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gamoyenebis instruqcia: informacia pacientisaTvis

rozuvastatini + ezetimibi roveziqsi, 5 mg + 10 mg, kafsulebi
rozuvastatini + ezetimibi roveziqsi, 10 mg + 10 mg, kafsulebi
rozuvastatini + ezetimibi roveziqsi, 20 mg + 10 mg, kafsulebi

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

instruqciaSi mocemulia:
1. ras warmoadgens rozuvastatini + ezetimibi roveziqsi da misi gamoyeneba;
2. ra unda icodes pacientma rozuvastatini + ezetimibi roveziqsis miRebamde;
3. rozuvastatini + ezetimibi roveziqsis miRebis wesi;
4. SesaZlo gverdiTi movlenebi;
5. rozuvastatini + ezetimibi roveziqsis Senaxvis wesi;
6. SefuTvis Semcveloba da sxva informacia.

1. ras warmoadgens rozuvastatini + ezetimibi roveziqsi da misi gamoyeneba 
rozuvastatini + ezetimibi roveziqsi Seicavs or sxvadasxva aqtiur nivTierebas erT kafsulaSi. erTi aqtiuri nivTierebaa rozuvastatini, romelic miekuTvneba medikamentebis jgufs e.w. statinebs, xolo meore aqtiuri nivTierebaa ezetimibi.

rozuvastatini + ezetimibi roveziqsi aris medikamenti, romelic gamoiyeneba saerTo qolesterinis, “cudi” qolesterinis (LDL (dsl) qolesterini) da cximovani nivTierebebis, e.w. trigliceridebis, donis dasaqveiTeblad sisxlSi. is aseve zrdis “kargi” qolesterinis (HDL (msl) qolesterini) dones sisxlSi. es medikamenti qolesterinis dones aqveiTebs ori gziT: is amcirebs qolesterinis dones, romelic Seiwoveba kuw-nawlavis traqtSi, aseve – qolesterinis dones, romelsac gamoimuSavebs organizmi.

adamianebis umetesoba ver grZnobs maRali qolesterinis dones, radgan is ar iwvevs raime simptoms. Tumca, Tu ar moxdeba misi mkurnaloba, cximovani depozitebi SeiZleba dagrovdes sisxlZarRvebis kedlebze da gamoiwvios maTi Seviwroeba.
zogjer Seviwroebuli sisxlZarRvi SeiZleba daixSos, rac iwvevs gulis an Tavis tvinis sisxlmomaragebis Sewyvetas da Sedegad - miokardiumis infarqts an insults (CVA). qolesterinis donis daqveiTebiT mcirdeba miokardiumis infarqtis, insultis (CVA) an maTTan dakavSirebuli janmrTelobis problemebis ganviTarebis riski.

rozuvastatini + ezetimibi roveziqsi iniSneba im pacientebSi, romlebSic qolesterinis done ver kontroldeba mxolod qolesterinis donis damwevi dietiT. am medikamentiT mkurnalobis ganmavlobaSi unda gagrZeldes qolesterinis donis damwevi dietis dacva. mkurnalma eqimma rozuvastatini + ezetimibi roveziqsi SeiZleba daniSnos, Tu pacienti ukve iRebs rozuvastatins da ezetimibs imave dozebiT. 

rozuvastatini + ezetimibi roveziqsi gamoiyeneba, Tu pacients aReniSneba:
· qolesterinis maRali done sisxlSi (pirveladi hiperqolesterinemia);
· gulis daavadebebi, rozuvastatini + ezetimibi roveziqsi amcirebs miokardiumis infarqtis, insultis risks, gulis sisxliT momaragebis gasaumjobeseblad qirurgiuli Carevis an mkerdis areSi tkivilis gamo hospitalizaciis risks.
rozuvastatini + ezetimibi roveziqsi ar uwyobs xels wonis klebas.

2. ra unda icodes pacientma rozuvastatini + ezetimibi roveziqsis miRebamde
dauSvebelia rozuvastatini + ezetimibi roveziqsis miReba:
· Tu pacienti alergiulia rozuvastatinis, ezetimibis an medikamentis sxva romelime ingredientis mimarT (CamonaTvali ix. me-6 paragrafSi);
· Tu pacients aReniSneba RviZlis problemebi;
· Tu pacients aReniSneba Tirkmlis mZime daavadeba;
· Tu pacients aReniSneba kunTebis ganmeorebiTi an auxsneli xasiaTis tkivilebi (miopaTia);
· Tu pacienti iRebs ciklosporins (gamoiyeneba, magaliTad, organos gadanergvis dros).
· orsulobis an ZuZuTi kvebis dros. Tu rozuvastatini + ezetimibi roveziqsiT mkurnalobis periodSi dadga orsuloba, dauyovnebliv unda Sewydes medikamentis miReba da unda ecnobos mkurnal eqims. rozuvastatini + ezetimibi roveziqsiT mkurnalobis dros saWiroa Casaxvis sawinaaRmdego Sesabamisi saSualebebis gamoyeneba fexmZimobisgan dasacavad (ix. qvemoT paragrafi orsuloba da ZuZuTi kveba);
· Tu pacients anamnezSi aqvs Zlieri gamonayari an kanis aqercvla, piris RruSi buStukebis da/an wylulebis ganviTareba rozuvastatini + ezetimibi roveziqsis an sxva msgavsi medikamentebis miRebis Semdeg.
Tu romelime zemoT CamoTvlili aReniSneba pacients (an ar aris darwmunebuli), unda mimarTos mkurnal eqims.

gafrTxilebebi da sifrTxilis zomebi
rozuvastatini + ezetimibi roveziqsiT mkurnalobis dawyebamde saWiroa eqimTan an farmacevtTan konsultacia
· Tu pacients Tirkmelebis problemebi aqvs;
· Tu pacients RviZlis problemebi aqvs;
· Tu pacients aqvs kunTebis ganmeorebiTi an auxsneli xasiaTis spazmebi an tkivilebi, pirad an ojaxur anamnezSi aqvs kunTebis problemebi, an aReniSneboda kunTebis problemebi qolesterinis donis damwevi sxva medikamentebis miRebisas. saWiroa eqimTan dauyovnebliv mimarTva, Tu pacients aReniSneba kunTebis auxsneli genezis spazmebi an tkivilebi, gansakuTrebiT, Tu pacients aReniSneba sisuste an cxeleba. aseve, mkurnal eqims an farmacevts unda ecnobos, Tu pacients aReniSneba kunTebis mudmivi xasiaTis sisuste;
· Tu pacients aqvs an hqonda miasTenia (daavadeba, romelic iwvevs kunTebis generalizebul sisutes, maT Soris zogierT SemTxvevaSi sunTqvaSi monawile kunTebis sisustes) an Tvalis miasTenias (daavadeba, romelic iwvevs Tvalis kunTebis sisustes), radgan statinebma SeiZleba daamZimon daavadeba an gamoiwvion miasTeniis ganviTareba (ix. paragrafi 4);
· Tu pacienti aziuri warmomavlobisaa (iaponeli, Cineli, filipineli, vietnameli, koreeli an indoeli). am SemTxvevaSi eqimi SearCevs rozuvastatini + ezetimibi roveziqsis pacientisaTvis Sesaferis dozas;
· Tu pacienti iRebs medikamentebs, romlebic gamoiyeneba aiv infeqciis an C hepatitis infeqciis samkurnalod, rogoricaa mag.: lopinaviri/ritonaviri da/an atazanaviri simeprevirTan erTad. ix. agreTve “sxva medikamentebi da rozuvastatini + ezetimibi roveziqsi”;
· Tu pacients aReniSneba sunTqvis mZime ukmarisoba;
· Tu pacienti qolesterinis donis dasaqveiTeblad iRebs sxva medikamentebs, e.w. fibratebs. ix. “sxva medikamentebi da rozuvastatini + ezetimibi roveziqsi”;
· Tu pacienti regularulad iRebs didi raodenobiT alkohols;
· Tu pacients aReniSneba farisebri jirkvlis funqciis darRveva (hipoTireozi);
· Tu pacienti 70 welze meti asakisaa (am SemTxvevaSi eqimi SearCevs rozuvastatini + ezetimibi roveziqsis saWiro dozas).
· Tu pacienti iRebs an ukanaskneli 7 dRis ganmavlobaSi iRebda medikaments, romelic Seicavs fuzidis mJavas (baqteriuli infeqciis samkurnalod), peroralurad an ineqciis saxiT. fuzidis mJavisa da rozuvastatini + ezetimibi roveziqsis erTdroulma miRebam SeiZleba gamoiwvios kunTebis mZime daavadeba (rabdomiolizi).
roveziqsTan mkurnalobasTan kavSirSi aRweril iqna kanis seriozuli reaqciebi, maT Soris stivens-jonsonis sindromi da wamlismieri reaqcia eozinofiliiTa da sistemuri simptomebiT (DRESS). rozuvastatini + ezetimibi roveziqsiT mkurnaloba unda Sewydes da saWiroa eqimTan dauyovnebliv mimarTva samedicino daxmarebisaTvis, Tu pacients aReniSneba me-4 paragrafSi aRwerili romelime simptomi.

Tu romelime zemoT CamoTvlili aReniSneba pacients (an ar aris darwmunebuli): saWiroa eqimTan an farmacevtTan konsultacia rozuvastatini + ezetimibi roveziqsis nebismieri dozis miRebamde.

mcire raodenobis pacientebSi statinebma SeiZleba gavlena iqonion RviZlze, amis gansazRvra xdeba martivi analiziT, romliTac vlindeba RviZlis fermentebis momatebuli done sisxlSi. am mizniT, rozuvastatini + ezetimibi roveziqsiT mkurnalobis dawyebamde da mkurnalobis ganmavlobaSi saWiroa sisxlis analizis (RviZlis funqciuri sinjebis) regularulad Semowmeba. saWiroa eqimTan mimarTva daniSnuli laboratoriuli kvlevebis Casatareblad.

medikamentiT mkurnalobis ganmavlobaSi saWiroa pacientis yuradRebiTi monitoringi, Tu mas aReniSneba diabeti an imyofeba misi ganviTarebis riskis qveS. diabetis ganviTarebis riski maRalia, Tu pacients sisxlSi Saqris da cximebis maRali done aqvs, Warbwoniania da aReniSneba maRali arteriuli wneva. 

hospitalizaciis an sxva daavadebis mkurnalobis SemTxvevaSi samedicino personals unda ecnobos, rom pacienti iRebs rozuvastatini + ezetimibi roveziqss.

bavSvebi da mozardebi
rozuvastatini + ezetimibi roveziqsi ar aris rekomendebuli bavSvebsa da 18 wlamde asakis mozardebSi.

sxva medikamentebi da rozuvastatini + ezetimibi roveziqsi
mkurnal eqims an farmacevts unda ecnobos im medikamentebis Sesaxeb, romelTac pacienti iRebs, axlo warsulSi iRebda an apirebs, rom miiRos. 
mkurnal eqims unda ecnobos, Tu pacienti iRebs romelime qvemoT CamoTvlil medikaments:
· ciklosporini (gamoiyeneba mag., organos transplantaciis Semdeg gadanergili organos mocilebis prevenciisaTvis. rozuvastatinis efeqti Zlierdeba erTdrouli miRebis Semdeg). rozuvastatini + ezetimibi roveziqsis miReba ar unda moxdes, sanam miiReba ciklosporini;
· antikoagulantebi, mag.: varfarini, acenokumaroli an fluindioni (maTi sisxlis gamaTxevadebeli moqmedeba an sisxldenis riski SeiZleba gaizardos am medikamentTan erTad miRebisas), tikagrelori an klopidogreli;
· qolesterinis donis damwevi sxva medikamentebi, e.w. fibratebi, romlebic aseve axdenen trigliceridebis donis koreqcias sisxlSi (rogoricaa gemfibrozili da sxva fibratebi). maTi erTdrouli miRebisas rozuvastatinis efeqti Zlierdeba;
· qolestiramini (qolesterinis donis damwevi medikamenti), radgan is gavlenas axdens ezetimibze;
· virusuli infeqciebis, maT Soris aiv infeqciis an C hepatitis, samkurnalo medikamentebi (ix. “gafrTxilebebi da sifrTxilis zomebi”)., calke an kombinaciaSi: ritonaviri lopinaviri, atanazaviri, simepreviri, ombitazviri, paritapreviri, dasubaviri, velpatazviri, grazopreviri, elbasviri, glekapreviri, pibrentazviri;
· dispefsiis sawinaaRmdego saSualebebi, romlebic Seicaven alumins an magniums (gamoiyeneba kuWis mJavis neitralizaciisaTvis kuWSi; aqveiTebs rozuvastatinis dones plazmaSi). es efeqti SeiZleba Semcirdes, Tu pacienti iRebs am tipis medikaments rozuvastatinis miRebidan 2 saaTis ganmavlobaSi;
· eriTromicini (antibiotiki) - rozuvastatinis efeqti qveiTdeba erTdrouli miRebisas;
· fuzidis mJava – Tu fuzidis mJavis miReba aucilebelia baqteriuli infeqciis samkurnalod, unda Sewydes am medikamentiT mkurnaloba. mkurnali eqimi acnobebs pacients, rodis SeiZleba rozuvastatini + ezetimibi roveziqsis miRebis ganaxleba. 
· rozuvastatini + ezetimibi roveziqsis miRebam fuzidis mJavasTan erTad iSviaT SemTxvevebSi SeiZleba gamoiwvios kunTebis sisuste, daWimuloba an tkivili (rabdomiolizi). rabdomiolizis Sesaxeb damatebiTi informacia ix. me-4 paragrafSi.
· peroraluri kontraceptivebi (Casaxvis sawinaRmdego abebi). izrdeba abebidan Sewovili sasqeso hormonebis done;
· hormonCanacvlebiTi Terapia (izrdeba hormonebis done sisxlSi);
· regorafenibi (gamoiyeneba kibos samkurnalod);
· simepreviri (gamoiyeneba qronikuli C hepatitis samkurnalod).
hospitalizaciis an sxva daavadebis mkurnalobis SemTxvevaSi samedicino personals unda ecnobos, rom pacienti iRebs rozuvastatini + ezetimibi roveziqss.

orsuloba, ZuZuTi kveba da reproduqciuli unari
orsulobis an ZuZuTi kvebis dros, SesaZlo orsulobis an misi dagegmvis SemTxvevaSi saWiroa eqimTan an farmacevtTan konsultacia am medikamentis miRebamde.

orsuloba
dauSvebelia rozuvastatini + ezetimibi roveziqsis miReba orsulobis dros, orsulobis dagegmvis an SesaZlo fexmZimobis dros. Tu rozuvastatini + ezetimibi roveziqsiT mkurnalobis periodSi dadga orsuloba, dauyovnebliv unda Sewydes medikamentis miReba da unda ecnobos mkurnal eqims. rozuvastatini + ezetimibi roveziqsiT mkurnalobis ganmavlobaSi saWiroa Casaxvis sawinaaRmdego Sesabamisi saSualebebis gamoyeneba fexmZimobisgan dasacavad.

ZuZuTi kveba
dauSvebelia rozuvastatini + ezetimibi roveziqsis miReba ZuZuTi kvebis dros, radgan ar aris cnobili es medikamenti gamoiyofa Tu ara dedis rZeSi.

avtomobilisa da sxva meqanizmebis marTva
ar aris mosalodneli, rom rozuvastatini + ezetimibi roveziqsi gavlenas moaxdens avtomobilisa da sxva meqanizmebis marTvis unarze. Tumca gaTvaliswinebul unda iqnes, rom zogierT pirs rozuvastatini + ezetimibi roveziqsis miRebis Semdeg aReniSneba Tavbrusxveva. Tu viTardeba Tavbrusxveva, avtomobilisa da sxva meqanizmebis marTvis dawyebamde saWiroa eqimTan konsultacia.

rozuvastatini + ezetimibi roveziqsi Seicavs laqtozas 
Tu pacients aReniSneba zogierTi Saqris autanloba, saWiroa mkurnal eqimTan an farmacevtTan konsultacia am samkurnalo produqtis miRebamde.

rozuvastatini + ezetimibi roveziqsi Seicavs natriums
es medikamenti Seicavs 1 mmol-ze (23 mg) nakleb natriums erT kafsulaSi, rac niSnavs, rom faqtobrivad “Tavisufalia natriumisagan”.

3. rozuvastatini + ezetimibi roveziqsis miRebis wesi
medikamentis miReba yovelTvis unda moxdes zustad eqimis an farmacevtis miTiTebebis Sesabamisad. Tu pacienti ar aris darwmunebuli, unda mimarTos mkurnal eqims an farmacevts. 

rozuvastatini + ezetimibi roveziqsiT mkurnalobis dros unda gagrZeldes qolesterinis donis damwevi dietis dacva da fizikuri datvirTva.

zrdasrulebSi rekomendebuli dRiuri dozaa miTiTebuli dozis erTi tableti.
rozuvastatini + ezetimibi roveziqsi miiReba erTxel dReSi.
medikamenti miiReba dRis nebismier dros, Wamis dros an kvebisagan damoukideblad. TiToeuli tableti unda gadaiylapos mTlianad, Wiqa wylis miyolebiT. medikamentis miReba unda moxdes yoveldRe, erTsa da imave dros.

rozuvastatini + ezetimibi roveziqsi ar aris gankuTvnili sawyisi mkurnalobisaTvis. mkurnalobis dawyeba an dozis koreqcia aucileblobis SemTxvevaSi unda moxdes calkeuli aqtiuri nivTierebebis miRebiT da Sesabamisi dozebis gansazRvris Semdeg ganxilul unda iqnes rozuvastatini + ezetimibi roveziqsze gadasvla Sesabamisi dozirebiT.

qolesterinis donis regularuli kontroli
mniSvnelovania eqimTan regularulad viziti qolesterinis donis regularuli kontrolisaTvis, raTa Semowmdes miRweuli da SenarCunebulia Tu ara qolesterinis sasurveli done.

rozuvastatini + ezetimibi roveziqsis dozis gadaWarbebisas
saWiroa mkurnal eqimTan an uaxloesi hospitlis emerjensis ganyofilebaSi mimarTva, radgan SeiZleba saWiro gaxdes samedicino daxmareba.

rozuvastatini + ezetimibi roveziqsis miRebis daviwyebisas
pacientma ar unda iRelvos, gamotovebul unda iqnes daviwyebuli doza da Semdegi dagegmili dozis miReba unda moxdes Cveul dros. 
ar SeiZleba dozis gaormageba gamotovebulis sanacvlod. 

rozuvastatini + ezetimibi roveziqsiT mkurnalobis Sewyvetisas
saWiroa eqimTan konsultacia, Tu pacients surs rozuvastatini + ezetimibi roveziqsiT mkurnalobis Sewyveta. rozuvastatini + ezetimibi roveziqsis miRebis Sewyvetam SeiZleba gamoiwvios qolesterinis donis isev momateba.

damatebiTi kiTxvebis arsebobisas am medikamentis gamoyenebasTan dakavSirebiT saWiroa mkurnal eqimTan an farmacevtTan mimarTva. 

4. SesaZlo gverdiTi movlenebi
mniSvnelovania, pacientma icodes, Tu romeli gverdiTi movlenebi SeiZleba ganviTardes. rozuvastatini + ezetimibi roveziqsis miReba unda Sewydes da saWiroa gadaudebeli samedicino daxmarebis aRmoCena, Tu ganviTarda romelime qvemoT CamoTvlili mdgomareoba:
· saxis, tuCebis, enis da/an xorxis SeSupeba, romelmac SeiZleba gamoiwvios sunTqvis da ylapvis gaZneleba;
· samiznis msgavsi, araamoburculi gamonayari an mrgvali mowiTalo laqebi sxeulze, xSirad centrSi buStukebiT, kanis aqercvliT, pirSi, yelSi, cxvirSi, sasqeso organoebze da Tvalebze wylulebiT. aseT gamonayars SeiZleba win uZRodes cxeleba an gripis simptomebi (stivens-jonsonis sindromi);
· gavrcelebuli gamonayari, sxeulis maRali temperatura da limfuri kvanZebis gadideba (DRESS-sindromi an wamlismieri hipermgrZnobelobis sindromi)

rozuvastatini + ezetimibi roveziqsis miReba unda Sewydes da saWiroa eqimTan dauyovnebliv mimarTva,  Tu pacients aReniSneba romelime qvemoT CamoTvlili simptomi:
· wiTeli mgluras msgavsi sindromi (moicavs kanze gamonayars, saxsrebis dazianebas da sisxlis yjredebze efeqtebs);
· kunTis gawyveta.

saWiroa eqimTan dauyovnebliv mimarTva, Tu pacients aReniSneba kunTebis uCveulo tkivili, romelic grZeldeba mosalodnelze ufro xangrZlivad. iSviaT SemTxvevebSi SeiZleba gadaizardos kunTebis sicocxlisaTvis saxifaTo dazianebaSi, e.w. rabdomiolizSi, ramac SeiZleba gamoiwvios sisuste, cxeleba da Tirkmelebis ukmarisoba.

qvemoT mocemuli terminebi gamoiyeneba dafiqsirebuli gverdiTi movlenebis sixSiris aRsawerad:
Zalian xSiri (SeiZleba aRiniSnos 10-dan 1-ze met pacientSi)
xSiri (SeiZleba aRiniSnos 10-dan 1-ze nakleb pacientSi)
araxSiri (SeiZleba aRiniSnos 100-dan 1-ze met pacientSi) 
iSviaTi (SeiZleba aRiniSnos 1000-dan 1–ze met pacientSi)
Zalian iSviaTi (SeiZleba aRiniSnos 10,000-dan 1–ze met pacientSi)
sixSire ucnobia (sixSiris Sefaseba ver xerxdeba arsebuli monacemebis safuZvelze).

xSiri gverdiTi movlenebi
· Tavis tkivili;
· yabzoba;
· gulisreva;
· kunTebis tkivili;
· sisuste;
· Tavbrusxveva;
· diabeti - ufro metad viTardeba im pacientebSi, romelTac aReniSnebaT Saqrisa da cximebis maRali done sisxlSi, aqvT Warbi wona da maRali arteriuli wneva. medikamentiT mkurnalobis ganmavlobaSi eqimi moaxdens wonis kontrols;
· muclis tkivili;
· diarea;
· meteorizmi (nawlavebSi airebis Warbi dagroveba);
· daRlilobis SegrZneba;
· RviZlis funqciis zogierTi laboratoriuli analizis maCveneblis gazrda sisxlSi (transaminazebi).
araxSiri gverdiTi movlenebi 
· gamonayari, qavili, WinWris cieba;
· SardSi cilis raodenobis momateba - Cveulebriv ubrundeba normalur maCvenebels TavisiT, rozuvastatinis tabletebiT mkurnalobis Sewyvetis gareSe;
· kunTebis funqciis zogierTi laboratoriuli analizis maCveneblis momateba sisxlSi (kreatinkinaza (CK));
· xvela;
· dispefsia;
· gulZmarva;
· saxsrebis tkivili;
· kunTebis spazmebi;
· kisris tkivili;
· madis daqveiTeba;
· tkivili;
· tkivili mkerdSi;
· alebi;
· arteriuli wnevis momateba;
· Cxvletis SegrZneba;
· piris simSrale;
· kuWis anTeba;
· welis tkivili;
· kunTebis sisuste;
· xelebisa da fexebis tkivili;
· SeSupeba, gansakuTrebiT mtevnebisa da terfebis.
iSviaTi gverdiTi movlenebi 
· pankreasis anTeba, romelic iwvevs Zlier tkivils mucelSi, iradiaciiT welis areSi;
· Trombocitebis raodenobis Semcireba sisxlSi.
Zalian iSviaTi gverdiTi movlenebi 
· siyviTle (kanis da sklerebis gayviTleba), hepatiti (RviZlis anTeba), sisxliani Sardi, fexebisa da xelebis nervebis dazianeba (rogoricaa dabuJeba), mexsierebis dakargva, mamakacebSi sarZeve jirkvlebis gadideba (ginekomastia).
sixSire ucnobia
qoSini, SeSupeba (Sesiveba), Zilis darRvevebi, maT Soris uZiloba da Ramis koSmarebi, seqsualuri darRvevebi, depresia, sunTqvis problemebi, maT Soris mudmivi xvela da/an qoSini an cxeleba, myesebis dazianeba, mudmivi xasiaTis kunTebis sisuste, naRvlis buStis kenWebi an naRvlis buStis anTeba (ramac SeiZleba gamoiwvios tkivili mucelSi, gulisreva, Rebineba).
miasTenia gravisi (daavadeba, romelic iwvevs kunTebis generalizebul sisustes, maT Soris zogierT SemTxvevaSi sunTqvaSi monawile kunTebis).
Tvalis miasTenia (daavadeba, romelic iwvevs Tvalebis kunTebis sisustes).
saWiroa eqimTan konsultacia, Tu pacients aReniSneba xelebis an fexebis sisuste, romelic Zlierdeba fizikuri aqtivobis periodis Semdeg. mxedvelobis gaoreba an quTuToebis CamoSveba, ylapvis gaZneleba an qoSini.
gverdiTi movlenebis Sesaxeb Setyobineba
Tu gamovlindeba romelime gverdiTi movlena, saWiroa mkurnal eqimTan, farmacevtTan an eqTanTan mimarTva. es moicavs iseT gverdiT efeqtebs, romlebic ar aris miTiTebuli instruqciaSi. gverdiTi movlenebis Sesaxeb Setyobineba uSualod SesaZlebelia infarmed, i.p.-sTvis romlis detalebi mocemulia qvemoT.
gverdiTi movlenebis Sesaxeb Setyobineba xels uwyobs wamlis usafrTxoebis Sesaxeb meti informaciis Segrovebas.
vebgverdi: http://www.infarmed.pt/web/infarmed/submissaoram 
(sasurvelia)
an Semdeg misamarTze:
medikamentebis riskebis marTvis departamenti
park da saude de lisboa, av. brazil 53
1749-004 lisaboni
tel.: +351 21 798 73 73
medikamentebis xazi: 800222444 (ufasoa)
elfosta: farmacovigilancia@infarmed.pt 

5. rozuvastatini + ezetimibi roveziqsis Senaxvis wesi
medikamenti inaxeba bavSvebisTvis miuwvdomel adgilas.
dauSvebelia preparatis gamoyeneba SefuTvaze miTiTebuli Senaxvis vadis gasvlis Semdeg, Senaxvis vada gulisxmobs miTiTebuli Tvis bolo dRes. 
medikamenti ar saWiroebs Senaxvis specialur pirobebs.
medikamenti ar unda iqnes gamoyenebuli garegnuli dazianebis niSnebis arsebobisas.

dauSvebelia preparatis gadagdeba sayofacxovrebo nagavSi an sakanalizacio wyalSi. gamouyenebeli preparatis ganadgurebis Sesaxeb informaciis misaRebad saWiroa farmacevtTan mimarTva. aRniSnuli RonisZiebebi emsaxureba garemos dacvas.

6. SefuTvis Semcveloba da sxva informacia
ras Seicavs rozuvastatini + ezetimibi roveziqsi
· aqtiuri nivTierebebia ezetimibi da rozuvastatini. 
TiToeuli kafsula Seicavs 5 mg rozuvastatins (rozuvastatinis kalciumis saxiT) da 10 mg ezetimibs.
TiToeuli kafsula Seicavs 10 mg rozuvastatins (rozuvastatinis kalciumis saxiT) da 10 mg ezetimibs.
TiToeuli kafsula Seicavs 20 mg rozuvastatins (rozuvastatinis kalciumis saxiT) da 10 mg ezetimibs.
· sxva damxmare nivTierebebia: 
kafsulis SigTavsi: 
· laqtozis monohidrati, hipromeloza, natriumis kroskarmeloza, natriumis laurilsulfati, mikrokristaluri celuloza,  natriumis stearilfumarati, uwylo laqtoza, krospovidoni, talki, siliciumis koloiduri uwylo dioqsidi, titanis dioqsidi (E171), triacetini.
kafsulis garsi: 
· Jelatini, titanis dioqsidi (E171), rkinis wiTeli oqsidi (E172), rkinis yviTeli oqsidi (E172).
· Jelatini, titanis dioqsidi (E171), rkinis yviTeli oqsidi (E172).
· Jelatini, titanis dioqsidi (E171), rkinis yviTeli oqsidi (E172), rkinis Savi oqsidi (E172), indigotini (E132).

rozuvastatini + ezetimibi roveziqsis forma da SefuTvis Semcveloba
rozuvastatini + ezetimibi roveziqsi 5 mg + 10 mg kafsulebi aris Jelatinis kafsulebi narinjisferi TavsaxuriTa da korpusiT, romelic Seicavs 1 vardisfer, mrgval, apkiani garsiT dafarul tablets da 2 TeTri feris mrgval tablets.
rozuvastatini + ezetimibi roveziqsi 10 mg + 10 mg kafsulebi aris Jelatinis kafsulebi yviTeli feris TavsaxuriTa da korpusiT, romelic Seicavs 2 vardisfer, mrgval, apkiani garsiT dafarul tablets da 2 TeTri feris mrgval tablets.
rozuvastatini + ezetimibi roveziqsi 20 mg + 10 mg kafsulebi aris Jelatinis kafsulebi mwvane feris TavsaxuriTa da korpusiT, romelic Seicavs 4 vardisfer, mrgval, apkiani garsiT dafarul tablets da 2 TeTri feris mrgval tablets.
kafsulebi mowodebulia blisterebiT, romelic Seicavs 7, 10, 14, 28, 30, 56, 60, 84, 90, 98 an 100 kafsulas. 
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savalicenziis mflobeli da mwarmoebeli
vaWrobis licenziis mflobeli



Pentafarma - Sociedade Técnico Medicinal, S.A. 
Rua de Tapada Grande nº2, Abrunheira 
2710-228 Sintra 
Portugal
pentafarma – sosiedade teqniko medicinal, s.a.
rua de tapada grande, #2, abrunheira
2710-228 sintra
portugalia


mwarmoebeli

Atlantic Pharma – Produções Farmacêuticas S.A. 
Rua da Tapada Grande, nº 2, Abrunheira 
2710 – 228 Sintra 
Portugal
atlantik farma – produces farmaceutikals s.a.
rua de tapada grande, #2, abrunheira
2710-228 sintra
portuga


instruqciis Semowmebis ukanaskneli TariRia: 2025 wlis noemberi.





















