produqtis maxasiaTeblebis Sejameba

1. samkurnalo produqtis saxelwodeba
dirosati 20 mg apkiani garsiT dafaruli tableti

2. Tvisobrivi da raodenobrivi Semadgenloba 
aqtiuri farmacevtuli nivTiereba: 
TiToeuli apkiani garsiT dafaruli tableti Seicavs: 20,790 mg rozuvastatinis kalciums, romelic 20 mg rozuvastatinis eqvivalenturia.
damxmare nivTierebebi:
laqtozis monohidrati (miRebulia Zroxis rZisgan) ........................166,21 mg 

damxmare nivTierebebi ix. 6.1. paragrafSi.

3. farmacevtuli forma 
apkiani garsiT dafaruli tableti 
mrgvali, amozneqili, Raris gareSe, vardisferi, apkiani garsiT dafaruli tabletebi.

4. klinikuri monacemebi
4.1. Terapiuli Cvenebebi 
hiperqolesterinemiis mkurnaloba 
mozrdilebi, mozardebi, da 10 wlis da ufrosi asakis bavSvebi pirveladi hiperqolesterinemiiT (IIa tipis heterozigoturi ojaxuri hiperqolesterinemiis CaTvliT) an Sereuli dislipidemiiT (II b tipis),  dietaze damatebis saxiT, rodesac pasuxi dietaze da sxva arafarmakologiur mkurnalobaze (mag. varjiSi, wonis dakleba) araadeqvaturia.

mozrdilebi, mozardebi, da 6 wlis da ufrosi asakis bavSvebi homozigoturi ojaxuri hiperqolesterinemiiT,  dietaze da sxva lipidebis damaqveiTebel mkurnalobaze (mag., LDL aferezi) damatebis saxiT, an Tu aseTi mkurnaloba mizanSewonili ar aris.

kardiovaskuluri movlenebis prevencia
gamoiyeneba kardiovaskuluri movlenebis prevenciisaTvis, sxva risk-faqtorebis koreqciaze damatebiT im pacientebSi, romlebSic savaraudoa kardiovaskuluri  movlenebis  mimarT ufro maRali riski  (ix. paragrafi 5.1).

4.2. dozireba da miRebis meTodi 
dozireba/gamoyenebis sixSire da xangrZlivoba 
dirosatiT mkurnalobis dawyebamde pacienti unda imyofebodes qolesterinis damaqveiTebel standartul dietaze, romelic unda gagrZeldes mkurnalobis periodSi. dirosatis doza unda daregulirdes Terapiis miznebisa da pacientis pasuxis Sesabamisad, moqmedi gaidlainebis gamoyenebiT.

hiperqolesterinemiis mkurnaloba 
im pacientebSi, romlebsac axlad dawyebuli aqvT statinebis miReba da romlebic gadavidnen HMG CoA reduqtazas sxva inhibitoridan dirosatze, dirosatis rekomendebuli sawyisi dozaa 5 mg an 10 mg erTxel dReSi, peroralurad. sawyisi dozis SerCevisas unda iqnes gaTvaliswinebuli pacientebis individualuri qolesterinis done,  iseve rogorc gverdiTi reaqciebis SesaZlo riski, da agreTve SesaZlo kardiovaskuluri riski (ix. qvemoT). saWiroebis SemTxvevaSi dozis koreqcia SesaZlebelia 4 kviris Semdeg (ix. paragrafi 5.1). 40 mg dozaze dafiqsirebuli gverdiTi reaqciebis gazrdili sixSiris gamo ufro dabal dozebTan SedarebiT (ix. paragrafi 4.8), saboloo titracia maqsimum 40 mg dozamde unda CaiTvalos mizanSewonilad mxolod im pacientebSi, romlebsac aqvT mZime hiperqolesterinemia, arian maRali kardiovaskuluri riskis qveS (gansakuTrebiT visac aqvs ojaxuri hiperqolesterinemia), romlebic ar pasuxoben adeqvaturad 20 mg doziT mkurnalobas. am pacientebSi rekomendebulia rutinuli dakvirveba (ix. paragrafi 4.4). 40 mg dozis dawyebisas saWiroa specialistis (kardiologis an endokrinologis) meTvalyureoba.

kardiovaskuluri movlenebis profilaqtika 
kardiovaskuluri movlenebis riskis Semcirebis kvlevaSi gamoyenebuli iqna 20 mg dRiuri doza (ix. paragrafi 5.1).

miRebis meTodi: 
dirosatis miReba SesaZlebelia dRis nebismier dros, kvebis dros an mis gareSe.

damatebiTi informacia specialuri populaciebis Sesaxeb: 
Tirkmlis ukmarisoba: 
dozis koreqcia saWiro ar aris Tirkmlebis msubuqi da zomieri ukmarisobis mqone pacientebSi. 
Tirkmelebis zomieri ukmarisobis mqone pacientebSi (kreatininis klirensi <60 ml/wT) rekomendebuli sawyisi dozaa 5 mg. 40 mg doza ukunaCvenebia Tirkmlis zomieri ukmarisobis mqone pacientebSi. dirosatis yvela doza ukunaCvenebia Tirkmelebis mZime ukmarisobis mqone pacientebSi (ix. paragrafi 4.3 da paragrafi 5.2).

RviZlis ukmarisoba: 
rozuvastatinis sistemuri eqspoziciis  momateba ar aRiniSna  Caild-pius 7 an naklebi qulaTa jamis mqone subieqtebSi. Tumca, sistemuri eqspoziciis  momateba dafiqsirda Caild-pius 8 da 9 qulis mqone subieqtebSi (ix. paragrafi 5.2). unda Sefasdes am pacientebis Tirkmlis funqciebi (ix. paragrafi 4.4). Caild-pius 9-ze meti qulaTa jamis mqone subieqtebSi gamocdileba ar arsebobs. dirosati ukunaCvenebia pacientebSi, romlebsac RviZlis aqtiuri daavadeba aqvT (ix. paragrafi 4.3).

pediatriuli populacia: 
pediatriul populaciaSi gamoyeneba unda moxdes mxolod specialistebis mier. 
6-dan 17 wlamde asakis bavSvebi da mozardebi (taneris stadia <II-V)
heterozigoturi ojaxuri hiperqolesterinemia 
heterozigoturi ojaxuri hiperholesterinemiis mqone bavSvebsa da mozardebSi Cveulebrivi sawyisi dozaa 5 mg dReSi.
· 6–dan 9 wlamde asakis heterozigoturi ojaxuri hiperholesterinemiis mqone bavSvebSi normaluri dozis diapazonia 5-10 mg dReSi erTxel. usafrTxoeba da efeqtianoba ar aris Seswavlili am populaciaSi 10 mg-ze met dozebze.
· 10–dan 17 wlamde asakis heterozigoturi ojaxuri hiperholesterinemiis mqone bavSvebSi normaluri dozis diapazoni Seadgens 5-20 mg-s peroralurad dReSi erTxel. usafrTxoeba da efeqtianoba ar aris Seswavlili am populaciaSi 20 mg-ze met dozebze.
dozirebis titracia pediatriul pacientebSi unda Catardes individualuri pasuxisa da amtanobis mixedviT, rogorc es rekomendebulia mkurnalobis rekomendaciebSi (ix. paragrafi 4.4). rozuvastatiniT mkurnalobis dawyebamde, bavSvebsa da mozardebs unda mieceT standartuli qolesterinis damaqveiTebeli dieta, romelic unda gagrZeldes mkurnalobis mTeli kursis ganmavlobaSi.

homozigoturi  ojaxuri hiperqolesterinemia
rekomendebuli maqsimaluri doza 6-17 wlis asakis homozigoturi  ojaxuri hiperqolesterinemiis mqone bavSvebSi aris 20 mg dReSi erTxel.
rekomendebulia sawyisi doza 5 – 10 mg dReSi erTxel, asakis, wonis da statinebis adrindeli gamoyenebis mixedviT. rogorc pediatriuli mkurnalobis rekomendaciebSia miTiTebuli (ix. paragrafi 4.4), titracia maqsimalur dozamde 20 mg dReSi erTxel pediatriul pacientebSi unda moxdes individualuri pasuxisa da amtanobis Sesabamisad. rozuvastatiniT mkurnalobis dawyebamde, bavSvebsa da mozardebs unda mieceT standartuli qolesterinis damaqveiTebeli dieta, romelic unda gagrZeldes mkurnalobis mTeli kursis ganmavlobaSi.
am populaciaSi, 20 mg dozis garda, gamocdileba SezRudulia.
ar aris mizanSewonili 40 mg tabletis gamoyeneba pediatriul pacientebSi.

6 wlamde asakis bavSvebi: 
usafrTxoeba da efeqtianoba 6 wlamde asakis bavSvebSi gamoyenebisTvis Seswavlili ar aris. amitom, dirosati ar aris rekomendebuli 6 wlamde asakis bavSvebSi gamoyenebisTvis.
geriatruli populacia: 
70 welze ufrosi asakis pacientebSi iniSneba sawyisi doza 5 mg (ix. paragrafi 4.4). dozis sxva koreqcia asakis mixedviT saWiro ar aris.

sxva
rasa
gazrdili sistemuri eqspozicia dafiqsirda aziel subieqtebSi (ix. paragrafebi 4.3, 4.4 da 5.2). aziuri warmoSobis pacientebSi iniSneba sawyisi doza 5 mg. am pacientebSi 40 mg doza ukunaCvenebia.

genetikuri polimorfizmebi: 
cnobilia genetikuri polimorfizmis specifikuri tipebi, ramac SeiZleba gamoiwvios rozuvastatinis eqspoziciis gazrda (ix. paragrafi 5.2). im pacientebisTvis, romlebSic dadgenilia polimorfizmis aseTi specifikuri tipebi, rekomendebulia dirosatis ufro dabali dRiuri doza.

dozireba miopaTiisadmi midrekilebis mqone pacientebSi  
miopaTiisadmi midrekilebis mqone pacientebSi rekomendebuli sawyisi dozaa 5 mg (ix. paragrafi 4.4). 40 mg doza ukunaCvenebia zogierT aseT pacientSi (ix. paragrafi 4.3).

Tanmxlebi Terapia
rozuvastatini warmoadgens sxvadasxva transporteri proteinebis substrats (mag. OATP1B1 da BCRP). transporter proteinebTan urTierTqmedebis gamo, dirosatis da garkveuli samkurnalo produqtebis kpmbinirebulma gamoyenebam SeiZleba gazardos rozuvastatinis plazmuri koncentracia (magaliTad, ciklosporini da atazanaviri, lopinaviri da/an tipranaviri garkveul proteazas inhibitorebTan kombinaciaSi, ritonaviris CaTvliT (ix. paragrafebi 4.4. da 4.5)), rac zrdis miopaTiis ganviTarebis risks (rabdomilolizis CaTvliT). ganxiluli unda iqnes alternatiuli Terapiebi, rodesac es SesaZlebelia da saWiroebis SemTxvevaSi ganxilul unda iqnes dirosatiT Terapiis droebiTi Sewyveta. Tu am samkurnalo produqtebis dirosatTan kombinaciaSi gamoyeneba gardauvalia, dirosatis dozis koreqcia da Tanmxlebi Terapiis riski / sargebelis damokidebuleba unda Sefasdes yuradRebiT (ix. paragrafi 4.5). rozuvastatinis yoveldRiuri gamoyeneba unda Semoifarglos 10 mg-iT pacientebSi, romlebic iyeneben atozanaviri /ritonaviris an lopinaviri /ritonaviris kombinacias.

4.3. ukuCvenebebi: 
dirosati ukunaCvenebia: 
· pacientebSi, romlebsac aReniSnebaT hipermgrZnobeloba rozuvastatinis an romelime damxmare nivTierebebis mimarT;
· RviZlis aqtiuri daavadebis mqone pacientebSi, maT Soris SratSi transaminazebis auxsneli, mudmivi momatebiT da SratSi nebismieri transaminazis normis zeda zRvarze 3 jer metad ((3xULN) momatebiT,
· Tirkmelebis mZime ukmarisobis mqone pacientebSi (kreatininis klirensi <30 ml/wT);
· miopaTiis mqone pacientebSi;
· pacientebSi, romlebic erTdroulad iReben sofosbuviri/voqsilapreviris kombinacias (ix. paragrafi 4.5);
· pacientebSi, romlebic erTdroulad iReben ciklosporins, 
· orsulobisa da laqtaciis periodSi da im qalebSi, romlebsac aqvT orsulobis potenciali, magram ar iReben kontracepciis  Sesabamis zomebs.

dirosatis 40 mg doza ukunaCvenebia im pacientebSi, romelTac aqvT miopaTiis /rabdomiolizis midrekilebis faqtorebi. es faqtorebi moicavs Semdegs: 
· Tirkmlis zomieri ukmarisoba (kreatininis klirensi <60 ml/wT) 
· hipoTireozi, 
· kunTebis memkvidreobiTi darRvevebi pirad an ojaxur anamnezSi;
· anamnezSi kunTebis toqsikuroba, gamowveuli sxva HMG-CoA reduqtazis inhibitoris an fibratis (magaliTad, gemfibrozili, fenofibrati) gamoyenebiT;
· alkoholizmi;
· aziuri warmoSobis pacientebi; 
· erTdrouli gamoyeneba sxva fibratebTan (magaliTad, gemfibrozili. fenofibrati);
· mdgomareobebi, romlebmac SeiZleba gamoiwvios plazmaSi donis momateba. (ix. paragrafebi 4.4, 4.5 da 5.2).

4.4. specialuri gafrTxilebebi da sifrTxilis zomebi gamoyenebisaTvis
efeqtebi Tirkmelebze
proteinuria, romelsac umetesad aqvs milakovani warmoSoba,  gamovlenili test-Cxiris testirebiT, dafiqsirda im pacientebSi, romlebsac mkurnalobdnen rozvastatinis ufro maRali dozebiT, kerZod, 40 mg-iT, rac umetes SemTxvevaSi iyo gardamavali da xangamoSvebiTi. es mdgomareoba ar aris Tirkmlis mwvave an progresirebadi daavadebis simptomi (ix. paragrafi 4.8). postmarketingis periodSi aRwerili Tirkmelebis seriozuli movlenebis sixSire ufro maRalia 40 mg dozaze. saWiroa Tirkmlis funqciis monitoringi rutinuli Semdgomi dakvirvebis periodSi pacientebSi, eomlebic mkurnalobdnen rozuvastatinis 40 mg doziT.

efeqtebi ConCxis kunTebze
ConCxis kunTebze iseTi efeqtebi, rogoricaa mialgia, miopaTia da, iSviaTad, rabdomiolizi, aRiniSna pacientebSi, romlebic mkurnalobdnen rozuvastatinis yvela doziT da kerZod, 20 mg-ze meti dozebiT. dafiqsirda rabdomiolizis Zalian iSviaTi SemTxvevebi ezetimibis HMG-CoA reduqtazas inhibitorebTan erTad gamoyenebisas. meore mxriv, ar SeiZleba gamoiricxos farmakodinamikuri urTierTqmedebebi (ix. paragrafi 4.5) da sifrTxilea saWiro erTdrouli gamoyenebis dros. iseve, rogorc sxva HMG-CoA reduqtazas inhibitorebis SemTxvevaSi, rozuvastatinTan dakavSirebuli rabdomiolizis dafiqsirebuli sixSire postmarketingul periodSi gamoyenebisas ufro maRalia 40 mg dozaze.

kreatinkinazis gazomva 
kreatinkinaza (CK) ar unda Sefasdes uSualod intensiuri varjiSis Semdeg an Tu arsebobs mdgomareoba, ramac SeiZleba gamoiwvios kreatininkinazas momateba, radgan aman SeiZleba gamoiwvios Sedegis arazusti interpretacia. Tu kreatinkinazas doneebi sabaziso doneze mniSvnelovnad maRalia (> 5xULN), testi unda ganmeordes 5-7 dRis farglebSi, Sedegis dadasturebis mizniT. Tu ganmeorebiTi testi adasturebs bazisur CK> 5xULN, mkurnaloba ar unda iqnes dawyebuli.

mkurnalobis dawyebamde 
dirosati, iseve, rogorc sxva HMG-CoA reduqtazas inhibitorebi, sifrTxiliT unda daeniSnoT pacientebs miopaTiis/rabdomiolizisken midrekilebis faqtorebiT.  es faqtorebi Semdegia: 
· Tirkmlis ukmarisoba; 
· hipoTireozi;
· kunTebis memkvidreobiTi darRvevebis pirad an ojaxur anamnezSi;
· anamnezSi  kunTebis toqsikuroba, gamowveuli sxva HMG-CM reduqtazas inhibitoris an fibratis gamoyenebiT (magaliTad, gemfibrozili, fenofibrati);
· alkoholizmi;
· 70 welze ufrosi asaki;
· mdgomareobebi, romlebmac SeiZleba gamoiwvion plazmuri donis mateba (ix. paragrafebi 4.2, 4.5 da 5.2);
· fibratebis Tanmxlebi gamoyeneba (magaliTad, gemfibrozili da fenofibrati).
aseT pacientebSi unda iqnes gaTvaliswinebuli dirosatiT mkurnalobis riski SesaZlo sargebelTan dakavSirebiT, da rekomendebulia klinikuri monitoringi. Tu kreatinkinazas done mniSvnelovnad maRalia sabaziso doneze (CK> 5xULN), mkurnaloba ar unda iqnes dawyebuli.

mkurnalobis periodSi
pacientebi unda iyvnen gafrTxilebulebi, rom dauyovnebliv acnobon kunTebis auxsneli tkivilis, sisustis an spazmebis Sesaxeb, gansakuTrebiT Tu Tan axlavs cxeleba da daRliloba.  am pacientebSi unda Sefasdes CK-is done. Terapia unda Sewydes, Tu CK–is done mniSvnelovnad aris momatebuli (> 5xULN) an Tu kunTebis simptomebi mZimea da iwvevs diskomforts yoveldRiur cxovrebaSi (masinac ki, Tu CK-is done aris≤5.5x ULN). Tu simptomebi gaqreba da CK-is done normas daubrundeba, maSin SeiZleba gaTvaliswinebul iqnes rozuvastatinis an HMG-CoA reduqtazas alternatiuli inhibitoris ganmeorebiTi gamoyeneba yvelaze dabali doziT da iyuradRebiT dakvirvebis qveS. 
CK-is donis rutinuli monitoringi pacientebSi, romelTac simptomebi ar aqvT, aucilebeli ar aris. imunuri reaqciiT ganpirobebuli nekrozuli miopaTia (IMNM) iSviaTad aris dafiqsirebuli statinebiT, rozuvastatinis CaTvliT, mkurnalobis dros da mas Semdeg. IMNM klinikurad xasiaTdeba proqsimaluri kunTebis mudmivi sisustiT da SratSi kreatinkinazas momatebiT statinebiT Terapiis Sewyvetis miuxedavad. 
klinikur kvlevebSi monacemebi ar iqna miRebuli ConCxis kunTebze efeqtebis momatebis Sesaxeb rozuvastatiniT Tanmxleb mkurnalobaze  myof pacientTa mcire raodenobaSi. garda amisa, miozitebisa da miopaTiis SemTxvevebis gazrda dafiqsirda im pacientebSi, romlebic iRebdnen sxva HMG-CoA reduqtazas inhibitorebs erTdroulad fibris mJavis   warmoebulebTan, gemfibrozilis CaTvliT; aseve ciklosporins, nikotinis mJavas, azolis jgufis sokos sawinaaRmdego saSualebebs, proteazas inhibitorebs da makrolidur antibiotikebs. gemfibrozili zrdis miopaTiis ganviTarebis risks, rodesac is gamoiyeneba zogierT HMG-CoA reduqtazas inhibitorTan erTad. amrigad, dirosatis erTdrouli gamoyeneba gemfibrozilTan erTad ar aris rekomendebuli. lipidebis donis Semdgomi cvlilebebis sargebeli dirosatis fibratebTan erTad gamoyenebisas (magaliTad, gemfibrozili da fenofibrati) an niacinTan, yuradRebiT unda Sefasdes amgvari kombinaciebis potenciuri riskebis winaaRmdeg. dirosatis 40 mg doza ukunaCvenebia fibratebis erTdroulad gamoyenebisas (magaliTad, gemfibrozili da fenofibrati) (ix. paragrafebi 4.5 da 4.8).
rozuvastatini ar unda iqnes gamoyenebuli fuzidis  mJavis sistemur farmacevtul formebTan erTad, an fuzidis mJaviT mkurnalobis Sewyvetidan 7 dRis ganmavlobaSi. im SemTxvevebSi, rodesac sistemuri fuzidis mJavebis gamoyeneba mniSvnelovania, statiniT Terapia unda Sewydes fuzidis mJaviT Terapiis ganmavlobaSi. rabdomiolizi (sikvdilis ramdenime SemTxvevis CaTvliT) dafiqsirda im pacientebSi, romlebmac miiRes fuzidis mJavis da statinis kombinacia (ix. paragrafi 4.5). pacientebma dauyovnebliv unda mimarTon samedicino daxmarebas, Tu aReniSnebaT kunTebis sisustis, tkivilis an dawimulobis niSnebi. statiniT Terapiis xelaxla dawyeba SesaZlebelia fuzidis mJavis bolo dozis miRebidan 7 dRis Semdeg. gamonaklis SemTxvevebSi, rodesac saWiroa sistemuri fuzidis mJavis gaxangrZlivebulad gamoyeneba, mag. mZime infeqciebis mkurnalobisas, dirosatisa da fuzidis mJavis erTdroulad gamoyenebis aucilebloba unda Sefasdes mxolod individualurad da, yuradRebiTi samedicino meTvalyureobis qveS.

dirostatis gamoyeneba ar SeiZleba pacientebSi, romlebsac aqvT mwvave, seriozuli mdgomareoba, romelic miuTiTebs miopaTiaze an Tirkmlis ukmarisobis tendencia, meoreulad gamowveuli rabmodioliziT (magaliTad, sefsisi, hipotenzia, didi qirurgiuli Careva, travma, mZime metaboluri, endokrinuli da eleqtrolituri darRvevebi an gaukontrolebeli krunCxvebi).

kanis mZime gverdiTi reaqciebi
kanis mZime gverdiTi reaqciebi, stivens-jonsonis sindromis (SJS) da wamlismieri reaqciis eozinofiliiTa da sistemuri simptomebis (DRESS) CaTvliT, rac SeiZleba sicocxlisaTvis saxifaTo an fataluri iyos, aRweril iqna rozuvastatiniT Terapiis dros (ix. paragrafi 4.8). pacientebi informirebulebi unda iyvnen kanis mZime reaqciebis niSnebisa da simptomebis Sesaxeb da saWiroa maTi yuradRebiTi monitoringi. Tu viTardeba niSnebi da simptomebi, romlebic miuTiTeben aseT reaqciebze, dauyovnebliv unda Sewydes dirosatiT mkurnaloba da ganxilul unda iqnes alternatiuli Terapia. 
Tu pacients ganuviTarda mZime reaqcia, rogoricaa SJS an DRESS dirosatiT mkurnalobis dros, dirosatiT Terapia aRarasodes unda daiwyos.

efeqtebi RviZlze
iseve rogorc HMG-CoA reduqtazas sxva inhibitorebis SemTxvevaSi, rozuvastatini sifrTxiliT unda iqnes gamoyenebuli pacientebSi, romlebic iReben alkoholis Warb raodenobas da/an aqvT RviZlis daavadeba anamnezSi. rekomendebulia RviZlis funqciis testebis Catareba dirosatiT mkurnalobis dawyebamde da 3 Tvis Semdeg. dirosatiT mkurnaloba unda Sewydes an Semcirdes doza, Tu SratSi transaminazebis done normis zeda zRvarze 3-jer metia. RviZlis seriozuli movlenebis (gansakuTrebiT RviZlis transaminazebis momateba) sixSiris gazrda postmarketinguli gamoyenebisas ufro maRalia 40 mg dozaze.
hipoTireoziT an nefrozuli sindromiT gamowveuli meoreuli hiperqolesterinemiis mqone pacientebSi, ZiriTadi daavadebis mkurnaloba unda Catardes dirosatiT mkurnalobis dawyebamde.

rasa
farmakokinetikurma kvlevebma aCvena aziel subieqtebSi sistemuri eqspoziciis gazrda TeTrkanianebtan SedarebiT (ix. paragrafebi 4.2, 4.3 da 5.2).

proteazas inhibitorebi: 
rozuvastatinis sistemuri eqspozicia gaizarda im pacientebSi, romlebmac miiRes erTdroulad sxvadasxva proteazas inhibitorebi ritonavirTan kombinaciaSi. dirosatiT gamowveuli sargebeli lipidebis donis SemcirebaSi da aseve plazmuri rozuvastatinis koncentraciis potenciuri gazrda dirosatiT Terapiis dawyebisas da dirosatis dozis gazrdisas, mxedvelobaSi unda iqnas miRebuli aiv-is mqone pacientebSi, romlebic iyeneben proteazas inhibitorebs. dirosatisa da garkveuli proteazas inhibitorebis kombinirebuli gamoyeneba ar aris rekomendebuli, Tu ar moxda dirosatis dozis koreqcia (ix. cxrili I da paragrafebi 4.2 da 4.5).

filtvebis intersticiuli daavadeba
gansakuTrebiT xangrZlivi Terapiisas, filtvebis intersticiuli daavadebis gamonaklisi SemTxvevebi aRiniSna zogierTi statinis dros (ix. paragrafi 4.8). SeiZleba ganviTardes iseTi mdgomareobebi, rogoricaa dispnoe, araproduqtiuli xvela (naxvelis gareSe) da zogadad janmrTelobis mdgomareobis gauareseba (daRliloba, wonaSi dakleba da cxeleba). Tu savaraudoaa, rom pacients ganuviTarda filtvebis intersticiuli daavadeba, statiniT Terapia unda Sewydes.

Saqriani diabeti
rogorc HMG-CoA reduqtazas sxva inhibitorebis SemTxvevaSi, rozuvastatiniT mkurnalobis dros dafiqsirda HbAlc da SratSi glukozis donis momateba. aRiniSna, rom rozuvastatini zrdis diabetis sixSires pacientebSi, romlebsac aqvT diabetis risk-faqtorebi. Tumca, Tu mxedvelobaSi miviRebT statinebis mier sisxlZarRvebis mxriv riskis Semcirebas, es riski ar unda gaxdes statiniT Terapiis Sewyvetis mizezi. riskis mqone pacientebSi (uzmod sisxlSi Saqari 100-dan 125 mg/dl-mde (5.6-dan 6.9 mmol/l), BMI> 30 kg/m2, trigliceridebis momateba, hipertenzia) unda Catardes klinikuri da bioqimiuri monitoringi erovnuli gaidlainebis Sesabamisad. pacientebSi, romlebsac aqvT uzmod sisxlSi Saqari 100-125 mg/dl (5.6-dan 6.9 mmol/l), rozuvastatinis mkurnaloba dakavSirebulia diabetis riskis gazrdasTan.

JUPITER kvlevaSi, Saqriani diabetis saerTo dafiqsirebuli sixSire iyo zogadad 2.8% rozuvastatinis da 2.3% placebos jgufSi pacientebSi, romlebsac uzmod glukoza hqondaT 100-dan 125 mg/dl-mde (5.6-dan 6.9 mmol/l).

pediatriuli populacia 
simarleSi zrdis (simaRle), wonis, BMI (sxeulis masis indeqsi) da sqesobrivi momwifebis meoreuli maxasiaTeblebis Sefaseba taneris stadiebiT 6–dan 17 wlamde asakis pediatriul pacientebSi, romlebic iRebdnen rozuvastatins, Semoifargleba orwliani periodiT. sakvlevi  mkurnalobis ori wlis Semdeg ar aRiniSna zemoqmedeba zrdaze, wonaze, BMI an sqesobriv momwifebze (ix. paragrafi 5.1).
klinikur kvlevaSi, romelic Catarda bavSvebsa da mozardebSi, romlebic iRebdnen rozuvastatins 52 kviris ganmavlobaSi, CK momateba > 10xULN da kunTebis simptomebi varjiSis an momatebuli fizikuri aqtiurobis Semdeg, dafiqsirda ufro xSirad, mozrdilebSi Catarebul klinikur kvlevebTan SedarebiT (ix. paragrafi 4.8).
laqtozis autanloba
es produqti Seicavs laqtozis monohidrats. pacientebma, romlebsac aqvT iSviaTi memkvidreobiTi galaqtozis autanloba, lapp laqtazas deficiti an glukoza-galaqtozas malabsorbciis problemebi, ar unda miiRon es samkurnalo produqti.

4.5. urTierTqmedeba sxva samkurnalo produqtebTan da urTierTqmedebis sxva formebi 
rozuvastatinTan erTad gamoyenebuli samkurnalo produqtebis zemoqmedeba rozuvastatinze:
transporteri proteinebis inhibitorebi: 
rozuvastatini warmoadgens garkveuli transporteri proteinebis substrats, maT Soris RviZlis aTvisebis transporters OATPIBI da RviZlis efluqsur transporters BCRP. dirosatis da im samkurnalo produqtebis kombinirebulma gamoyenebam, romlebic warmoadgenen am transporteri proteinebis inhibitorebs, SeiZleba gamoiwvios rozuvastatinis plazmuri koncentraciis momateba da miopaTiis ganviTarebis riski (ix. cxrili 1 da paragrafebi 4.2, 4.4 da 4.5).

ciklosporini: 
rozuvastatiniTa da ciklosporiniT erTdroulad mkurnalobis dros, rozuvastatinis mrudqveSa farTobis (AUC) sidideebi saSualod 7-jer aRemateboda janmrTel moxaliseebSi dafiqsirebuls (ix. cxrili 1). dirosati ukunaCvenebia im pacientebSi, romlebic erTdorulad iReben ciklosporins (ix. paragrafi 4.3). rozuvastatinis ciklosporinTan erTdroulma gamoyenebam ar Secvala ciklosporinis plazmuri koncentracia.

proteazas inhibitorebi: 
miuxedavad imisa, rom zusti meqanizmi ucnobia, proteazas inhibitorebis erTdroulma gamoyenebam SeiZleba mniSvnelovnad gazardos rozuvastatinis eqspozicia (ix. cxrili 1). magaliTad, 10 mg rozuvastatinis erTdroulma gamoyenebam ori proteazas inhibitoris (300 mg atazanaviri / 100 mg ritonaviri) kombinaciasTan janmrTel subieqtebSi gamoiwvia rozuvastatinis AUC da C max-is Sesabamisad  3-jer da 7-jer gazrda, farnakokinetikuri kvlevis mixedviT. dirosatis da garkveuli proteazas inhibitorebis kombinaciebis erTdroulad gamoyeneba unda iqnes ganxiluli dirosatis dozis frTxilad koreqciis Semdeg, rozuvastatinis eqspoziciis savaraudo zrdis safuZvelze (ix. cxrili 1 da paragrafebi 4.2 da 4.4). rozuvastatinis yoveldRiuri doza unda Semoifarglos 10 mg-iT maTTvis, vinc iRebs atanazaviri/ ritonaviris an lopinaviri / ritonaviris kombinacias.

gemfibrozili da lipidebis damaqveiTebeli sxva preparatebi:
rozuvastatinisa da gemfibrozilis kombinirebulma gamoyenebam gamoiwvia plazmaSi rozuvastatinis maqsimaluri koncentraciis (C max) da AUC-is 2-jer gazrda (ix. paragrafi 4.4). specialuri urTierTqmedebis kvlevebidan miRebuli monacemebis safuZvelze, farmakokinetikuri urTierTqmedeba ar aris mosalodneli fenofibratTan; Tumca, SesaZlebelia farmakodinamikuri urTierTqmedeba. HMG-CoA reduqtazas inhibitorebis kombinirebuli gamoyeneba gemfibrozilTan, fenofibratTan, sxva fibratebTan da niacinTan (nikotinis mJava) lipidebis damaqveiTebel dozebiT (1/g dReSi an ufro maRali dozebi) zrdis miopaTiis ganviTarebis risks, savaraudod im faqtis gamo, rom mxolod am preparatebis gamoyenebac agreTve iwvevs miopaTias. dirosatis 40 mg doziT da fibratis (mag. gemfibrozili da febofibrati) kombinirebuli gamoyeneba ukunaCvenebia (ix. paragrafebi 4.3 da 4.4). aseT pacientebSi sawyisi doza unda iyos 5 mg.

ezetimibi: 
10 mg rozuvastatinisa da 10 mg ezitimebis erToblivma gamoyenebam gamoiwvia rozuvastatinis AUC–is 1.2–jer gazrda hiperqolesterinemiis mqone pacientebSi (cxrili 1). arsebobs rozuvastatinsa da ezetimibs Soris farmakodinamikuri urTierTqmedeba gverdiTi efeqtebis mxriv (ix. paragrafi 4.4).

antacidebi: 
rozuvastatinis erTdroulma gamoyenebam antacidis  suspenziasTan, romelic Seicavda alumins da magniumis hidroqsids, gamoiwvia rozuvastatinis plazmuri koncentraciis daaxloebiT 50% -iT Semcireba. Tumca, es efeqti mcirdeba, Tu antacidi miiReba rozuvastatinis miRebidan 2 saaTis Semdeg. klinikuri kvlevebi am urTierTqmedebis klinikur mniSvnelobaze ar Catarebula.

eriTromicini: 
rozuvastatinisa da eriTromicinis erToblivi gamoyenebam gamoiwvia rozuvastatinis AUC(0-t)-is 20%-iT, xolo Cmax-is  30%-iT Semcireba. es urTierTqmedeba SeiZleba dakavSirebuli iyos eriTromicinis mier nawlavebis peristaltikis gaZlierebasTan.

citoqroma 450 fermentebi: 
In vitro da in vivo kvlevebma aCvena, rom rozuvastatins ar gaaCnia inhibitoruli an induqciuri moqmedeba citoqroma P450 izofermentebis mimarT. faqtobrivad, rozuvastatini am izofermentebis susti substratia. amitom, metabolizmTan dakavSirebuli wamlebs Soris urTierTqmedeba citoqroma P450 fermentebTan mosalodneli ar aris. ar dafiqsirebula rozuvastatinis klinikuri urTierTqmedeba flukonazolTan (CYP2C9 da CYP3A4 inhibitori) an ketokonazolTan (CYP2A6 da CYP3A4 inhibitori).

urTierTqmedebebi, romlebic saWiroeben rozuvastatinis dozis koreqcias (ix. cxrili 1): 
Tu dirosati unda iqnes gamoyenebuli sxva samkurnalo produqtebTan erTad, romlebic cnobilia rom zrdian rozuvastatinis eqspozicias, saWiroa dirosatis dozis koreqcia. Tu mosalodnelia eqspoziciis (AUC) daaxloebiT 2-jer an metjer gazrda, dirosatis sawyisi doza unda iyos erTjeradi doza 5 mg dReSi. dirosatis maqsimaluri dRiuri doza unda daregulirdes rozuvastatinis mosalodneli eqspoziciis Sesabamisad, da ar unda aRematebodes 40 mg dirosatis yoveldRiur eqspozicias, samkurnalo produqtebis urTierTqmedebis ararsebobis SemTxvevaSi; magaliTad. dirosatis 20 mg doza da gemifrobrozili (1.9- jer gazrda), da dirosatis 10 mg doza da ritonaviri/atanaviris kombinacia (3.1 -jer gazrda).

Tu samkurnalo produqti zrdis rozuvastatinis AUC-s 2-jer naklebad, sawyisi doza ar unda Semcirdes, magram sifrTxilea saWiro dirosatis dozis gazrdisas 20 mg-is zemoT.

cxrili 1: rozuvastatinTan erTdroulad gamoyenebuli samkurnalo produqtebis efeqti rozuvastatinis eqspoziciaze, gamoqveynebuli klinikuri kvlevebis safuZvelze (AUC; farTobis zomebis klebis mixedviT).
rozuvastatinis AUC-s 2-jer an ufro metad momateba

	urTierTqmedebaSi Semavali wamlisaTvis dozirebis reJimi
	rozuvastatinis dozirebis reJimi	
	rozuvastatinis AUC-is cvlileba *

	sofosbuviri/velpatzviri/ voqsilapreviri (400 mg-100 mg -100 mg) + voqsilapreviri (100 mg) erTxel dReSi 15 dRe
	10 mg erTjeradi doza
	7,4-jer ↑

	ciklosporini 75 mg orjer dReSi - 200 mg Borjer dReSi 6 Tve 
	10 mg erTxel dReSi, 10 dRe 
	7.1-jer ↑

	darolutamidi 600 mg orjer dReSi, 5 dRe
	5 mg, erTjeradi doza
	5,2-jer↑

	regorafenibi 160 mg, erTxel dReSi,OD 14 dRe
	5 mg, erTjeradi doza
	3,8-jer↑

	atazanaviri 300 mg / ritonaviri 100 mg erTxel dReSi, 8 dRe	 

	10 mg, erTjeradi doza	
	3.1-jer↑

	velpatazviri 100 mg erTxel dReSi
	10 mg erTjeradi doza
	2,7-jer↑

	ombitazviri 26 mg /paritapreviri 150 mg/ ritonaviri 100 mg erTxel dReSi/ dazubaviri 400 mg orjer dReSi, 14 dRe
	5 mg erTjeradi doza
	2,6-jer↑

	grazopreviri 200 mg/elbazviri 50 mg erTxel dResi, 11 dRe
	10 mg erTjeradi doza
	2,3-jer↑

	glekapreviri 400 mg/ pibrentazviri 50 mg erTxel dReSi, 7 dRe
	5 mg erTxel dReSi, 7 dRe
	2,2-jer↑

	simepreviri 150 mg erTxel dReSi, 7 dRe
	10 mg, erTjeradi doza	
	2.8 -jer↑

	lopinaviri 400 mg/ritonaviri 100 mg orjer dReSi, 17 dRe	
	20 mg ODerTxel dReSi, 7 dRe
	2.1 -jer↑

	klopidogreli 300 mg datvirTva, 24 sT-is Semdeg 75 mg	 
	20 mg, erTjeradi doza	
	2 -jer↑

	rozuvastatinis AUC izrdeba ufro naklebad, vidre 2-jer 

	urTierTqmedebaSi Semavali wamlisaTvis dozirebis reJimi
	rozuvastatinis dozirebis reJimi
	rozuvastatinis AUC-is cvlileba *

	gemfibrozili 600 mg orjer dReSi, 7 dRe	 

	80 mg, erTjeradi doza
	1.9 -jer↑

	eltrombopagi 75 mg erTxel dReSi, 5 dRe	 
	10 mg, erTjeradi doza
	1.6 -jer↑

	darunaviri 600 mg/ritonaviri 100 mg orjer dReSi, 7 dRe	 
	10 mg erTxel dReSi, 7 dRie
	1.5 -jer↑

	tipranaviri 500 mg /ritonaviri 200 mg orjer dReSi, 11 dRe	 
	10 mg, erTjeradi doza
	1.9 -jer↑

	dronedaroni 400  mg orjer dReSi	 
	ar aris xelmisawvdomi
	1.4 -jer↑

	itrakonazoli 200 mg erTxel dReSi, 5 dRe
	10 mg erTjeradi doza	
	1.4 -jer↑***

	ezetimibi 10 mg erTxel dReSi, 14 dRe	
	10 mg OD,14 dRis ganmavlobaSi
	1.2 -jer↑***

	ruzuvastatinis AUC qveiTdeba

	urTierTqmedebaSi Semavali wamlisaTvis dozirebis reJimi
	rozuvastatinis dozirebis reJimi
	rozuvastatinis AUC-is cvlileba *

	eriTromicini 500 mg oTxjer dReSi, 7 dRe	
	80 mg erTjeradi doza
	20%↓

	baikalini 50 mg TID, 14  dRe

	20 mg erTjeradi doza
	47%↓



* X -jeradobis cvlilebiT warmodgenili monacemebi warmoadgens martiv Tanafardobas mxolod rozuvastatinis gamoyenebasa da kombinacias Soris. % -uli cvlilebiT warmodgenili monacemebi warmoadgens %-ul sxvaobas, mxolod rozuvastatinis gamoyenebasTan SedarebiT. "↑" - warmoadgens zrdas, xolo "→" niSnavs cvlilebis gareSe, da “↓” warmoadgens Semcirebas. 
** Catarda urTierTqmedebis ramdenime kvleva rozuvastatinis sxvadasxva dozebze, da yvelaze mniSvnelovani Tanafardoba mocemulia cxrilSi. 
OD = dReSi erTxel; BID = dReSi orjer: TID = dReSi samjer; QID - dReSi oTxjer.

qvemoT CamoTvlil samkurnalo produqtebs/kombinaciebs ar hqondaT klinikurad mnisvnelovani efeqti AUC-is Tanafardobaze, rozuvastatinTan erTad miRebisas: aleglitazari 0.3 mg doziT 7 dRis ganmavlobaSi; fenofibrati 67 mg doziT dReSi samjer 7 dRis ganmavlobaSi; flukonazoli 200 mg doziT dReSi erTxel 11 dRis ganmavlobaSi; fosamprenaviri 700 mg/ritonaviri 100 mg doziT dReSi orjer 8 dRis ganmavlobaSi; ketokonazoli 200 mg doziT dReSi orjer 7 dRis ganmavlobaSi; rifampini 450 mg doziT dReSi erTxel 7 dRis ganmavlobaSi; silimarini 140 mg doziT dReSi samjer 5 dRis ganmavlobaSi.

rozuvastatinis efeqtebi Tanmxleb preparatebze, 
K vitaminis antagonistebi: 
iseve, rogorc HMG-CoA sxva reduqtazas inhibitorebis SemTxvevaSi, INR (saerTaSoriso normalizebuli Tanafardoba) done SeiZleba gaizardos dirosatiT Terapiis dawyebisas, an dirosatis dozis momatebisas  pacientebSi, romlebic iReben K vitaminis antagonistebs (mag. varfarini an sxva kumarinuli antikoagulanti). Terapiis Sewyvetam an dozis Semcirebam SeiZleba daaqveiTos  INR-is done. aseT SemTxvevebSi. rekomendebulia INR- is monitoringi.

peroraluri kontraceptivebi / hormonCanacvlebiTi Terapia (HRT): 
rozuvastatinisa da peroraluri kontraceptivebis erToblivi gamoyenebam gamoiwvia eTinilestradiolisa da norgestrelis mrudqveSa farTobis 26% da 34%–iT momateba, Sesabamisad. es unda iqnes gaTvaliswinebuli  peroraluri kontraceptivebis dozis gansazRvrisas. ar aris xelmisawvdomi farmakokinetikuri monacemebi pacientebSi, romlebic erTdroulad itareben mkurnalobas rozuvastatiniT da hormonCanacvlebiTi TerapiiT; amrigad, analogiuri efeqtis gamoricxva SeuZlebelia. Tumca, es kombinacia farTod iyo gamoyenebuli da mas kargad itanda  mdedrobiTi subieqtebis umetesoba klinikuri kvlevebis dros.

sxva preparatebi: 
digoqsini: 
specialuri urTierTqmedebis kvlevebis monacemebze dayrdnobiT, digoqsinis SemTxvevaSi klinikur efeqtTan dakavSirebuli raime urTierTqmedeba ar aris mosalodneli.

fuzidis mJava: 
urTierTmoqmedebis kvleva rozuvastatinsa da fuzidis mJavaze ar Catarebula. miopaTiis riski, rabdomiolizis CaTvliT, SeiZleba gaizardos sistemuri fuzidis mJavisa da statinebis erTdrouli gamoyenebisas. am urTierTqmedebis meqanizmi (farmakodinamikuri, farmakokinetikuri, an orive) jer-jerobiT ucnobia. rabdomiolizi (sikvdilis zogierTi SemTxvevis CaTvliT) dafiqsirda pacientebSi, romlebic iRebdnen am kombinacias.                         
Tu sistemuri fuzidis mJavebiT mkurnaloba aucilebelia, dirosati unda Sewydes fuzidis mJaviT mkurnalobis periodSi (ix. agreTve paragrafi 4.4).

damatebiTi informacia specialuri populaciis Sesaxeb
pediatriuli populacia:
urTierTqmedebis kvlevebi Catarebulia mxolod mozrdilebSi. pediatriuli populaciisTvis  urTierTqmedebis moculoba ucnobia.

4.6. orsuloba da laqtacia 
zogadi rekomendaciebi
orsulobis kategoria: X

daorsulebis potencialis mqone qalebi/ Sobadobis kontroli (kontracefcia) 
daorsulebis potencialis mqone qalebma, romlebic iReben dirosats, unda gamoiyenon kontracefciis Sesabamisi meTodi. Tu pacientebi daorsuldnen mkurnalobis dros, Terapia dauyovnebliv unda Sewydes.

orsulobis periodi 
arsebobs eWvi, rom dirosatma SeiZleba gamoiwvios seriozuli Tandayolili defeqtebi orsulobis periodSi miRebisas. dirosati ukunaCvenebia orsulobis periodSi (ix. paragrafi 4.3). qolesterinTan da qolesterinis sinTezTan dakavSirebuli sxva nivTierebebi aucilebelia nayofis ganviTarebisTvis da, Sesabamisad, riskebi, romlebic SeiZleba warmoiSvas HMG-CoA reduqtazas fermentis inhibirebis gamo, aRemateba orsulobis dros dirosatiT Terapiis sargebels. arsebobs SezRuduli monacemebi reproduqciuli toqsikurobis Sesaxeb cxovelebze eqsperimentebSi (ix. paragrafi 5.3).

laqtaciis periodi 
dirosati ukunaCvenebia laqtaciis periodSi.
rozuvastatini gamoiyofa virTxebis rZeSi. adamianebis rZeSi gamoyofis Sesaxeb monacemebi ar arsebobs (ix. paragrafi 4.3).

reproduqciuli unari
cxovelebze kvlevebiT SezRuduli raodenobiT monacemebia reproduqciuli toqsikurobis Sesaxeb (ix. paragrafi 5.3).
4.7. efeqtebi avtomobilis marTvisa da meqanizmebTan muSaobis unarze
kvlevebi rozuvastatinis zemoqmedebis dasadgenad avtomobilis marTvisa da meqanizmebTan muSaobis unarze ar Catarebula. Tumca, misi farmakodinamikuri Tvisebebidan gamomdinare. naklebad savaraudoa, rom rozuvastatini gavlenas axdendes avtomobilebis marTvisa da meqanizmebTan muSaobis unarze. avtomobilis marTvis an meqanizmebTan muSaobis dros mxedvelobaSi unda iqnes miRebuli, rom mkurnalobis dros SeiZleba ganviTardes Tavbrusxveva.  

4.8. gverdiTi movlenebi 
gverdiTi movlenebi zogadad msubuqi da gardamavali xasiaTisaa. gakontrolebul klinikur kvlevebSi rozuvastatiniT namkurnalebi pacientebis 4%-ze naklebi gamoeTiSa kvlevas gverdiTi reaqciebis gamo. 
gverdiTi reaqciebis sixSire klasificirebulia Semdegi SeTanxmebis mixedviT: 
Zalian xSiri (≥ 1/10); xSiri (≥ 1/100 dan <1/10-mde); araxSiri (≥ 1/1,000-dan <1/100-mde); iSviaTi ((≥ 1 /10,000 dan <1/1,000-mde); Zalian iSviaTi (<1 /10,000); sixSire ucnobia (ver fasdeba arsebuli monacemebis safuZvelze).

sisxlisa da limfuri sistemis darRvevebi: 
iSviaTi: Trombocitopenia

imunuri sistemis darRvevebi: 
iSviaTi: hipermgrZnobelobiTi reaqciebi, angionevrozuli SeSupebis CaTvliT

endokrinuli darRvevebi: 
xSiri: Saqriani diabeti1

fsiqikuri darRvevebi:
sixSire ucnobia: depresia

nervuli sistemis darRvevebi: 
xSiri: Tavis tkivili, Tavbrusxveva 
Zalian iSviaTi: polineiropaTia, mexsierebis dakargva
sixSire ucnobia: periferuli neiropaTia, Zilis darRvevebi (uZilobisa da Ramis koSmarebis CaTvliT)

respiratoruli, gulmkerdis da Suasayaris darRvevebi: 
sixSire ucnobia: xvela, qoSini

kuW-nawlavis darRvevebi:
xSiri: yabzoba, gulisreva, muclis tkivili 
iSviaTi: pankreatiti 
sixSire ucnobia: diarea
hepatobiliaruli darRvevebi: 
iSviaTi: RviZlis transaminazebis momateba 
Zalian iSviaTi: siyviTle, hepatiti

kanisa da kanqveSa qsovilis darRvevebi: 
iSviaTi: qavili, gamonayari, urtikaria
sixSire ucnobia: stivens-jonsonis sindromi, wamlismieri reaqcia eozinofiliiTa da sistemuri simptomebiT (DRESS)

ConCx-kunTovani da SemaerTebeli qsovilebisa da Zvlebis daavadebebi: 
xSiri: mialgia 
iSviaTi: miopaTia (rabdomiolizi, miozitis CaTvliT)
Zalian iSviaTi: arTralgia 
sixSire ucnobia: zogjer mysebis darRvevebi gawyvetiT garTulebuli, imunuri reaqciiT ganpirobebuli nekrozuli miopaTia

Tirkmelebisa da saSarde gzebis darRvevebi:
Zalian iSviaTi: hematuria

reproduqciuli sistemisa da sarZeve jirkvlis darRvevebi:
Zalian iSviaTi: ginekomastia

zogadi darRvevebi da gamoyenebis adgilTan dakavSirebuli darRvevebi: xSiri: asTenia
sixSire ucnobia: SeSupeba

1risk-faqtorebis sixSire (uzmod sisxlSi glukoza ≥100 mg/dl (5.6 mmol/l, BMI>30 kg/m2, trigliceridis momateba, hipertenzia anamnezSi) aRiniSna JUPITER kvlevaSi,  ZiriTadad pacientebSi, romlebsac hqondaT uzmod sisxlSi Saqari 100-125 mg/dl (5.6-dan 6.9 mmol/l-mde).
iseve rogorc sxva HMG-CoA reduqtazas inhibitorebis SemTxvevaSi, wamlismieri gverdiTi  reaqciebis sixSire izrdeba dozis gazrdasTan erTad.

efeqtebi Tirkmelze:
proteinuria, gamovlenili test-Cxiris analiziT da ZiriTadad milakovani warmoSobis, dafiqsirda rozuvastatiniT mkurnalobis dros. SardSi proteinis cvlileba, ararsebobidan an kvalidan  ++ an metai dafiqsirda pacientebis <1% -Si garkveuli drois ganmavlobaSi 10 da 20 mg dirosatiT mkurnalobis dros, xolo pacientTa daaxloebiT 3%-Si 40 mg-iT mkurnalobis dros. ararsebobidan an kvalidan + -mde mcire momateba dafiqsirda 20 mg dozaze. umetes SemTxvevaSi, proteinuria mcirdeba an qreba spontanurad Terapiis gagrZelebasTan erTad.  klinikuri kvlevebis Sedegad miRebuli informaciis da dRemde postmarketinguli monacemebis ganxilvis Sedegad, ar aris dadgenili mizezobrivi kavSiri proteinuriasa da Tirkmlis mwvave an progresirebad daavadebebs Soris. 
hematuria dafiqsirda rozuvastatiniT namkurnaleb pacientebSi, da klinikuri kvlevebis Sedegad miRebuli monacemebi miuTiTebs hematuriis dabal sixSireze.

efeqtebi ConCxis kunTebze: 
efeqtebi ConCxis kunTebze, rogoricaa mialgia, miopaTia (miozitis CaTvliT) da, iSviaTad, Tirkmelebis mwvave ukmarisobasTan dakavSirebuli an daukavSirebeli rabdomiolizi, aRiniSna rozuvastatiniT namkurnaleb pacientebSi yvela dozaze da gansakuTrebiT 20 mg-ze maRal dozebze. 
CK-s donis momateba aRiniSneba pacientebSi, romlebic iReben rozuvastatins, dozis mixedviT; umetesi SemTxvevebi iyo msubuqi, asimptomuri da gardamavali. Tu CK done moimatebs (> 5xULW), mkurnaloba unda Sewydes (ix. paragrafi 4.4).

efeqtebi RviZlze: 
iseve, rogorc HMG-CoA reduqtazas sxva inhibitorebis SemTxvevaSi, dozasTan dakavSirebuli transaminazebis donis mateba dafiqsirda  rozuvastatinis mimRebi pacientebis mcire raodenobaSi. umetes SemTxvevaSi  es mdgomareoba iyo  msubuqi, asimptomuri da gardamavali.
zogierTi statinis SemTxvevaSi dafiqsirda Semdegi gverdiTi movlenebi: 
· sqesobrivi disfunqcia 
· gansakuTrebiT xangrZlivi mkurnalobis dros, filtvis intersticiuli daavadebis gamonaklisi SemTxvevebi (ix. paragrafi 4.41). 
rabdomiolizis sixSire, Tirkmelebis mxriv seriozuli movlenebis da RviZlis mxriv seriozuli movlenebis (gansakuTrebiT RviZlis transaminazebis momateba) SemTxvevebi ufro maRalia 40 mg dozaze.

damatebiTi informacia specialuri populaciebis Sesaxeb: 
pediatriuli pipulacia: 
Catarebul klinikur kvlevaSi bavSvebsa da mozardebSi, romlebic 52 kviris ganmavlobaSi iRebdnen rozuvastatatins, CK–is momateba > 10xULN da kunTebis simptomebi varjiSis an gazrdili fizikuri aqtiurobis Semdeg, dafiqsirda ufro xSirad, mozrdilebSi Catarebul klinikur kvlevebTan SedarebiT (ix. paragrafi 4.4). 
sxva aspeqtebis mxriv, rozuvastatinis usafrTxoebis profili bavSvebsa da mozardebSi, iyo mozrdilebis analogiuri.

savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba
samkurnalo produqtis licenzirebis  Semdeg savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba mniSvnelovania. es iZleva samkurnalo produqtis sargebeli / riskis balansis mudmivi monitoringis saSualebas. samedicino specialistebma nebismieri savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba unda gaakeTon erovnuli Setyobinebis sistemis saSualebiT.

4.9. dozis gadaWarbeba da dozis gadaWarbebis mkurnaloba 
dozis gadaWarbebis specifikuri mkurnaloba ar arsebobs. dozis gadaWarbebis SemTxvevaSi pacients unda Cautardes simptomuri mkurnaloba da saWiroebisamebr miRebul unda iqnes mxardamWeri zomebi. unda Catardes RviZlis funqciis da CK donis monitoringi. hemodializi efeqturi ar aris.

5. farmakologiuri Tvisebebi
5.1. farmakodinamika 
farmako-Terapiuli jgufi: HMG-CoA reduqtazas inhibitorebi
aTq kodi: C10AA07

moqmedebis meqanizmi: rozvastatini aris HMG-CoA reduqtazis seleqtiuri da konkurentuli inhibitori, siCqaris SemzRudveli  fermenti, romelic 3-hidroqsi-3-meTilglutaril koferment A-s gardaqmnis mevalonatad, qolesterinis prekursorad rozuvastatinis moqmedebis ZiriTadi adgili aris RviZli, qolesterinis daqveiTebis samizne organo. 
rozuvastatini zrdis RviZlis LDL receptorebis raodenobas ujredis zedapirze, aZlierebs LDL-is aTvisebas da katabolizms da is ainhibirebs RviZlismier  VLDL sinTezs, VLDL da LDL nawilakebis saerTo raodenobis SemcirebiT.

farmakodinamikuri efeqtebi
rozuvastatini amcirebs momatebul LDL-qolesterins, saerTo qolesterins da trigliceridebs, da zrdis HDL-qolesterins. rozuvastatini aseve amcirebs ApoB, ara-HDL-C, VLDL-C, VLDL-TG-ebs. is zrdis Ap0A-I (ix. cxrili 2). rozvastatini aseve amcirebs LDL-C / HDL-C, saerTo qolesterins / HDL-C-s  da ara-HDL-C / HDL-C da ApoB / ApoA-I Tanafardobebs.

cxrili 2: dozaze pasuxis monacemebi pirveladi hiperqolesterinemiis (tipi IIa da IIb)  mqone pacientebSi (bazisuri donidam cvlilebis saSualo %)N			
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	17
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	18
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	-46
	10
	-28
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pasuxi miiReba rozuvastatiniT mkurnalobis dawyebidan erTi kviris ganmavlobaSi da, zogadad, 2 kviraSi miiRweva maqsimaluri Terapiuli pasuxis 90%. maqsimaluri efeqti zogadad miiRweva da narCundeba 4 kviris ganmavlobaSi.

klinikuri efeqtianba da usafrTxoeba:
rozuvastatini efeqtiania hiperqolesterinemiis mqone mozrdilebSi, hipertrigliceridemiiT da mis gareSe, rasis, sqesis an asakis miuxedavad da specialur populaciebSi, rogoricaa diabetis an ojaxuri hiperqolesterinemiis mqone pacientebi.

III fazis gaerTianebuli monacemebis mixedviT rozuvastatinma aCvena, rom efeqtiania samkurnalo miznebis misaRwevad `evropis aTerosklerozis sazogadoebis~ (EAS; 1998) gaidlainiT IIa da II b tipis hiperqolesterinemiis mqone pacientebis umravlesobisTvis (LDL-C saSualo bazisuri done daaxloebiT 185.6 mg/dl (4.8 mmol/l); 10 mg rozuvastatiniT namkurnalebi pacientebis  daaxloebiT 80%, miaRwies EAS LDL-C samizne dones (<116 mg/dl) (<3 mmol/l).

farTo kvlevaSi heterozigoturi ojaxuri hiperqolesterinemiis mqone 435 pacients misces rozuvastatini 20 mg-dan 80 mg-mde forsirebuli titraciis saxiT. yvela dozam aCvena sasargeblo gavlena lipidur parametrebze da miaRwia samizne miznebs. 40 mg sadReRamiso dozis titraciis Semdeg (12 kviriani mkurnaloba), LDL-C Semcirda 53%-iT. pacientebis 33%–ma miaRwia LDL-C dones (<116 mg /dl), romelic gansazRvrulia EAS gaidlainebSi.

forsirebuli titraciis struqturis Ria kvlevaSi 20–40 mg rozuvastatinis dozebze pasuxebi Sefasda homozigoturi ojaxuri hiperqolesterinemiis mqone  42 pacientSi.  pacientebis saerTo jgufSi LDL-C done Semcirda saSualod 22% -iT.

klinikur kvlevebSi pacientebis SezRuduli raodenobiT rozuvastatinma aCvena, rom aqvs damatebiTi efeqti trigliceridebis SemcirebaSi, rodesac is gamoiyeneba fenofibratTan erTad, da HDL-C donis momatebaSi  niacinTan erTad gamoyenebisas (ix. paragrafi 4.4).

multicentrul, ormagad brma, placeboTi gakontrolebul klinikur kvlevaSi saxelwodebiT METEOR, 984 pacienti 45-dan 70-mde wlis asakiT, subklinikuri aTeroskleroziT (ganisazRvra saZile arteriis Sua da Sida Sris sisqiT (CIMT)) da gulis koronaruli daavadebebis dabali riskiT (ganisazRvra rogorc framingemis riski <10% 10 welze meti drois ganmavlobaSi), saSualo LDL-C - 154.5 mg/dl-iT (4.0 mmol/l), iqna randomizebuli 40 mg rozuvastatiniT dReSi erTxel mkurnalobis an placebos jgufSi 2 wlis ganmavlobaSi. rozuvastatini mniSvnelovnad anelebs CIMT- is gazrdis maqsimalur maCvenebels placebosTan SedarebiT. rozuvastatiniT namkurnaleb pacientebSi saZile arteriis 12 adgilisaTvis CIMT maqsimaluri mniSvnelobis cvlilebis siCqaris sxvaoba placebosTan SedarebiT aris  aris -0.0145 mm/weli (95% sandobis intervali, -0.0196. -0.0093; p<0.0001). bazisuri donidan cvlileba rozuvastatinisTvis iyo -0.0014 mm/weli (-0.12%/weli (umniSvnelo)), placebos  +0.0131 mm/weli progresirebasTan SedarebiT. jer ar aris gamovlenili pirdapiri kavSiri CIMT–s Semcirebasa da kardiovaskuluri movlenebis  riskis Semcirebas Soris. METEOR kvlevaSi Seswavlili populacia imyofeba gulis koronaruli daavadebebis dabali riskis qveS, da ar warmoadgens 40 mg rozuvastatinis samizne populacias. 40 mg doza unda dainiSnos mxolod pacientebSi, romlebsac aqvT mZime hiperqolesterinemia, da arian maRali kardiovaskuluri riskis qveS (ix. paragrafi 4.2).

pirveladi prevenciisaTvis  statinebis gamoyenebis dasabuTeba: rozuvastatinis Sefasebis intervenciul kvlevaSi (JUPITER) rozuvastatinis efeqti seriozuli aTerosklerozuli kardiovaskuluri daavadebebis ganviTarebis sixSireze Sefasda 17,802 mamakacSi (≥50 wlis asakis) da qalSi (≥ 60 wlis asakis).

am kvlevaSi monawile subieqtebi SemTxveviTobis principiT ganawildnen dReSi erTxel placebos (n = 8901) an 20 mg rozuvastatinis (n = 8901) jgufSi da maTze dakvirveba moxda saSualod 2 wlis ganmavlobaSi. rozuvastatinis jgufSi LDL- qolesterinis koncentracia Semcirda 45% -iT (p <0.001), placebos jgufTan SedarebiT.

maRali riskis qvejgufebis subieqtebis retrospeqtuli analiziT, romlebsac hqondaT sawyisi framingemis riskis qula> 20% (1558 subieqti), aRiniSna kardiovaskuluri sikvdilis, insultis da miokardiumis infarqtis   mniSvnelovani Semcireba (p = 0.028) kombinirebul saboloo SedegSi, rozuvastatinis mkurnalobis dros placebosTan SedarebiT. yovel 1000 pacientze weliwadSi movlenis sixSiris absoluturi riskis Semcireba iyo 8,8. mTliani sikvdilianoba am maRali riskis jgufSi darCa ucvleli (p = 0.193). retrospeqtuli analiziT maRali riskis qvejgufebis subieqtebSi  (sul 9302 subieqti) sabaziso  riskis quliT ≥ 5% (eqstrapolacia gamoiyeneba 65 welze ufrosi asakis subieqtebis CasarTavad) kombinirebul saboloo SedegSi aRiniSna kardiovaskuluri sikvdilis, insultis da miokardiumis infarqtis mniSvnelovani Semcireba (p = 0.0003) rozuvastatiniT mkurnalobis dros placebosTan SedarebiT. yovel 1000 pacientze weliwadSi movlenis sixSiris absoluturi riskis Semcireba iyo 5,1. mTliani sikvdilianoba am maRali riskis jgufSi darCa ucvleli (p = 0.076). 

JUPITER kvlevaSi rozuvastatinis mimRebi pacientebis 6.6% da placebos mimRebi pacientebis 6.2%-ma Sewyvita sakvlevi preparatis miReba gverdiTi movlenis gamo. yvelaze gavrcelebuli gverdiTi movlenebi, ramac gamoiwvia mkurnalobis Sewyveta, iyo: mialgia (0.3% rozuvastatini, 0.2% placebo), muclis tkivili (0.03% rozuvastatini, 0.02% placebo) da gamonayari (0.02% rozuvastatini, 0.03% placebo).
yvelaze xSiri gverdiTi movlenebi placebos toli an ufro maRali sixSiriT iyo: saSarde gzebis infeqcia (8.7% rozuvastatini,  8.6% placebo), nazofaringiti (7.6% rozuvastatini, 7.2% placebo). zurgis tkivili (7.6% rozuvastatini,  6.9% placebo) da mialgia (7.6% rozuvastatini,  6.6% placebo).

pediatriuli populacia: 
12–kviriani, ormagad brma, randomizebuli, multicentruli, placeboTi gakontrolebuli kvleva (n = 176; 97 mamrobiTi sqesis da 79 mdedrobiTi sqesis), rasac mohyva Ria etiketis rozuvastatinis dozis titraciis faza 40 kviris ganmavlobaSi (n = 173 ; 96 mamrobiTi sqesis da 77 mdedrobiTi sqesis), gagrZelda 10-17 wlis asakis pacientebSi (taneris stadia II-V, minimum 1 wlis Semdeg gogonebSi pirveli menstruaciis Semdeg) heterozigoturi ojaxuri hiperqolesterinemiiT, dReSi erTjeradi doziT 5, 10 an 20 mg rozuvastatini an placebo maT miiRes 12 kviris ganmavlobaSi, Semdeg ki yvelam 40 kviris ganmavlobaSi, miiRo rozuvastatinis erTjeradi doza dReSi. kvlevis dasawyisSi, pacientebis daaxloebiT 30% iyo 0-13 wlis asaks Soris, da pacientebis 17%, 18%. 40% da 25% iyo taneris II, III. IV da V stadiaze Sesabamisad.

placebos 0.7% maCvenebelTan  SedarebiT, LDL-C–is daqveiTeba 5, 10 da 20 mg rozuvastatinze  Seadgenda Sesabamisad, 38.3% 44,6% da 50%-s.

me-40 kviris dasasruls, Ria etiketis, samizne-titraciuli periodis ganmavlobaSi, LDL-C samizne maCvenebeli 108 mg/dl (2.8 mmol/l) miRweuli iqna 173-dan  70 pacientSi  (40.5%), maqsimaluri doziT 20 mg dReSi erTxel.

52-kviriani sakvlevi mkurnalobis Semdeg ar aRiniSna zemoqmedeba zrdaze. wonaze, BMI-ze an sqesobriv momwifebaze (ix. paragrafi 4.4). es kvleva (n = 176) ar aris Sesaferisi iSviaTi wamlismieri gverdiTi movlenebis Sesadareblad.

rozuvastatini aseve gamokvleuli iqna Ria etiketi,  samizne-titraciis  kvlevaSi 6-17 wlis asakis heterozigoturi ojaxuri hiperqolesterinemiis mqone 198 bavSvSi (88 biWi da 110 gogona, taneris stadia <II-V). sawyisi doza yvela pacientSi Seadgenda 5 mg rozuvastatins dReSi erTxel. 6-9 wlis pacientebs (n = 64) CautardaT titracia maqsimaluri doziT 10 mg dReSi erTxel, xolo 10-17 wlis asakis pacientebs (n = 134) CautardaT titracia maqsimaluri doziT 20 mg dReSi erTxel.

rozuvastatiniT 24-Tviani mkurnalobis Semdeg, LDL-C–Si LS–is saSualo procentuli Semcireba sawyis mniSvnelobasTan SedarebiT 6–dan <10–mde, 10-dan <14 da 14-dan <18 wlis asakobriv jgufebSi, Sesabamisad Seadgenda -43% (sawyisi: 236 mg/dl (6,1 mmol/l), 24 Tve: 133 mg/dl (3.4 mmol/l)), -45% (sawyisi: 234 mg/dl (6.1 mmol/l, 24 Tve: 124 m /dl) (3.2 mmol/l)) da -35% (sawyisi: 241 mg/dl (6.2 mmol/l) .24 Tve: 153 mg/dl (4 mmol/l)).

5 mg, 10 mg da 20 mg rozuvastatinma aseve aCvena statistikurad mniSvnelovani cvlilebebi sabazziso donidan Semdeg meoreuli lipidur da lipoproteinul cvladebze: HDL-C, TC, ara-HDL-C,  LDL-C / HDL-C,  TC/HDL-C, TG/HDL-C, ara- HDL-C/HDL-C, ApoB, ApoB/ApoA-1. TiToeuli es cvlileba dakavSirebuli iyo lipiduri pasuxebis gaumjobesebasTan da SenarCunda 2 wlis ganmavlobaSi.
24-Tviani mkurnalobis Semdeg, ar aRiniSnaa zemoqmedeba zrdaze, wonaze, BMI-ze an sqesobriv momwifebaze (ix. paragrafi 4.4).

rozuvastatini Seiswavles 14 bavSvsa da mozardSi (6-17 wlis asakis) homozigoturi ojaxuri hiperqolesterinemiiT, doziT 20 mg dReSi erTxel, placebosTan SedarebiT ormagad brma, placeboTi gakontrolebul, multicentrul, jvaredin-fazian kvlevaSi. kvlevaSi Sedioda 4–kviriani aqtiuri dietis Sesavali faza,  romlis drosac pacientebi  Rebulobdnen 10 mg rozuvastatins, jvaredini faza, romlis drosac gamoiyeneboda  20 mg rozuvastatini placebos miRebamde  6 kviriT adre an misi miRebidan  6 kviris Semdeg, da 12–kviriani SenarCunebis faza, romlis drosac yvela pacientma miiRo 20 mg rozuvastatini. pacientebSi, romlebic iRebdnen ezetimibs an afereziT mkurnalobas kvlevaSi Sesvlis dros, Tavisi mkurnaloba ganagrZes mTeli kvlevis ganmavlobaSi.

statistikurad mniSvnelovani (p = 0.005) Semcireba (22.3%, 85.4 mg/dl an 2.2 mmol/l) dafiqsirda LDL-C -s mxriv placebosTan SedarebiT 20 mg rozuvastatiniT mkurnalobis 6 kviris Semdeg. statistikurad mniSvnelovani Semcireba dafiqsirda saerTo qolesterinis mxriv (20.1%, p = 0.003), ara-HDL qolesterinis mxriv (22,9%  p =0.003) da ApoB-s mxriv (17.1%, p = 0.024). 20 mg rozuvastatiniT 6-kviriani mkurnalobis Semdeg TG, IDL-C/HDL-C, saerTo-C / HDL-C, ara-HDL qolesterini / HDL-C da ApoB/Ap0A-1 aseve Semcirda placebosTan SedarebiT. LDL-C–is daqveiTeba SenarCunda mkurnalobis 12 kviris ganmavlobaSi, rodesac 20 mg rozuvastatiniT 6 kviriani  mkurnaloba  Catarda  placebos  miRebidan  6 kviris Semdeg. 
erT pacients 40 mg doziT titraciis Semdeg 6 kviris Semdeg aReniSna, LDL-C (8.0%), saerTo-C (6.7%) da ara-HDL-C (7.4%) maCveneblebis Semdgomi Semcireba.

gafarToebul Ria etiketian kvlevaSi 20 mg rozuvastatiniT 90 kviramde mkurnalobisas 9 pacientSi LDL-C–is daqveiTeba SenarCunda -12,1%-dam -21,3%-mde intervalSi.
homozigoturi ojaxuri hiperqolesterinemiis mqone 7 bavSvsa da mozardSi  (8-17 wlamde asakis), romlebic monawileobdnen Ria-etiketian, forsirebuli titraciis kvlevaSi (ix. zemoT),  20 mg rozuvastatiniT 6 kviriani mkurnalobis Semdeg, sawyis donesTan SedarebiT dafiqsirebuli LDL-C-is(21%), saerTo qolesteriis (19.2%) da ara- HDL qolesterinis (21%) procentuli Semcireba iyo homozigoturi ojaxuri hiperqolesterinemiis mqone bavSvTa da mozardTa zemoaRniSnul kvlevaSi dafiqsirebulis analogiuri.

evropis wamlebis saagentom  amoiRo rosuvastatinis  kvlevebis Sedegebis warmodgenis valdebuleba pediatriuli populaciis yvela qvejgufSi, homozigoturi ojaxuri hiperqolesterinemis, pirveladi kombinirebuli (Sereuli) dislipidemiis  mkurnalobis da kardiovaskuluri movlenebis mxriv (ix. paragrafi 4.2. pediatriuli gamoyenebis Sesaxeb informaciis misaRebad).

5.2. farmakokinetika 
zogadi maxasiaTeblebi 
Sewova
rozuvastatinis maqsimaluri plazmuri koncentracia miiRweva peroraluri miRebidan daaxloebiT 5 saaTis Semdeg. absoluturi bioSeRwevadoba  daaxloebiT 20%-ia.

ganawileba:
rozuvastatinis mniSvnelovni STanTqma xdeba RviZlSi, romelic qolesterinis sinTezis da LDL-C klirensis ZiriTadi adgilia. rozuvastatinis distribuciis moculoba Seadgens daaxloebiT 134 l-s. rozuvastatinis daaxloebiT 90% ukavSirdeba plazmis proteinebs, upiratesad albumins.

biotransformacia: 
rozuvastatinis metabolizmi SezRudulia (daaxloebiT 10%). In vitro metabolizmis kvlevebma adamianis hepatocitebis gamoyenebiT aCvena, rom rozuvastatini susti substratia citoqroma P450–ze damyarebuli metabolizmisTvis. CYP2C9 iyo mTavari monawile izofermenti; 2C19, 3A4 da 2D6 monawileobdnen naklebad. ZiriTadi identificirebuli metabolitebia N-desmeTilis da laqtonis metabolitebi. N-desmeTilis metaboliti daaxloebiT 50%-iT naklebad aqtiuria, vidre rozuvastatini, xolo laqtonuri forma klinikurad araaqtiurad iTvleba. HMG-CoA reduqtazis inhibitoruli moqmedebis 90%-ze meti miiRweva rosuvastatinis mier.

gamoyofa:
rozuvastatinis dozis daaxloebiT 90% gamoiyofa ucvleli saxiT ganavalSi (Sedgeba absorbirebuli  da araabsorbirebuli aqtiuri nivTierebisgan), xolo darCenili nawili gamoiyofa SardSi. daaxloebiT 5% gamoiyofa ucvleli saxiT SardSi. plazmuri  naxevargamoyofis periodi Seadgens daaxloebiT 19 saaTs. naxevargamoyofis periodi ar izrdeba ufro maRal dozebze. geometriuli saSualo plazmuri klirensi Seadgens daaxloebiT 50 litrs/saaTSi (variaciis koeficienti 21,7%). iseve, rogorc HMG-CoA reduqtazas sxva inhibitorebis SemTxvevaSi, rosuvastatinis RviZliT STanTqma xdeba membranuli transporteri OATP-C-s saSualebiT. am transporters  mniSvnelovani roli aqvs rozuvastatinis RviZliT eliminaciaSi.  

wrfivoba:
rozuvastatinis sistemuri bioSeRwevadoba izrdeba dozis proporciulad. mravaljeradi sadReRamiso dozebis Semdeg farmakokinetikuri parametrebis cvlilebebi ar aRiniSneba.

pacientebis damaxasiaTebeli Tvisebebi
asaki da sqesi: 
asaks da sqess ar aqvT klinikuri efeqti rozuvastatinis farmakokinetikaze mozrdilebSi. rozuvastatinis farmakokinetika heterozigoturi ojaxuri hiperqolesterinemiis mqone bavSvebSi da mozardebSi dislipidemiis mqone mozrdil moxaliseebSi aRniSnulis analogiuria (ix. qvemoT~ populacia~).

rasa: 
farmakokinetikuri kvlevebi aCvenebs saSualo AUC da Cmax-is  daaxloebiT orjerad momatebas aziel subiqetebSi (iaponeli, Cineli, filipineli, vietnameli da koreeli), TeTrkanian  subiqtebTan  SedarebiT. saSualo AUC da Cmax  daaxloebiT 1.3-jer matulobs induri warmoSobis azielebSi. mosaxleobis farmakokinetikuri analiziT ar aris gamovlenili klinikurad mniSvnelovani gansxvavebebi farmakokinetikis mxriv TeTrkanian da Savkanian  jgufebs Soris.

Tirkmlis ukmarisoba:
Tirkmlis ukmarisobis sxvadasxva xarisxis mqone pacientebze Catarebul kvlevaSi, Tirkmlis msubuqidan zomieramde daavadebam ar moaxdina gavlena rozuvastatinis an N-desmeTilis metabolitis plazmur koncentraciaze. Tumca, mZime ukmarisobis mqone subieqtebSi (CrCI <30 ml/wT) aRiniSna rozuvastatinisa da N N-desmeTilis metabolitis plazmaSi koncentraciis 3-jer gazrda da 9–jer gazrda, janmrTel moxaliseebTan SedarebiT. rozuvastatinis stabiluri mdgomareobis plazmuri koncentracia hemodializze myof pacientebSi daaxloebiT 50%-iT meti iyo janmrTel moxaliseebTan SedarebiT.

RviZlis ukmarisoba: 
RviZlis ukmarisobis sxvadasxva xarisxis mqone subieqtebze Catarebul kvlevaSi ar dadasturda rozuvastatinis mimarT momatebuli eqspozicia Caild-pius 7 an naklebi qulis mqone pacientebSi.  Tumca, Caild-pius 8 da 9 qulis mqone or subieqtSi sistemuri eqspozicia minimum 2-jer gaizarda, Caild-pius ufro dabali qulis mqoneebTan SedarebiT. 9-ze maRali qulis mqone subuieqtebSi gamocdileba ar arsebobs.

genetikuri polimorfizmebi:
HMG-CoA reduqtazas inhibitorebis, maT Soris rozuvastatinis distribucia xorcieldeba OATP1B1 da BCRP trasnporteri proteinebis mediatorobiT. SLCO1B1 (OATP1B1) da/an ABCG2 (BCRP) genetikuri polimorfizmis mqone pacientebs aqvT rozuvastatinis eqspoziciis gazrdis riski. individualuri SLCOIBI c.52ICC da ABCG2 c.421AA polimorfizmebi asocirdeba rozuvastatinis ufro maRal eqspoziciasTan (AUC), SLCO1B1 c.521TT an ABCG2 c.421CC genotipebTan SedarebiT. es specifiuri genotipi ar aris dadgenili klinikur praqtikaSi, magram dirosatis ufro dabali dozebia rekomendebuli im pacientebisTvis, romlebsac aqvT dadgenili aseTi polimorfizmi.

pediatriuli populacia:
rozuvastatinis  (tabletebis saxiT miRebuli)  orma  farmakokinetikurma kvlevam heterozigoturi ojaxuri hiperqolesterinemiis mqone 10-17 wlis an 6-17 wlis asakis pediatriul pacientebSi (sul 214 pacienti)  aCvena, rom rozuvastatinis eqspozicia pediatriul pacientebSi mozrdil pacientebSi aRniSnulis analogiuri an naklebia.  rozuvastatinis eqspozicia SeiZleba Sefasdes dozis da 2 welze meti periodis mixedviT.  

5.3. preklinikuri usafrTxoebis monacemebi 
usafrTxoebis farmakologiurma kvlevebma, ganmeorebiTi dozis toqsikurobis, genotoqsikurobis da kancerogenuli potencialis  standartulma kvlevebma ar gamoavlina adamianisTvis specifikuri safrTxe. hERG–ze efeqtebis specifikuri testebi ar Sefasebula. gverdiTi reaqciebi, romlebic ar aRiniSneba klinikur kvlevebSi, magram nanaxia cxovelebSi klinikuri eqspoziciis donis analogiur eqspoziciis doneebze, Semdegia: ganmeorebiTi dozis toqsikurobis kvlevaSi rozuvastatinis farmakologiuri moqmedebiT gamowveuli RviZlis histopaTologiuri cvlilebebi dafiqsirda TagvebSi da virTxebSi. es cvlilebebi, naRvlis buStze efeqtebTan erTad, ufro naklebad dafiqsirda ZaRlebis kvlevebSi; maimunebze Catarebul kvlevebSi es cvlilebebi ar aRiniSna. garda amisa, maimunebSi da ZaRlebSi ufro maRali dozebze dafiqsirda saTesle jirkvlebze toqsikuroba. reproduqciuli toqsikuroba aSkara iyo virTxebSi, naSierebis Semcirebuli zomebis, naSierebis wonis da naSierebis cocxlad gadarCenis mxriv, romelic dafiqsirda dedisTvis toqsikur dozebze, sadac sistemuri eqspoziciebi ramdenjerme aRemateboda Terapiuli eqspoziciis dones.

6. farmakologiuri maxasiaTeblebi
6.1. damxmare nivTierebebis CamonaTvali
laqtozis monohidrati (miRebulia Zroxis rZisgan)
mikrokristaluri celuloza 
orfuZiani kalciumis fosfati 
krospovidoni
koloiduri siliciumis dioqsidi
magniumis stearati (E572)
hipromeloza (E464)
talki
titanis dioqsidi (E171) 
stearis mJava
hidroqsipropilceluloza
mikrokristaluri celuloza
rkinis wiTeli oqsidi
rkinis yviTeli oqsidi

6.2. SeuTavseblobebi
SeuTavseblobebi gamovlenili ar aris. 

6.3. Senaxvis vada 
Senaxvis vadaa 48 Tve.

6.4. specialuri sifrTxilis zomebi SenaxvisaTvis 
inaxeba oTaxis temperaturaze., 25°C-is qvemoT.
 
6.5. SefuTvis forma da Semcveloba
bazarze xelmisawvdomia  al/al blisterul SefuTvaSi, romelic Seicavs 28 an 90 tablets.

6.6. adamianis samkurnalo produqtis gamouyenebeli nivTierebebis ganadgureba da sxva gansakuTrebuli sifrTxilis zomebi
gamouyenebeli produqtebi an narCeni masalebi unda ganadgurdes adgilobrivi regulaciebis Sesabamisad.
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7. vaWrobis licenziis mflobeli 
İlko İlaç San. ve Tic. A.Ş.
Veysel Karani Mah. Çolakoğlu Sok. No. 10
34885, Sancaktepe-İstanbul/ Turkey
Tel: (0216) 564 80 00
Fax: (0216) 564 80 99

ilko ilaC san. ve. tik .a.S.
veisel karani mah. ColakoRlu sok. #10 
34885, sankaktepe /stamboli/ TurqeTi
tel: (0216) 564 80 00 
faqsi: (0216) 564 80 99

8. licenziis nomeri (nomrebi)
252/17

9. pirveli licenziis/ licenziis ganaxlebis TariRi 
pirveli licenziis miniWebis TariRi: 19.07.2013
licenziis ganaxlebis TariRi: 26.12.2018

10. produqtis maxasiaTeblebis Sesworebis TariRi

