlis an RviZlis ukmarisoba
Cveulebriv ar aris saWiroa dozis koreqcia Tirkmlis an RviZlis susti an zomieri ukmarisobis mqone pacientebSi. Tirkmlis terminaluri stadiis ukmarisobis dros da RviZlis mZime daavadebis mqone pacientebSi ar unda iqnes gadaWarbebuli dRiuri doza - 10 mg.
dializze myof pacientebSi bisoprololis gamoyenebis gamocdileba SezRudulia; Tumca, ar aris naCvenebi, rom dozirebis sqema unda Seicvalos am tipis pacientebSi.
xandazmuli pacientebi
dozis koreqcia ar aris saWiro.
pediatriuli populacia
ar aris gamocdileba pediatriul pacientebSi bisoprololis gamoyenebis Sesaxeb, amitom is ar aris rekomendebuli bavSvebisaTvis.

· bisoprololi normonis dozis gadaWarbebisas
didi raodenobiT bisoprololi normonis tabletebis miRebisas saWiroa eqimTan dauyovnebliv mimarTva. eqimi gadawyvets, ra zomebis miRebaa aucilebeli.
dozis gadaWarbebis simptomebi SeiZleba moicavdes guliscemis Senelebas, sunTqvis mZime gaZnelebas, Tavbrusxvevas an tremors (sisxlSi Saqris daqveiTebis gamo).
dozis gadaWarbebisas an SemTxveviT miRebisas saWiroa toqsikologiis sainformacio samsaxurSi mimarTva (espaneTis tel.: +34 91 562 04 20) medikamentis saxelwodebisa da miRebuli raodenobis miTiTebiT.

· bisoprololi normonis dozis gamotovebisas
dauSvebelia dozis gaormageba gamotovebulis sanacvlod. Semdegi dozis miReba unda moxdes meore diliT.

· bisoprololi normonis miRebis Sewyvetisas
bisoprololi normonis miReba arasodes unda Sewydes eqimTan konsultaciis gareSe. winaaRmdeg SemTxvevaSi pacientis mdgomareoba SeiZleba gauaresdes.
am medikamentis gamoyenebasTan dakavSirebiT nebismieri damatebiTi kiTxvis arsebobisas saWiroa mkurnal eqimTan an farmacevtTan mimarTva.

4. SesaZlo gverdiTi movlenebi

yvela sxva samkurnalo saSualebebis msgavsad, bisoprololi normonic iwvevs gverdiT movlenebs, Tumca ara yvela pacientSi.
seriozuli reaqciebis Tavidan asacileblad saWiroa eqimTan mimarTva dauyovnebliv, Tu gverdiTi movlena aris mZime, viTardeba uecrad an swrafad uaresdeba. 

yvelaze seriozuli gverdiTi movlenebi dakavSirebulia gulis funqciasTan: 
· guliscemis Seneleba (aRiniSneba 10-dan 1-ze met pacientSi);
· gulis ukmarisobis gauareseba (aRiniSneba 10-dan 1-ze nakleb pacientSi); 
· Senelebuli an araregularuli guliscema (aRiniSneba 10-dan 1-ze nakleb pacientSi),
Tu pacients aReniSneba Tavbrusxveva, sisuste an sunTqvis gaZneleba, saWiroa eqimTan konsultacia, rac SeiZleba swrafad.
damatebiTi gverdiTi efeqtebi CamoTvlilia qvemoT maTi ganviTarebis sixSiris mixedviT:
xSiri (aRiniSneba 10-dan 1-ze nakleb pacientSi):
· daRliloba, sisustis SegrZneba, Tavbrusxveva, Tavis tkivili;
· xelebsa da terfebSi sicivis da dabuJebis SegrZneba;
· dabali arteriuli wneva;
· kuWis an nawlavebis problemebi, rogoricaa gulisreva, Rebineba, diarea an yabzoba.
araxSiri (aRiniSneba 100-dan 1-ze nakleb pacientSi):
· Zilis darRvevebi;
· depresia;
· Tavbrusxveva adgomisas;
· sunTqvis problemebi asTmis an filtvebis qronikuli daavadebis mqone pacientebSi;
· kunTebis sisuste, kunTebis spazmebi.
iSviaTi (aRiniSneba 1.000-dan 1-ze nakleb pacientSi):
· smenis problemebi;
· alergiuli surdo;
· cremldenis Semcireba;
· RviZlis anTeba, romelmac SeiZleba gamoiwvios kanis an Tvalis sklerebis siyviTle. RviZlis fermentebis maRali done (laboratoriuli analizebi (alt an ast);
· RviZlis funqciebis da cximebis donis zogierTi sisxlis analizis normidan gadaxra;
· alergiis msgavsi reaqciebi, rogoricaa qavili, alebi, gamonayari;
· ereqciis darRveva;
· Ramis koSmarebi, halucinaciebi;
· guliswasvla.
Zalian iSviaTi (aRiniSneba 10,000-dan 1-ze nakleb pacientSi):
· Tvalis gaRizianeba da siwiTle (koniunqtiviti;)
· Tmis cvena;
· kanis gamonayaris aqercvliT (fsoriazis) gauareseba: fsoriazis msgavsi gamonayari.

nebismieri gverdiTi efeqtis ganviTarebisas, saWiroa eqimTan an farmacevtTan mimarTva. es moicavs iseT SesaZlo gverdiT movlenebs, romlebic ar aris CamoTvlili instruqciaSi.

gverdiTi movlenebis Sesaxeb Setyobineba
nebismieri gverdiTi movlenis ganviTarebisas saWiroa mkurnal eqimTan an farmacevtTan mimarTva. es moicavs iseT SesaZlo gvediT movlenebs, romlebic ar aris CamoTvlili instruqciaSi, gverdiTi movlenebis Sesaxeb Setyobineba SesaZlebelia espaneTis adamianisaTvis gankuTvnili samkurnalo produqtebis farmakozedamxedevlobis sistemis saSualebiT: www.noificaRAM.es
gverdiTi movlenebis Sesaxeb Setyobineba xels uwyobs wamlis usafrTxoebis Sesaxeb meti informaciis Segrovebas.

5. bisoprololi normonis Senaxvis wesi

inaxeba bavSvebisTvis miuwvdomel adgilas.
inaxeba araumetes 25ºC-ze.

dauSvebelia preparatis miReba kolofze miTiTebuli Senaxvis vadis gasvlis Semdeg, Senaxvis vada gulisxmobs miTiTebuli Tvis bolo dRes.
dauSvebelia preparatis gadagdeba sakanalizacio wyalSi an sayofacxovrebo nagavSi. nebismieri gamouyenebeli SefuTvis an preparatis gadagdeba unda moxdes afTiaqebSi ganTavsebul SIGRE+ konteinerebSi. Tu pacienti ar aris darwmunebuli, nebismieri gamouyenebeli konteineris da preparatis ganadgurebis Sesaxeb informaciis misaRebad unda mimarTos farmacevts. aRniSnuli RonisZiebebi emsaxureba garemos dacvas.

6. SefuTvis Semcveloba da sxva informacia

ras Seicavs bisoprololi normoni
aqtiuri nivTierebaa bisoprololis hemifumarati, bisoprololi normonis TiToeuli tableti Seicavs 2.5 mg bisoprololis hemifumarats.
sxva damxmare nivTierebebia: mikrokristaluri celuloza, simindis saxamebeli, natriumis kroskarmeloza, koloiduri siliciumis dioqsidi, hipromeloza, magniumis stearati, natriumis hidrofosfati, titanis dioqsidi (E171), makrogoli 6000.

bisoprololi normonis gamoSvebis forma da SefuTvis Semcveloba
bisoprololi normoni 2,5 mg apkiani garsiT dafaruli tabletebi TeTri an moTeTro feris, mrgvali, da gamyofi xazis mqone tabletebia. SefuTvaSi moTavsebulia 28 an 100 tableti.
yvela sefuTva gasayidad SeiZleba ar iyos warmodgenili.

savaWro 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)
 
sxva gamoSvebis formebi 
bisoprololi normoni 5 mg apkiani garsiT dafaruli tabletebi
bisoprololi normoni 10 mg apkiani garsiT dafaruli tabletebi

instruqciis Sesworebis ukanaskneli TariRia: 2014 wlis ivlisi

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

preparatis Sesaxeb detaluri da ganaxlebuli informacia xelmisawvdomia medikamentis gamoyenebis instruqciaSi da SefuTvaze arsebuli QR kodis smartfoniT daskanerebiT. aseve am informaciaze wvdoma SesaZlebelia vebgverdze: https://cima.aemps.es/cima/dochtml/p/72163/P_72163.html

