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gamoyenebis instruqcia: informacia pacientisaTvis

jubereqi 120 mg saineqcio xsnari
denosumabi

▼es medikamenti imyofeba damatebiTi dakvirvebis qveS. es uzrunvelyofs usafrTxoebis Sesaxeb axali informaciis swraf identifikacias. pacients am procesis xelSewyoba SeuZlia nebismieri, ganviTarebuli, axali gverdiTi movlenis SetyobinebiT. ix. me-4 paragrafis bolo nawili gverdiTi movlenebis Setyobinebis Sesaxeb.

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, farmacevtTan an eqTanTan mimarTva.
· medikamenti gankuTvnilia mxolod pacientisTvis. ar SeiZleba misi sxva pirebisaTvis micema. daavadebis simtomebis msgavsebis miuxedavad, is saziano SeiZleba aRmoCndes maTTvis.
· nebismieri gverdiTi movlenis ganviTarebis SemTxvevaSi pacientma unda mimarTos mkurnal eqims, farmacevts an eqTans. es moicavs iseT SesaZlo gverdiT efeqtebs, romlebic ar aris CamoTvlili instruqciaSi, ix. paragrafi 4.
· mkurnali eqimi pacients gadascems samaxsovro baraTs, romelic Seicavs usafrTxoebis Sesaxeb mniSvnelovan informacias, rac pacientma unda icodes jubereqiT mkurnalobis dawyebamde da mkurnalobis ganmavlobaSi.

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

1. ras warmoadgens jubereqi da misi gamoyeneba

jubereqi Seicavs denosumabs, cilas (monoklonuri antisxeuli), romelic moqmedebs Zvlebis daSlis SenelebiT, rac gamowveulia avTvisebiani simsivnis ZvlebSi gavrcelebiT (Zvlebis metastazebi) an Zvlebis giganturujredovani simsivniT.
jubereqi gamoiyeneba gavrcelebuli kibos mqone zrdasrulebSi Zvlebis metastazebiT gamowveuli seriozuli garTulebebis (rogoricaa: motexiloba, zurgis tvinze zewola an sxivuri Terapiis an qirurgiuli operaciis saWiroeba) prevenciisaTvis.
jubereqi aseve gamoiyeneba Zvlebis giganturujredovani simsivnis samkurnalod, romlis mkurnaloba operaciiT ar SeiZleba an roca operacia ar aris mkurnalobis optimaluri varianti, zrdasrulebSi da mozardebSi, romlebSic Sewyvetilia Zvlebis zrda.

2. ra unda icodes pacientma jubereqis gamoyenebamde

dauSvebelia jubereqis gamoyeneba
· Tu pacienti alergiulia denosumabis an medikamentis sxva romelime ingredientis mimarT (CamonaTvali ix. me-6 paragrafSi).
mkurnali eqimi ar dauniSnavs pacients jubereqs, Tu pacients kalciumis dabali done aqvs sisxlSi, romelic ar aris namkurnalebi.
mkurnali eqimi ar dauniSnavs pacients jubereqs, Tu pacients aReniSneba Seuxorcebeli Wrilobebi stomatologiuri an piris Rrus qirurgiuli operaciis Semdeg.

gafrTxilebebi da sifrTxilis zomebi
saWiroa eqimTan konsultacia jubereqis gamoyenebamde.
kalciumisa da D vitaminis danamatebi
pacientma unda miiRos kalciumisa da D vitaminis danamatebi jubereqiT mkurnalobis dros, Tu ar aqvs sisxlSi kalciumis maRali done. eqimi pacientTan erTad ganixilavs am sakiTxs. Tu sisxlSi kalciumis done dabalia, eqimmma SeiZleba miiRos gadawyvetileba kalciumis danamatebis daniSvnis Sesaxeb jubereqiT mkurnalobis dawyebamde.

kalciumis dabali done sisxlSi
mkurnal eqims unda ecnobos dauyovnebliv, Tu pacients aReniSneba kunTebis spazmebi, uneblie SekumSvebi an krampebi da/an TiTebis, fexis TiTebis an piris irgvliv dabuJeba an Cxvletis SegrZneba da/an gulyrebi, cnobierebis dabindva an cnobierebis dakargva jubereqiT mkurnalobis dros. pacients SeiZleba hqondes kalciumis dabali done sisxlSi.

Tirkmlis dazianeba
mkurnal eqims unda ecnobos, Tu pacients aqvs an hqonda Tirkmelebis mZime problemebi, Tirkmlis ukmarisoba an saWiroebs dializs, ramac SeiZleba gazardos sisxlSi kalciumis daqveiTebis riski, gansakuTrebiT, Tu pacienti ar iRebs kalciumis danamatebs.

piris Rrus, kbilebis an qveda ybis problemebi
pacientebSi, romlebic kibosTan dakavSirebuli mdgmareobebis gamo iRebdnen jubereqis ineqciebs, xSirad (SeiZleba aRiniSnos 10-dan 1-ze nakleb pacientSi) aRiniSna gverdiTi efeqti, e.w. ybis osteonekrozi (ybis Zvlis dazianeba). ybis osteonekrozi aseve SeiZleba ganviTardes mkurnalobis Sewyvetis Semdeg.

mniSvnelovania, rom Tavidan iqnes acilebuli ybis osteonekrozis ganviTareba, radgan es SeiZleba iyos mtkivneuli mdgomareoba, romlis mkurnalobac SeiZleba rTuli iyos. ybis osteonekrozis ganviTarebis riskis Sesamcireblad saWiroa ramdenime sifrTxilis zomis miReba:
· mkurnalobis dawyebamde eqims/eqTans (samedicino specialists) unda ecnobos, Tu pacients raime problema aqvs piris RrusTan an kbilebTan dakavSirebiT. eqimma unda gadados mkurnalobis dawyeba, Tu pacients aReniSneba stomatologiuri procedurebis an piris Rruze qirurgiuli Carevis Sedegad piris Seuxorcebeli Wrilobebi. eqimma SeiZleba pacients urCios stomatologiuri gamokvleva jubereqiT mkurnalobis dawyebamde.
· mkurnalobis dros saWiroa piris Rrus saTanado higienis dacva da rutinuli stomatologiuri Semowmebebis Catareba. Tu pacienti iyenebs proTezs, unda darwmundes, rom is sworad aris morgebuli.
· Tu pacienti itarebs stomatologiur mkurnalobas an unda gaukeTdes stomatologiuri operacia (mag. kbilis amoReba), unda acnobos eqims stomatologiuri mkurnalobis Sesaxeb da acnobos stomatologs, rom mkurnalobs jubereqiT.
· saWiroa eqimTan an stomatologTan dauyovnebliv mimarTva, Tu aRiniSneba raime problema piris RrusTan an kbilebTan dakavSirebiT, rogoricaa kbilebis moryeva, tkivili an SeSupeba, wylulebis Seuxorcebloba an gamonadeni, radgan es SeiZleba iyos ybis osteonekrozis niSnebi.

pacientebs, romlebic itareben qimioTerapias da/an sxivur Terapias, iReben steroidebs an antiangiogenezur medikamentebs (romlebic gamoiyeneba kibos samkurnalod), utardebaT stomatologiuri operacia, ar itareben rutinul stomatologiur mkurnalobas, aqvT RrZilebis daavadeba an mwevelebi arian, SeiZleba hqondeT ybis osteonekrozis ganviTarebis ufro maRali riski.

barZayis Zvlis uCveulo motexilobebi
zogierT pacients jubereqiT mkurnalobis dros ganuviTarda barZayis Zvlis uCveulo motexilobebi.
saWiroa eqimTan mimarTva, Tu aRiniSneba axali an uCveulo tkivili TeZos, sazardulis an barZayis areSi.

sisxlSi kalciumis maRali done jubereqiT mkurnalobis Sewyvetis Semdeg
Zvlis giganturujredovani simsivnis mqone zogierT pacients sisxlSi kalciumis maRali done ganuviTarda mkurnalobis Sewyvetidan kvirebis an Tveebis Semdeg. eqimi moaxdens pacientis monitorings kalciumis maRali donis niSnebsa da simptomebze jubereqiT mkurnalobis Sewyvetis Semdeg.

bavSvebi da mozardebi
jubereqi ar aris rekomendebulia 18 wlamde asakis bavSvebisa da mozardebisaTvis, garda giganturujredovani Zvlis simsivnis mqone mozardebisa, romlebSic Sewyda Zvlebis zrda. jubereqis gamoyeneba ar aris Seswavlili bavSvebsa da mozardebSi, romlebsac aReniSneba sxva tipis kibo ZvlebSi metastazebiT.

sxva medikamentebi da jubereqi
mkurnal eqims an farmacevts unda ecnobos, Tu pacienti iRebs, uaxles warsulSi iRebda an apirebs, miiRos nebismieri sxva medikamenti. es moicavs ureceptod gasacem medikamentebs. gansakuTrebiT mniSvnelovania, rom eqims ecnobos, Tu pacienti mkurnalobs:
· denosumabis Semcveli sxva medikamentiT;
· bisfosfonatiT.
dauSvebelia jubereqis erTdroulad miReba denosumabis an bisfosfonatebis Semcvel sxva medikamentebTan. 

orsuloba da ZuZuTi kveba 
jubereqi ar aris testirebuli orsul qalebSi. mniSvnelovania, rom eqims ecnobos orsulobis, SesaZlo orsulobis an misi dagegmvis Sesaxeb. jubereqi ar aris rekomendebuli orsulobis dros gamosayeneblad. Svilosnobis potencialis mqone qalebma unda gamoiyenon kontracepciis efeqtiani meTodebi jubereqiT mkurnalobis dros da jubereqiT mkurnalobis Sewyvetidan minimum 5 Tvis ganmavlobaSi.
Tu orsuloba dadga jubereqiT mkurnalobis ganmavlobaSi an jubereqiT mkurnalobis Sewyvetidan minimum 5 TveSi, unda ecnobos eqims.

ar aris cnobili jubereqi gamoiyofa Tu ara dedis rZeSi. mniSvnelovania eqims ecnobos, Tu pacienti ZuZuTi kvebavs bavSvs an gegmavs mas. mkurnali eqimi pacients daexmareba gadawyvetilebis miRebaSi, Sewyvitos ZuZuTi kveba Tu jubereqiT mkurnaloba, bavSvisTvis ZuZuTi kvebis sargeblisa da dedisTvis jubereqis sargeblis gaTvaliswinebiT,

Tu pacienti jubereqiT mkurnalobis dros ZuZuTi kvebavs bavSvs, unda acnobos mkurnal eqims.
saWiroa eqimTan an farmacevtTan konsultacia nebismieri medikamentis miRebamde.

avtomobilisa da sxva meqanizmebis marTva
jubereqs ar aqvs an umniSvnelo gavlena aqvs avtomobilisa da sxva meqanizmebis marTvaze.

jubereqi Seicavs sorbitols
es medikamenti Seicavs 78,2 mg sorbitols TiToeul flakonSi.

jubereqi Seicavs polisorbat 20-s
es medikamenti Seicavs 0,17 mg polisorbat 20-s TiToeul flakonSi. polisorbatma SeiZleba gamoiwvios alergiuli reaqciebi. eqims unda ecnobos, Tu pacients aqvs romelime nivTierebis mimarT cnobili alergia.

jubereqi Seicavs natriums
es medikamenti Seicavs 1 mmol-ze nakleb natriums (23 mg) 120 mg dozaSi, anu faqtobrivad “Tavisufalia natriumisagan”.
	
3. jubereqis gamoyenebis wesi

jubereqi keTdeba samedicino specialistis pasuxismgeblobiT.
jubereqis rekomendebuli dozaa 120 mg yovel 4 kviraSi erTxel, erTi kanqveSa ineqciis saxiT. jubereqis ineqcia xdeba barZaySi, mucelSi an mklavSi. Tu pacienti mkurnalobs giganturujredovani Zvlis simsivnis gamo man unda miiRos damatebiTi doza pirveli dozis Semdeg 1 kviraSi an 2 kviraSi.

dauSvebelia SenjRreva.
pacientma aseve unda miiRos kalciumisa da D vitaminis danamatebi jubereqiT mkurnalobis dros, Tu ar aReniSneba Warbi kalciumi sisxlSi. mkurnali eqimi pacientTan erTad ganixilavs am sakiTs.

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

4. SesaZlo gverdiTi movlenebi

yvela sxva samkurnalo saSualebis msgavsad, es medikamentic iwvevs gverdiT movlenebs, Tumca isini yvelas ar uviTardeba.

mkurnal eqims dauyovnebliv unda ecnobos, Tu pacients ganuviTarda romelime qvemoT CamoTvlili simptomi jubereqiT mkurnalobis ganmavlobaSi (SeiZleba aRiniSnos 10-dan 1-ze met pacientSi):
· kunTebis spazmebi, uneblie SekumSvebi an krampebi da/an TiTebis, fexis TiTebis an piris irgvliv dabuJeba an Cxvletis SegrZneba, gulyrebi, cnobierebis dabindva an cnobierebis dakargva. es SeiZleba sisxlSi kalciumis dabali donis niSnebi iyos. sisxlSi kalciumis dabalma donem SeiZleba gamoiwivos gulis riTmis cvlileba, e.w. QT intervalis gaxangrZliveba, romelic Cans eleqtrokardiogramaze (ekg).

mkurnal eqims dauyovnebliv unda ecnobos, Tu pacients ganuviTarda romelime qvemoT CamoTvlili simptomi jubereqiT mkurnalobis ganmavlobaSi an misi Sewyvetis Semdeg (SeiZleba aRiniSnos 10-dan 1-ze met pacientSi):
· piris da/an qveda ybis mudmivi tkivili da/an SeSupeba, an Seuxorcebeli wylulebi piris RruSi an ybaze, gamonadeni, dabuJebis an simZimis Segrzneba qveda ybaSi, kbilebis moryeva SeiZleba iyos qveda ybis Zvlis dazianebis niSnebi (osteonekrozi).

Zalian xSiri gverdiTi movlenebi (SeiZleba aRiniSnos 10-dan 1-ze met pacientSi)
· Zvlebis, saxsrebis da/an kunTebis tkivili, romelic zogjer Zlieria;
· qoSini;
· faRaraTi.

xSiri gverdiTi movlenebi (SeiZleba aRiniSnos 10-dan 1-ze nakleb pacientSi)
· fosfatebis dabali done sisxlSi (hipofosfatemia);
· kbilebis mocileba;
· Warbi oflianoba;
· gavrcelebuli kibos mqone pacientebSi: sxva tipis kibos ganviTareba.

araxSiri gverdiTi movlenebi (SeiZleba aRiniSnos 100-dan 1-ze nakleb pacientSi)
· kalciumis maRali done sisxlSi (hiperkalciemia) mkurnalobis Sewyvetis Semdeg Zvlis giganturujredovani simsivnis mqone pacientebSi;
· axali an uCveulo tkivili barZayis, sazardulis an TeZos areSi (SeiZleba barZayis motexilobis adreuli niSani iyos);
· gamonayari kanze an wylulebi piris RruSi (wamlismieri liqenoiduri gamonayari).

iSviaTi gverdiTi movlenebi (SeiZleba aRiniSnos 1,000-dan 1-ze nakleb pacientSi):
· alergiuli reaqciebi (rogoricaa: xmauriT sunTqva an sunTqvis gaZneleba; saxis, tuCebis, enis, xorxis an sxeulis sxva nawilebis Sesiveba; kanze gamonayari, qavili an WinWris cieba). iSviaT SemTxvevebSi alergiuli reaqciebi SeiZleba mZime iyos.

sixSire ucnobia (arsebuli monacemebis safuZvelze ver xerxdeba sixSiris Sefaseba)
· eqims unda ecnobos, Tu pacients aqvs yuris tkivili, yuridan gamonadeni da/an yuris infeqcia. es SeiZleba yuris Zvlebis dazianebis niSnebi iyos.

gverdiTi movlenebis Sesaxeb Setyobineba
Tu gamovlindeba nebismieri gverdiTi movlena, saWiroa mkurnal eqimTan, farmacevtTan an eqTanTan mimarTva. es moicavs iseT SesaZlo gverdiT movlenebs, romlebic ar aris CamoTvlili instruqciaSi. gverdiTi movlenebis Sesaxeb Setyobineba uSualod SesaZlebelia:
kviprosi
jandacvis saministros farmacevtuli samsaxuri
CY-1475 niqozia
tel: +357 22608607
faqsi: + 357 22608669
vebgverdi: www.moh.gov.cy/phs

saberZneTi
wamlebis erovnuli organizacia
284 mesogeionis q. GR-15562 qolargosi, aTeni
tel: + 30 21 32040337
vebgverdi: http://www.eof.gr  http://www.kitrinkarta.gr 

gverdiTi movlenebis Sesaxeb Setyobineba xels uwyobs wamlis usafrTxoebis Sesaxeb meti informaciis Segrovebas.

5. jubereqis Senaxvis wesi

inaxeba bavSvebisTvis miuwvdomel adgilas.
dauSvebelia preparatis miReba etiketsa da muyaos kolofze miTiTebuli Senaxvis vadis gasvlis Semdeg, Senaxvis vada gulisxmobs miTiTebuli Tvis bolo dRes.
inaxeba macivarSi (2°C – 8°C).
dauSvebelia gayinva.
flakoni inaxeba muyaos kolofSi sinaTlisagan dasacavad.

flakoni SeiZleba macivris gareT iqnes Senaxuli, raTa miaRwios oTaxis temperaturas (25°C-mde) ineqciis win.
es ineqcias ufro komfortuls xdis. rogorc ki flakoni miaRwevs oTaxis temperaturas (25°C-mde), is aRar unda iqnes Senaxuli macivarSi da gamoyenebul unda iqnes 30 dRis ganmavlobaSi.

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

6. SefuTvis Semcveloba da sxva informacia

ras Seicavs jubereqi
· aqtiuri nivTierebaa denosumabi. TiToeuli flakoni Seicavs 120 mg denosumabs 1,7 ml xnsarSi (Seesabameba 70 mg/ml-s).
· sxva damxmare nivTierebebia: acetis mJava, yinulovani, natriumis hidroqsidi, sorbitoli (E420), polisorbati 20 da saineqcio wyali (ix. paragrafi 2 “jubereqi Seicavs sorbitols, jubereqi Seicavs  natriums, jubereqi Seicavs polisorbat 20-s”).

jubereqis gamoSvebis forma da SefuTvis Semcveloba
jubereqi aris saineqcio xsnari (ineqcia).
jubereqi aris gamWvirvale, ufero an Ria yviTeli feris xsnari.
TiToeuli SefuTva Seicavs erT, sam an oTx erTjeradi gamoyenebis flakons.
yvela SefuTva bazarze SeiZleba ar iyos warmodgenili.
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vaWrobis licenziis mflobeli 
Accord Healthcare S.L.U. 
World Trade Center, Moll de Barcelona, s/n, 
Edifici Est 6ª planta, 
08039 Barcelona,  
Spain 

akord helsqea s.l.u.
vorld Treid senTa, mol de barselona,  s/n, 
edifici est, 6a planta,
08039 barselona,
espaneTi

mwarmoebeli
Accord Healthcare Polska Sp.z o.o. 
ul. Lutomierska 50
95-200 Pabianice
Poland

akord helsqea polska, sp.z.o.o.
ul. lutomierska 50
95-200 pabianice
poloneTi

medikamentis Sesaxeb damatebiTi informaciisatvis sawiroa vaWrobis licenziis mflobelis adgilobriv warmomadgnelTan mimarTva:
AT / BE / BG / CY / CZ / DE / DK / EE / ES / FI / FR / HR / HU / IE / IS / IT / LT / LV / LU / MT /
NL / NO / PL / PT / RO / SE / SI / SK
akord helsqea s.l.u.
tel: +34 93 301 00 64
saberZneTi:EL
vin medika a.e.
tel.:: +30 210 74 88 821

instruqciis Sesworebis ukanaskneli TariRi: 05/2025. 
am preparatis Sesaxeb detaluri informacia xelmisawvdomia evropis wamlis saagentos vebgverdze: http://www.ema.europa.eu 

qvemoT mocemuli informacia gankuTvnilia mxolod samedicino spaecialistebisaTvis:
· gakeTebamde jubereqis xsnari vizualurad unda Semowmdes. xsnari SeiZleba Seicavdes gamWvirvale an TeTri feris cilovani nawilakebis kvals. xsnaris ineqcia ar unda moxdes, Tu is mRvriea an feri aqvs Secvlili.
· ar unda SeinjRres.
· ineqciis adgilze diskomfortis Tavidan asacileblad flakoni ineqciamde unda gaCerdes oTaxis temperaturaze (25ºC-mde) da nela gakeTdes.
· unda moxdes flakonis mTeli SigTavsis ineqcia.
· denosumabis Sesayvanad rekomendebulia 27 kalibris nemsis gamoyeneba.
· flakoni xelaxla ar unda iqnes Seyvanili.

nebismieri gamouyenebeli produqti an narCeni masala unda ganadgurdes adgilobrivi moTxovnebis Sesabamisad.
