linezolid denk 2 mg/ml 

sainfuzio xsnari – intravenuri gamoyenebisTvis
antibiotiki
aqtiuri nivTiereba: linezolidi

გamoყenebis instruqcia: informacia momxmareblebisTvis

aRniSnuli preparatis gamoyenebamde saWiroa instruqciis yuradRebiT wakiTxva, radgan is Seicavs mniSvnelovan informacias. 
· saWiroa aRniSnuli instruqciis Senaxva. SesaZlebelia saWiro gaxdes misi xelaxla wakiTxva. 
· damatebiTi kiTxvebis arsebobis SemTxvevaSi, unda miemarTos mkurnal eqims, farmacevts an medpersonals.
· raime gverdiTi efeqtis gamovlenis SemTxvevaSi, unda miemarTos mkurnal eqims, farmacevts an medpersonals. es aseve exeba gverdiT efeqtebs, romlebic ar aris miTiTebuli aRniSnul instruqciaSi. ixileT nawili 4. 

ra aris mocemuli aRniSnul instruqciaSi
1. ra aris linezolid denk 2 mg/ml da riTvis gamoiyeneba igi
2. ra unda icodeT linezolid denk 2 mg/ml-is gamoyenebamde
3. linezolid denk 2 mg/ml-is miRebis wesi
4. mosalodneli gverdiTi efeqtebi
5. linezolid denk 2 mg/ml-is Senaxvis wesi
6. SefuTva da damatebiTi informacia
 
1. ra aris linezolid denk 2 mg/ml da riTvis gamoiyeneba igi
linezolid denk 2 mg/ml aris oqsazolidinonebis jgufis antibiotiki, romelic aCerebs infeqciis gamomwvevi zogierTi tipis baqteriis (paTogenis) zrdas. gamoiyeneba filtvebis anTebis da aseve zogierTi kanis an kanqveSa infeqciis samkurnalod. mkurnali eqimis gadawyvetilebiT, aRniSnuli preparati miesadageba infeqciis mkurnalobas. 

2. ra unda icodeT linezolid denk 2 mg/ml-is gamoyenebamde

ar SeiZleba linezolid denk 2 mg/ml-is miReba Tu:
· pacienti alergiulia linezolidis an sxva nebismieri ingredientis mimarT (CamoTvlilia me-6 punqtSi). 
· pacienti iRebs an bolo 2 kviris ganmavlobaSi iRebda preparatebs, romelTac ewodebaT monoaminooqsidazas inhibitorebi (MAO inhibitorebi, magaliTad: fenelzini, isokarboqsazidi, selegilini, moklobemidi). aRniSnuli preparatebi gamoiyeneba depresiis an parkinsonis samkurnalod.
· pacienti laqtaciis periodSia, radgan linezolidi gadadis dedis rZeSi da SesaZloa gavlena iqonios bavSvze. 

gafrTxilebebi da sifrTxilis zomebi
linezolid denk 2 mg/ml-is gamoyenebamde aucilebelia mimarToT mkurnal eqims, farmacevts an jandacvis profesionals.
linezolid denk 2 mg/ml-is gamoyeneba ar aris sasurveli pacientisTvis, Tu romelime qvemoT CamoTvlil kiTxvaze pasuxi aris dadebiTi. aseT SemTxvevaSi konsultaciisTvis unda miemarTos eqims, radgan mkurnalobamde da mkurnalobis dros man unda Seafasos janmrTelobis zogadi mdgomareoba da arteriuli wneva an SeiZleba gadawyvitos sxva preparatis daniSvna. 
Tu ar xarT darwmunebuli, gexebaT Tu ara qvemoT aRniSnuli kategoriebi, mimarTeT eqims. 
· aReniSneba pacients maRali arteriuli wneva miuxedavad imisa, iRebs Tu ara amisTvis Sesabamis preparatebs?
· daisva Tu ara hiperTireozis diagnozi? 
· pacients aqvs Tirkmelzeda jirkvlis simsivne (feoqromocitoma) an karcinoiduli sindromi (gamowveuli hormonaluri sistemis simsivniT, romelsac Tan axlavs faRaraTi, kanis siwiTle an mstvenavi saxis xixini)?
· aqvs pacients maniakaluri depresia, Sizoafeqturi aSliloba, fsiqikuri aSliloba an sxva saxis mentaluri problemebi?
· gaqvT hiponatriemiis (sisxlSi natriumis dabali don) anamnezi an iRebT medikamentebs, romlebic amcireben sisxlSi natriumis dones, mag: garkveul Sardmdenebs (aseve cnobilia, rogorc “Sardmdeni tabletebi”), rogoricaa hidroqloroTiazidi?
· iRebT Tu ara raime opioids?

[bookmark: _Hlk108688850]გარკვეული მედიკამენტების, მათ შორის ანტიდეპრესანტების და ოპიოიდების (მაგ., ბუპრენორფინი) ლინეზოლიდ დენკ 2 მგ/მლ-თან ერთად გამოყენებამ, შეიძლება გამოიწვიოს სეროტონინის სინდრომი, რომელიც პოტენციურად სიცოცხლისთვის საშიში მდგომარეობაა (იხილეთ მე-2 პუნქტი „სხვა მედიკამენტები და ლინეზოლიდ დენკი 2 მგ/მლ“ და მე-4 პუნქტი).

gansakuTrebuli sifrTxilea saWiro linezolid denk 2 mg/ml-is miRebisas
aRniSnuli preparatis miRebamde unda mimarToT mkurnal eqims, Tu:
· xarT xandazmuli
· advilad viTardeba sisxlCaqcevebi da sisxldenebi
· aRiniSneba anemia (sisxlis wiTeli ujredebis dabali maCvenebeli);
· advilad viTardeba infeqciebi;
· anamnezSi aRiniSneba gulyrebi;
· aRiniSneba RviZlis an Tirkmelebis problemebi, gansakuTrebiT Tu pacients utardeba dializi;
· aRiniSneba faRaraTi. 
dauyovnebliv unda miemarTos mkurnal eqims, Tu mkurnalobis dros gamovlindeba romelime qvemoT miTiTebuli simptomi:
· problemebi Tvalis mxriv, rogoricaa dabinduli mxedveloba, darRveuli feradi mxedveloba, detalebis garCevis gaZneleba an mxedvelobis velis SezRudva;
· mgrZnobelobis darRveva xelebsa da fexebSi an Cxvletis an nemsis Cxvletis msgavsi SegrZneba. 
· antibiotikiT, maT Soris linezolid denk 2 mg/ml, mkurnalobis dros, an Semdgom SeiZleba ganviTardes faRaraTi. Tu is gaxdeba mwvave an mudmivi saxis an Tu pacienti SeamCnevs, rom ganavlovan masaSi aRiniSneba sisxli an lorwo, aseT SemTxvevaSi unda Sewydes linezolid denk 2 mg/ml-iT mkurnaloba da konsultaciisTvis miemarTos eqims. aseT SemTxvevaSi, ar SeiZleba im preparatebis miReba, romlebic aferxeben an amcireben nawlavis moqmedebas.
· ganmeorebiTi gulisreva an Rebineba, muclis tkivili an swrafi sunTqva.
· avadobisa da SeuZlod yofnis SegrZneba kunTebis sisustiT, Tavis tkiviliT, dabneulobiT da mexsierebis daqveiTebiT, rac SeiZleba miuTiTebdes hiponatriemiaze (sisxlSi natriumis dabali done). 

sxva medikamentebi da linezolid denk 2 mg/ml 
arsebobs riski, rom linezolid denk 2 mg/ml zogjer SeiZleba urTierTqmedebdes sxva garkveul medikamentebTan da gamoiwvios iseTi gverdiTi movlenebi, rogoricaa arteriuli wnevis, temperaturis an gulis riTmis cvlilebebi. 

mimarTeT eqims, farmacevts an meddas, Tu iRebT sxva medikamentebs, miiReT bolo periodSi an apirebT miRebas.  

Tu pacienti amJamad iRebs an bolo 2 kviris ganmavlobaSi iRebda qvemoT miTiTebul preparatebs, man unda mimarTos mkurnal eqims, radgan ar SeiZleba maTi kombinirebuli miReba linezolid denk 2 mg/ml-Tan erTad (ixileT aseve “ar SeiZleba linezolid denk 2 mg/ml-is miReba”): 
· monoaminooqsidazas inhibitorebi (mao-inhibitorebi, magaliTad fenelzini, izokarboqsazidi, selegilini, moklobemidi). aRniSnuli preparatebi gamoiyeneba depresiis an parkinsonis daavadebis samkurnalod. 

aseve unda ecnobos eqims, Tu pacienti iRebs qvemoT miTiTebul preparatebs. eqimma SeiZleba mainc gadawyvetos linezolid denk 2 mg/ml-is daniSvna, magram mkurnalobis dawyebamde da misi mimdinareobisas gadaamowmebs janmrTelobis zogad mdgomareobas da arteriul wnevas. meores mxriv, eqimma SesaZlebelia gadawyvitos sxva preparatis daniSvna.
· fsevdoefedrinis an fenilpropanolaminis Semcveli dekongestantebi, gaciebis da gripis samkurnalo saSualebebi;
· asTmis samkurnalo zogierTi preparati, rogoricaa salbutamoli, terbutalini an fenoteroli;
· zogierTi antidepresanti, romelTac ewodebaT tricikluri antidepresantebi an serotoninis ukumitacebis seleciuri inhibitorebi (SSRIs), rogorebicaa amitriptilini, citaloprami, klomipramini, dosulepini, doqsepini, fluoqsetini, fluvoqsamini, imipramin, lofepramini, paroqsetini an sertralini;
· Sakikis samkurnalo preparatebi, rogoricaa sumatriptani da zolmitriptani;
· uecari, mZime alergiuli reaqciebis samkurnalo preparatebi, rogoricaa adrenalini (epinefrini);
· preparatebi, romlebic zrdian arteriul wnevas, magaliTad noradrenalini (norepinefrini) dofamini da dobutamini; 
· zomieri da Zlieri tkivilis samkurnalo preparatebi, opioidebi, magaliTad peTidini;
· buprenorfini, tkivilis sawinaaRmdego medikamenti. es wamali SeiZleba urTierTqmedebdes linezolid denk 2 mg/ml-Tan da gamoiwvios iseTi simptomebi rogoricaa:LaranebayoflobiTi, ritmuli kunTebis SekumSva, maT Soris is kunTebi, romlebic akontroleben Tvalis moZraobas, aJitacia, halucinaciebi, koma, Warboflianoba, kankali, gamZafrebuli refleqsebi, kunTebis daWimulobis da sxeulis temperaturis momateba 38°C-ze maRla; Tu gamovlinda msgavsi simptomebi, mimarTeT eqims. 
· SfoTvis samkurnalo preparatebi, magaliTad buspironi;
· preparatebi, romlebic xels uSlian sisxlis Sededebas, magaliTad varfarini. 
· antibiotiki, romelic Seicavs aqtiur nivTierebas rifampicins. 

linezolid denk 2 mg/ml-is miReba sakvebTan, sasmelTan da alkoholTan erTad
· Tqven SegiZliaT miiRoT linezolid denk 2 mg/ml Wamamde, Wamis dros an mis Semdeg. 
· pacientma Tavi unda aaridos didi raodenobiT “mwife” yvelis, safuaris an soios marcvlebisgan miRebuli eqstraqtis (magaliTad soios sousis) da alkoholis (gansakuTrebiT ludi da Rvino) miRebas, radgan aRniSnuli preparati SesaZlebelia urTierTqmedebaSi Sevides nivTierebasTan, romelsac ewodeba Tiramini, romelic bunebrivad arsebobs zogierT sakvebSi. aRniSnulma urTierTqmedebam SeiZleba gamoiwvios arteriuli wnevis momateba. 
· Tu Wamis an dalevis Semdeg ganviTardeba mfeTqavi Tavis tkivili, dauyovnebliv unda miemarTos eqims, farmacevts an jandacvis profesionals. 

orsuloba, laqtacia da fertiloba
linezolid denk 2 mg/ml-is moqmedeba orsulebze ar aris cnobili. Sesabamisad, eqimis rekomendaciis gareSe igi ar iniSneba orsulobisას. Tu pacienti aris orsulad an laqtaciis periodSi, eWvobs amis Sesaxeb an gegmavs daorsulebas, aRniSnuli preparatis gamoyenebamde konsultaciisTvis unda mimarTos eqims an farmacevts. 
linezolid denk 2 mg/ml mkurnalobisas ar SeiZleba laqtacia, radgan is gadadis dedis rZeSi da SesaZloa ziani miayenos bavSvs. 

მანqanis da sxva meqanizmebis marTva
linezolid denk 2 mg/ml-ma SeiZleba gamoiwvios Tavbrusxveva an mxedvelobis problemebi. aseT SemTxvevaSi, ar SeiZleba manqanis da sxva meqanizmebis marTva. aRsaniSnavia, rom Tu pacienti Tavs ar grZnobs kargad, aman SesaZlebelia gavlena iqonios manqanis da sxva meqanizmebis marTvis unarze.

[bookmark: _Hlk501968886]linezolid denk 2 mg/ml Seicavs glukozas
linezolid denk 2 mg/ml sainfuzio xsnaris TiTo mililitri (ml) Seicavs 45.7 mg glukozas (rac Seesabameba 13.7 g glukozas erT sainfuzio CanTaze). es gasaTvaliswinebelia Saqriani diabetiT daavadebul pacientebSi. 
 
linezolid denk 2 mg/ml Seicavs natriums
es medikamenti Seicavs 182 mg natriums (mTavari komponenti sufris marili) 300 ml xsnarze. es zrdasrulebisTvis rekomendebuli maqsimaluri dRiuri normis 9.1%-s Seadgens.  

3. linezolid denk 2 mg/ml-is miRebis wesi
mozrdilebi
medikamenti yovelTvis miiReba zustad ise, rogorc aRwerilia am instruqciaSi an eqimis, farmacevtis an jandacvis profesionalis miTiTebis mixedviT. Tu ar xarT raimeSi darwmunebuli, mimarTeT eqims, farmacevts an meddas.
aRniSnuli preparatis Seyvana xdeba eqimis an medpersonalis mier intravenuri wveTovani (venaSi infuziis) gziT. mozrdilebisTvis (18 wlis asakidan) rekomendebuli doza Seadgens 300 ml (600 mg linezolidi) orjer dReSi pirdapir sisxlis nakadSi wveTovani (infuziis) gziT (intravenurad) 30-120 wuTis ganmavlobaSi. 
Tu pacienti imyofeba dializze, maSin mas unda Cautardes infuzia dializis Semdeg. 
mkurnaloba Cveulebriv grZeldeba 10 - 14 dRe, Tumca is SeiZleba gagrZeldes 28 dRemde. 28 dReze metad mkurnalobis gaxangrZlivebis SemTxvevaSi, usafrTxoeba da efeqturoba ar aris dadgenili. eqimi gadawyvets mkurnalobis xangrZlivobas. 
linezolid denk 2 mg/ml mkurnalobis dros, eqimma regularulad unda gadaamowmos sisxlis maCveneblebi analizis saSualebiT. 
Tu am preparats iRebT 28 dReze metxans, maSin mkurnalma eqimma unda Seamowmos mxedveloba. 

bavSvebi da mozardebi
linezolid denk 2 mg/ml ar iniSneba bavSvebsa da 18 wlamde asakis mozardebSi. 

linezolid denk 2 mg/ml-is dozis gadaWarbeba
Tu pacienti eWvobs, rom miiRo linezolid denk 2 mg/ml-is gadaWarbebuli doza, man dauyovnebliv unda mimarTos mkurnal eqims an farmacevts. 

linezolid denk 2 mg/ml-is dozis gamotoveba
radgan, linezolid denkiT mkurnaloba tardeba mkacri zedamxedvelobis qveS, naklebad savaraudoa, rom moxdes dozis gamotoveba. Tu pacienti eWvobs, rom moxda dozis gamotoveba, man dauyovnebliv unda acnobos mkurnal eqims an farmacevts. ar SeiZleba gamotovebuli dozis sanacvlod, gaormagebuli dozis miReba.  
aRniSნuli produqtis gamoyenebasTan dakavSirebiT, nebismieri damatebiTi kiTxvebis SemTxvevaSi, unda miemarTos mkurnal eqims an medpersonals. 

4. SesaZlo gverdiTi efeqtebi
yvela preparatis msgavsad, aRniSnulma preparatmac SesaZlebelia gamoiwvios gverdiTi efeqtebi, Tumca isini yvelas ar uviTardeba. 
Tu pacients linezolid denk 2 mg/ml-iT mkurnalobis ganmavlobaSi gamouvlindeba qvemoT CamoTvlili gverdiTi efeqtebidan romelime, unda miemarTos eqims, medpersonals an farmacevts:

linezolidis seriozuli gverdiTi movlenebia (sixSire mocemulia frCxilebSi):
· kanis mZime reaqciebi (araxSiri), SeSupeba, ZiriTadad, saxis da kisris (stivens-jonsonis sindromi, toqsikuri epidermuli nekrolizi) (araxSiri), xixini da/an qoSini (iSviaTi). es SeiZleba iyos alergiuli reaqcia da SesaZloa saWiro gaxdes linezolid denk 2 mg/ml-iT mkurnalobis Sewyveta. kanis reaqciebi, rogoricaa: amoburculi iisferi gamonayari sisxlZarRvebis anTebis gamo (iSviaTi), gawiTlebuli, mtkivneuli kani, kanis aqercvliT (dermatiti) (araxSiri), gamonayari (xriSad), qavili (xSirad). 
· mxedvelobis darRvevebi (araxSiri), magaliTad dabinduli mxedveloba (araxSiri), feris aRqmis cvlilebebi (ucnobi sixSiriT), detalebis aRqmis gaZneleba (ucnobi sixSiriT) an mxedvelobis velis Seviwroveba (iSviaTad).
· sisxlis da/an lorwos Semcveli mZime faRaraTi (antibiotikebiT gamowveuli koliti, maT Soris fsevdomembranuli koliti) (araxSiri), rac iSviaT SemTxvevaSi SeiZleba gadaizardos sicoclisTvis saSiS mdgomareobaSi.  
· ganmeorebiTi gulisreva da Rebineba, muclis tkivili an swrafi sunTqva (iSviaTi).
· linezolidis gamoyenebisas aRiniSna krunCxvebi (araxSiri). 
· serotoninis sindromi (ucnobia): Tu antidepresantebis (cnobili rogorc SSRIs an opioidebi) erTdrouli miRebisas (ix nawili 2) aRiniSna momatebuli agznebadoba, dabneuloba, deliriumi, rigidoba, tremori, koordinaciis darRveva, krunCxvebi, guliscemis aCqareba, sunTqvis problemebi, da diarea (miuTiTebs serotoninis sindromze), aucileblad unda acnoboT eqims. 
· moulodneli sisxldena an sisxlCaqcevebi, sisxlis garkveuli ujredebis raodenobis cvlilebis gamo, ramac SeiZleba gamoiwvios sisxlis Sededeba an anemia (xSirad). 
· cvlilebebi sisxlis garkveuli ujredebis raodenobaSi, ramac SeiZleba gavlena moaxdinos infeqciasTan brZolis unarze (araxSirad), infeqciis zogierTi niSania: cxeleba (xSirad), yelis tkivili (araxSiri), piris Rrus wylulebi (araxSiri) da daRliloba (araxSiri). 
·  pankreasis anTeba (araxSiri).
· krunCxvebi (araxSiri).
· gardamavali iSemiuri Setevebi (Tavis tvinis sisxliT momaragebis droebiTi darRveva, ramac SeiZleba gamoiwvios xanmokle simptomebi, rogoricaa: mxedvelobis dakargva, fexebisa da xelebis sisuste, metyvelebis da gonebis dakargva (araxSiri). 
· xmauri yurebSi (tinitusi) (araxSiri). 
dabuJeba, Cxvletis SegrZneba an dabinduli mxedveloba aRiniSna pacientebSi, romlebic linezolids 28 dReze meti xnis ganmavlobaSi iRebdnen. Tu mxedvelobasTan dakavSirebiT sirTuleebs ganicdiT, rac SeiZleba male unda mimarToT mkurnal eqims. 

sxva gverdiTi efeqtebi moicavs: 
xSiri (SeiZleba gamovlindes 10-dan 1 pacientSi)
· sokovani infeqciebi (ZiriTadad saSos an piris lorwovanis)
· Tavis tkivili
· pirSi metalis gemos SegrZneba
· faRaraTi, gulisreva an Rebineba
· cvlilebebi sisxlis analizSi, maT Soris Tirkmelebis an RviZlis funqciis amsaxvel analizebSi an sisxlis glukozis donis maCveneblebSi
· Zilis darRveva
· momatebuli arteriuli wneva
· anemia (sisxlis wiTeli ujredebis raodenobis Semcireba)
· Tavbrusxveva
· mTliani muclis an zogierTi adgilis tkivili
· yabzoba
· monelebis problemebi
· tkivili garkveul adgilebSi
· Trombocitebis Semcireba 

araxSiri (SeiZleba gamovlindes 100 pacientidan 1-Si):
· saSos an qalis sasqeso organoebiს anTeba;
· mgrZnobelobis darRveva, rogoricaa ჩxvletis SegrZneba da dabuJeba;
· SeSupebuli, mtkinveuli an Seferili ena 
· piris simSrale
· tkivili infuziis Seyvanis adgilas an mis siaxloves;
· venebis anTeba (maT Soris im adgilas, sadac infuzia iqna Seyvanili) 
· Sardvis gaxSireba;
· Semcivneba;
· wyurvilis SegrZneba
· oflianobis gaZliereba
· hiponatremia (sisxlSi natriumis dabali done);
· Tirkmelebis ukmarisoba;
· gaberili muceli
· tkivili ineqciis adgilas 
· kreatininis donis momateba;
· muclis tkivili;
· gulis riTmis cvlileba (mag. aCqarebuli guliscema).
· sisxlis ujredebis raodenobis Semcireba;
· sisuste da/an sensoruli cvlilebebi

iSviaTi (vlindeba 1,000 pacientidan 1-Si):
· kbilebis feris Secvla, rac Sordeba profesionaluri stomatologiuri gawmendiT;  

aseve gamovlinda qvemoT miTiTebuli gverdiTi efeqtebi (arsebuli monacemebidan maTi sixSiris dadgena ver xerxdeba):
· alopecia (Tmis cvena); 

gverdiTi efeqtebis Setyobineba:
nebismieri gverdiTi efeqtis gamovlenisas, unda miemarTos mkurnal eqims, farmacevts an meddas. es aseve exeba im gverdiT efeqtebs, rac ar aris aRwerili aRniSnul instruqciaSi.   
gverdiTi efeqtebis SetyobinebiT, pacienti exmareba, rom ufro meti informacia Segrovdes aRniSnuli preparatis usafrTxoebis Sesaxeb. 

 5. linezolid denk 2 mg/ml-is Senaxvis wesi
medikamenti inaxeba bavSvebisTvis miuwvdomel adgilas. 
ar gamoiyeneba vargisianobis vadis gasvlis Semdeg, rac miTiTebulia kolofsa da etiketze „Exp“ – warweris Semdeg. vargisianobis vada gulisxmobs aRniSnuli Tvis bolo dRes. 

Senaxvis vada: 
gaxsnamde: 30 Tve 
gaxsnis Semdeg: ixileT „Semdegi informacia gankuTvnilia mxolod jandacvis specialistebisTvis“.
samedicino personali uzrunvelyofs, rom linezolid denk 2 mg/ml ar iqnas gamoyenebuli vargisianobis vadis gasvlis Semdeg, rac miTiTebulia sainfuzio CanTasa da SefuTvaze, aseve is, rom gaxsnisTavanave mieces pacients. isini aseve vizualurad Seamowmeben xsnars gamoyenebamde da mxolod gamWvirvale xsnari, nawilakebis gareSe iqneba gamoyenebuli. aseve, darwmundebian, rom xsnari sworad inaxeba original SefuTvaSi, raTa daculi iyos sinaTlisgan da bavSvebisTvis miuwvdomel adgilas. 
inaxeba 25OC-ze dabal temperaturaze. 

6. SefuTva da damatebiTi informacia
[bookmark: _Hlk501968944]linezolid denk 2 mg/ml-is Semadgenloba:
· aqtiur nivTierebas warmoadgens linezolidi. xsnaris yoveli mililitri (ml) Seicavs 2 mg linezolids. TiToeuli 300 ml sainfuzio CanTa Seicavs 600 mg linezolids. 
· sxva damxmare nivTierebebia: glukozis monohidrati, natriumis citratis dihidrati, limonmJava uwylo, marilmJava, natriumhidroqsidi da saineqcio wyali. 

miwodebis zogadi klasifikacia 
ფარმაცევტული პროდუქტის ჯგუფი II, გაიცემა ფორმა №3 რეცეპტით. 

linezolid denk 2 mg/ml sainfuzio xsnaris aRweriloba da SefuTvis Semadgenloba
linezolid denk 2 mg/ml aris sufTa, uferodan-moyviTalo ferSi gardamavali xsnari.
is moTavsebulia sainfuzio CanTaSi 300 ml-is (600 mg linezolidi) moculobiT. 
linezolid denk 2 mg/ml sainfuzio xsnari Tavsdeba dabali simkvrivis polieTilenis (LDPE) parkebSi, Sesaferisia parenteraluri gamoyenebisTvis gankuTvnili wyliani preparatebistvis. 
SefuTva: 10 sainfuzio CanTa, TiToeuli 300 ml xsnariT. 

savaWro licenziis mflobeli
denk farma gmbh & ko. kg
princregenStr. 79
81675 miunxeni
germania

balkis, SefuTvis mwarmoebeli da seriis gamSvebi 
farmaceutikal vorks polfarma s.a.
pelplinskas quCa 19,
83-200 starogardi gdanski
poloneTi

aRniSnuli instruqcia bolos gadaixeda 08/2023-Si. 

	es aris medikamenti 
 es medikamenti aris pruduqti, romelic gavlenas axdens pacientis janmrTelobaze da misi instruqciis sawinaaRmdegod gamoyeneba saSiSia. 
 mkacrad daicaviT eqimis daniSnuleba, gamoyenebis wesi da farmacevtis mier gacemuli instruqciebi, vinc wamali gayida. 
 eqimi an farmacevti aris eqsperti medikamentebis, maTi sargeblisa da riskebis sferoSi. 
 pacientma ar unda Sewyvitos daniSnuli mkurnaloba damoukideblad.
 ar gaimeoroT igive recepti eqimTan konsultaciis gareSe 
 yvela medikamenti inaxeba bavSvebisTvis miuwvdomel adgilas. 
arabTa jandacvis ministrTa sabWo 
arab farmacevtTa kavSiri 





qvemoT miTiTebuli informacia gankuTvnilia samedicino personalisTvis:	
mniSvnelovania: preparatis daniSvnamde gaecaniT produqtis maxasiaTeblebis Sejamebas.

linezolidi ar aris efeqturi gram-uaryofiTi paTogenebiT gamowveuli infeqciebis winaaRmdeg. Tu savaraudoa an dadasturebulia gram-uaryofiTi paTogeniT gamowveuli superinfeqcia, aseT SemTxvevaSi kombinirebulad unda daiwyos speficikuri mkurnaloba gram-uaryofiTi paTogenis winaaRmdeg.  

linezolid denki 2 mg/ml-s izotonuri, sufTa, uferuli an moyviTalo feris sainfuzio xsnari Seicavs 2 mg/ml linezolids. sxva damxmare ingredientebia: glukozis monohidrati, natriumis citratis dihidrati, limonmJava uwylo, marilmJava, natriumis hidroqsidis xsnari da saineqcio wyali.

[bookmark: _Hlk501968990]dozireba da miRebis wesi
linezolidi gamoiyeneba mxolod saavadmyofoSi da iseT specialistebTan konsultaciis Semdeg, rogoricaa mikrobiologi an infeqcionisti.
Tu pacienti iwyebs mkurnalobas parenteraluri formiT, klinikuri saWiroebisas SesaZleblia gadasvla peroralur formaze. aseT SemTxvevebSi, ar aris saWiro dozis daregulireba, radgan linezolidis peroraluri bioSeRwevadoba daaxloebiT 100%-ia. 
infuzia grZeldeba 30-120 wuTis ganmavlobaSi. 
linezolidis rekomendebuli doza iniSneba intravenurad (i.v.) dReSi orjer. 

mozrdilebisTvis rekomendebuli doza da mkurnalobis xangrZlivoba:
mkurnalobis xangrZlivoba damokidebulia paTogenze, infeqciis adgilze, mis simZimeze da pacientis klinikur mdgomareobaze.
rekomendaciebi mkurnalobis xangrZlivobis Sesaxeb efuZneba klinikur kvlevebs. mkurnalobis xanmokle reJimebi SeiZleba Sesaferisi iyos zogierTi tipis infeqciis SemTxvevaSi, magram es ar aris Sefasebuli klinikur kvlevebSi. 
[bookmark: _Hlk501969023]mkurnalobis maqsimaluri xangrZlivoba Seadgens 28 dRes. linezolidis usafrTxoeba da efeqturoba ar aris dadgenili im SemTxvevebisTvis, rodesac mkurnaloba grZeldeba 28 dReze metxans.
ar aris saWiro rekomendebuli dozis da xangrZlivobis gazrda iseTi infeqciebis SemTxvevaSi, romlebsac Tan axlavs septicemia. 
sainfuzio xsnaris dozirebis rekomendacia Semdegnairia:
	[bookmark: _Hlk501969041]infeqciebi
	dozireba
	mkurnalobis xangrZlivoba

	nozokomialuri pnevmonia
	
600 mg 2-jer dReSi
	


miyolebiT 10-14 dRe 

	sazogadoebaSi SeZenili pnevmonia
	
	

	kanis da rbili qsovilebis garTulebuli infeqciebi
	
600 mg 2-jer dReSi
	


 
pediatriuli mosaxleoba
bavSvebSi (<18 weli) linezolidis usafrTxoeba da efeqturoba ar aris dadgenili. 
amJamad arsebuli monacemebi aRwerilia produqtis maxasiaTeblebis Sejamebis 4.8; 5.1 da 5.2 punqtebSi; Tumca, dozirebis Sesaxeb rekomendaciis gacema ar SeiZleba. 

xandazmuli pacientebi
ar aris saWiro dozis daregulireba. 

pacientebi Tirkmelebis ukmarisobiT
ar aris saWiro dozis daregulireba. 

Tirkmelebis mZime ukmarisobiT (anu kreatinis klirensi < 30 ml/wT)
dozis daregulireba ar aris saWiro.

imis gamo rom ucnobia, Tu ra klinikur zegavlenas axdens linezolidis ori ZiriTadi metabolitis maRali koncentracia (10-jer meti) Tirkmlis mZime ukmarisobis mqone pacientebze, Sesabamisad aseT SemTxvevebSi linezolidi iniSneba sifrTxiliT da mxolod maSin, rodesac mosalodneli sargebeli aWarbebs Teoriul risks.
radgan, linezolidis dozis 30% gamoiyofa 3 saaTiani hemodializis ganmavlobaSi, Sesabamisad aseT pacientebSi igi iniSneba dializis Semdeg. linezolidis ZiriTadi metabolitebis garkevuli wilis moSoreba xdeba hemodializis gziT. Tumca, am metabolitebis koncentracia gacilebiT maRalia dializis Semdeg, vidre Tirkmlis normaluri funqciis an zomieri xarisxis Tirkmlis ukmarisobis mqone pacientebSi. Sesabamisad, Tirkmlis mZime ukmarisobis mqone pacientebSi, romlebsac utardebaT dializi, linezolidi iniSneba gansakuTrebuli sifrTxiliT da mxolod im SemTxvevaSi, rodesac mosalodneli sargebeli aWarbebs Teoriul risks.
dRemde, ar arsebobs monacemebi linezolidis gamoyenebis Sesaxeb pacientebSi, romelTac utardebaT mudmivi ambulatoriuli peritonealuri dializi (CAPD) an Tirkmlis ukmarisobis alternatiuli mkurnaloba (hemodializisgan gansxvavebuli). 

RviZlis ukmarisoba
RviZlis zomieri da saSualo simZimis ukmarisobis mqone pacientebSi (mag. Caild-pius klasifikaciiT A an B klasi) 
dozis daregulireba ar aris saWiro. 

RviZlis mZime ukmarisoba (Caild-pius klasifikaciiT C klasi):
radgan, linezolidi metabolizirdeba arafermentuli procesiT, Sesabamisad ar aris mosalodneli, rom RviZlis funqciis darRvevam mniSvnelovnad Secvalos misi metabolizmi da dozis daregulireba ar aris rekomendebuli. Tumca, ar arsebobs farmakokinetikuri monacemebi da RviZlis mZime ukmarisobis mqone pacientebSi linezolidis gamoyenebis klinikuri gamocdileba mwiria. linezolidi gamoyenebuli unda iqnas gansakuTrebuli sifrTxiliT RviZlis mZime ukmarisobis mqone pacientebSi da mxolod maSin, rodesac mosalodneli sargebeli aWarbebs Teoriul risks. 

ukuCvenebebi
pacientebi, romelTac aReniSnebaT hipermgrZnobeloba linezolidis an romelime sxva ingredientis mimarT. 
ar SeiZleba linezolidis gamoyeneba pacientebSi, romlebic amJamad an bolo 2 kviris ganmavlobaSi iRebdnen monoaminooqsidaza AAda B-s mainhibirebel preparatebs (mag. fenelzini, izokarboqsazidi, selegilini, moklobemidi).
Tu ar arsebobs dawesebulebebi, sadac moxdeba dakvirveba da arteriuli wnevis kontroli, aseT SemTxvevaSi linezolidi ar unda daeniSnos pacientebs, romelTac aReniSnebaT Semdegi Tanmxlebi daavadebebi an iReben Semdeg preparatebs:
· pacientebi ukontrolo hipertenziiT, feoqromocitomiT, karcinoidiT, TireotoqsikoziT, bipolaruli depresiiT, Sizoafeqturi, fsiqozuri daavadebiT, mwvave gonebis dabindvis mdgomareobiT;
· pacientebi, romlebic iReben Semdeg preparatebs: 
serotoninis ukumitacebis inhibitorebi, tricikluri antidepresantebi, serotoninis 5-HT1 receptoris agonistebi (triptanebi), pirdapiri an arapirdapir moqmedi simpaTomimeturi saSualebebi (maT Soris adrenerguli bronqodilatatorebi, fsevdoefedrini an fenilpropanolamini), vazopresoruli saSualebebi (magaliTad: adrenalini/epinefrini, noradrenalini/norepinefrini), dofaminerguli saSualebebi (magaliTad: dofamini, dobutamini), peTidini an buspironi. 

mkurnalobamde an mkurnalobis dros laqtacia unda Sewydes. 

specialuri gafrTxilebebi da sifrTxilis zomebi gamoyenebisaTvis
mielosupresia
linezolidiT mkurnalobiს dros, pacientebs gamouvlindaT mielosupresia (maT Soris anemia, leikopenia, pancitopenia da Trombocitopenia). im SemTxvevebSi, rodesac mkurnalobis Sedegi cnobili iyo, linezolidis Sewyvetis Semdeg hematologiuri parametrebi daubrunda sawyis maCveneblebs. aRniSnuli efeqtebis ganviTarebis riski dakavSirebulia mkurnalobis xangrZlivobasTan. xandazmul pacientebs, romlebic mkurnaloben linezolidiT ufro meti riski aqvT, rom ganuviTardeT sisxlis diskrazia, vidre axalgazrdebs. Trombocitopenia ufro xSirad viTardeba Tirkmlis mZime ukmarisobis mqone pacientebSi, miuxedavad imisa imyofebian Tu ara isini dializze, aseve RviZlis saSualo da mZime ukmarisobis mqone pacientebSi. Sesabamisad, sisxlis analizis kontrolia rekomendebuli im pacientebSi, romelTac aReniSnebaT: anemia, granulocitopenia an Trombocitopenia an amavdroulad iReben sxva preparatebs, romlebmac SeiZleba Seamciros hemoglobinis done, daaqveiTos sisxlis maCveneblebi an uaryofiTi gavlena moaxdinos Trombocitebis raodenobasa an funqciaze; aReniSnebaT Tirkmelebis mZime ukmarisoba an RviZlis saSualo da mZime xarisxis ukmarisoba; Tu mkurnaloba grZeldeba 10-14 dReze met xans. aseT pacientebSi linezolidi iniSneba mxolod im SemTxvevaSi, rodesac SesaZlebelia hemoglobinis donis, sisxlis analizis maCveneblebis da Trombocitebis raodenobis gadamowmeba. 
Tu linezolidiT mkurnalobis dros gamovlindeba mniSvnelovani mielosupresia, aseT SemTxvevaSi mkurnaloba unda Sewydes, Tu ar ariს misi gagrZelebis abosuluturi aucilebloba. aseT SemTxvevaSi, unda moxdes sisxlis maCveneblebis aqtiuri kontroli da Sesabamisi zomebi unda iqnas miRebuli. 
garda amisa, im pacientebSi, romlebic mkurnaloben linezolidiT, rekomendebulia yovelkvireulad moxdes sisxlis yvela maCveneblis gadamowmeba (maT Soris hemoglobinis, Trombocitebis da leikocitebis yvela da sxvadasxva fraqciis done) miuxedavad sawyis etapze arsebuli sisxlis maCveneblebisa. 
saqvelmoqmedo-sacdeli kvlevebidan gamovlinda, rom mZime anemiis SemTxvevebi gazrdili iyo im pacientebSi, romelTac linezolidiT mkurnaloba utardebodaT 28 dReze met xans. aseT pacientebs esaWiroebodaT xSiri sisxlis gadasxma. anemiis iseTi SemTxvevebi, rodesac saWiro iyo transfuziis Catareba, aseve gamovlinda postmarketinguladac. es aseve xSiri iyo im pacientbSi, romlebsac linezolidiT mkurnaloba utardebodaT 28 dReze metxans. 
postmarketinguli dakvirvebebidan aseve gamovlinda, sideroblasturi anemiis SemTxvevebi. im SemTxvevebSi, rodesac mkurnalobis dawyebis dro cnobili iyo, umetesoba pacientebSi linezolidiT mkurnaloba grZeldeboda 28 dReze metxans. miuxedavad imisa, Catarda Tu ara anemiis sawinaaRmdego mkurnaloba, umetesoba pacientebSi, srulad an nawilobriv aRdga maCveneblebi linezolidis mkurnalobis dasrulebis Semdeg. 

sikvdilianobis SemTxvevaTa disbalansi klinikur kvlevaSi, sadac monawileobdnen kaTeteriT gamowveuli gram-uaryofiTi baqteremiis mqone pacientebi
Ria kvlevaSi, sadac monawileobdnen intravaskularuli kaTeteriT gamowveuli seriozuli infeqciis mqone pacientebi, gazrdili sikvdilianobis SemTxveveბი gamovlinda linezolidiT namkurnaleb pacientTa jgufSi SedarebiT vankomiciნის/dikloqsacilinის/oqsacilinis jgufSi [78/363 (21,5%) SedarebiT 58/363 (16.0%)]. sikvdilianobis sixSireze moqmedi ZiriTadi faqtori iyo kvlevis dawyebisas arsebuli gram-dadebiTi paTogeniT gamowveuli infeqciis statusi. sikvdilianobis sixSire Tanabari iyo pacientebSi, romlebSic infeqcia gamowveuli iyo gram-dadebiTi paTogeniT (Sansebis Sefardeba 0,96; 95% sarwmunoebis intervali 0,58-dan 1,59-mde), magram mniSvnelovnad iyo momatebuli linezolidiT namkurnaleb pacientTa jgufSi (p=0.0162), romlebsac kvlevis dawyebamde aReniSnebodaT nebismieri sxva paTogeniT gamowveuli infeqcia an saerTod ar iyvnen inficirebulni paTogeniT (Sansebis Sefardeba 2,48, 95% sarwmunoebis intervali 1,38-dan 4,46-mde). 
yvelaze didi gansxvaveba gamovlinda sacdeli preparatiT mkurnalobis dros da misi damTavrebidan 7 dRis Semdeg. kvlevis dros linezolidiT namkurnaleb umetes pacientebs ganuviTardaT da daiRupnen gram-uaryofiTi paTogeniT gamowveuli da polimikrobuli infeqciiT. Sesabamisad im pacientebSi, romlebSic dadastუrebulad an savaraudod TandarTulia gram-uaryofiTi paTogeniT gamowveuli infeqcia, aseT SemTxvevaSi linezolidiT kanis da rbili qsovilebis garTulebuli infeqciis mkurnaloba unda daiwyos mxolod im SemTxvevaSi, Tu sxva alernatiuli mkurnaloba ar arsebobs. garda amisa, imavdroulad unda daiwyos aseve gram-uaryofiTi paTogenis sawinaaRmdego mkurnaloba. 

antibiotikiT-gamowveuli faRaraTi da koliti
antibiotikiT gamowveuli faRarაTi da koliti, maT Soris fsevdomembrაnuli koliti da clostridium-difficile gamowveuli faRaraTi, gamovlinda yvela antibiotikis, maT Soris linezolidis daniSvnisas. maTi gamovlineba cvalebadobs zomieri xarisxis faRaraTidan fatalur kolitamde. Sesabamisad, am diagnozis gaTvaliswineba mniSvnelovania im pacientebSi, romelTac linezolidiT mkurnalobis dros an Semdeg ganuviTardebaT mZime xarisxis faRaraTi. Tu savaraudoa an dadasturebulia antibiotikebiT gamowveuli faRaraTis an kolitis ganviTareba, aseT SemTxvevaSi mimdinare antibiotikoTerapia, maT Soris linezolidiT mkurnaloba unda Sewydes da dauyovnebliv unda ganxorcieldes Sesabamisi zomebi. aseT SemTxvevebSi, dauSvebelia im preparatebis miReba, romlebic xels uSlian peristaltikas. 

laqtacidozi
linezolidiT mkurnalobis dros gamovlinda laqtacidoზis SemTxvevebi. pacientebma, romelTac linezolidiT mkurnalobis dros ganuviTardebaT metaboluri acidozis simptomebi (maT Soris morecidive faRaraTi an Rebineba, muclis tkivili, naxSirorJangis donis Semcireba an hiperventilacia), dauyovnebliv unda mimarTon eqims. laqtacidozis gamovlenis SemTxvevaSi, unda Sedardes linezolidis mkurnalobis gagrZelebasTan dakavSirebuli sargebeli  SesaZlo riskebTaT. 

mitoqondriuli disfunqcia
linezolidi ainhibirebs mitoqondriis cilis sinTezs. am inhibirebis Sedegad SesaZlebelia ganviTardes iseTi gverdiTi efeqtebi, rogoricaa: laqtacidozi, anemia da neiropaTia (optikuri da periferiuli); aseTi simptomebi ufro xSiria im SemTxvevაSi, rodesac mkurnaloba grZeldeba 28 dReze metxans. 

serotoninis sindromi
gamovlinda serotoninis sindromis spontanuri SemTxvevebi, rac dakavSirebulia linezolidis da serotoninerguli saSualebebis, maT Soris antidepresantebis, rogoricaa serotoninis ukumitacebis seleqtiuri inhibitorebis (SSRIs) kombinirebul miRebasTan (ix. SmPC-isPpunqti 4.5). Sesabamisad, linezolidis da serotoninerguli saSualebebis kombinirebuli Terapia ukunaCvenebia garda im SemTxvevebisa, rodesac maTi daniSvna aucilebelia. aseT SemTxvevebSi, pacienti unda imyofebodes dakvirvebis qveS, raTa ar ganviTardes serotoninis sindromis simptomebi (magaliTad: kognitiuri disfunqcia, hiperpireqsia, hiperrefleqsia da diskoordinacia). msgavsi simptomebis gamovlenisas, eqimma unda gadawyvitos erTi an orive preparatiT mkurnalobis Sewyveta. Tu moxdeba serotoninerguli saSualebis miRebis Sewyveta, aseT SemTxvevaSi SesaZlebelia ganviTardes mkurnalobis Sewyvetis simptomebi. 
linezolidis da buprenorfinis erTdroulma gamoyenebam, aseve SeiZleba gamoiwvios serotoninis sindromi, potenciurad sicocxlisaTvis saSiSi mdgomareoba. 
Tu sxva serotonergul saSualebebTan Tanmxlebi mkurnaloba klinikurad aris miTiTebuli, rekomendebulia pacientze frTxili dakvirveba, gansakuTrebiT mkurnalobis sawyis etapze da dozis gazrdisas.
serotoninis sindromis simptomebi SeiZleba moicavdes fsiqikuri mdgomareobis cvlilebebs, avtonomiur arastabilurobas, neirokunTovan darRvevebs da/an gastrointestinur simptomebs. 
Tu arsebobs eWvi serotoninis sindromis ganviTarebis, unda ganixilebodes dozis Semcireba an mkurnalobis Sewyveta, simptomebis simZimis mixedviT.  

hiponatriemia da SIADH
linezolidiT namkurnaleb zogierT pacientSi dafiqsirda hiponatriemia da/an antidiurezuli hormonis arasakmarisi sekreciis sindromi (SIADH). rekomendebulia SratSi natriumis donis regularuli monitoringi hiponatriemiis riskis mqone pacientebSi, mag: xandazmulebSi, an im pacientebSi, romlebic iReben medikamentebs, romlebmac SeiZleba Seamciron sisxlSi natriumis done (mag., Tiaziduri Sardmdenebi, mag: hidroqloroTiazidi).

periferiuli da optikuri neiropaTia
linezolidiT mkurnalobisas, pacientebSi gamovlinda periferiuli da/an optikuri neiropaTiis SemTxvevebi, rac xandaxan progresirebs mxedvelobis dakargvamde. es SemTxvevebi ZiriTadad gamovlinda maSin, rodesac mkurnaloba grZeldeboda rekomendirebul 28 dReze met xans.  
yvela pacienti informirebuli unda iyos Seatyobinon mxedvelobis darRvevis simptomebis Sesaxeb, rogoricaa mxedvelobis simaxvilis an feradi mxedvelobis, aseve mxedvelobis velis darRveva. maTi gamovlenisas, rekomendebulia dauyovneblivi gamokvleva da saWiroebis SemTxvevaSi, konsultaciisTvis unda miemarTos ofTalmologs. Tu pacientebi linezolid denk 2 mg/ml-s rekomendebul 28 dReze metxans iReben, mxedveloba regularulad unda gakontroldes.
 
periferiuli an otpikuri neiropaTiis ganviTarebis SemTxvevaSi, unda Sefasdes linezolid denk 2 mg/ml-is mkurnalobis gagrZeleba potenciur riskebTan.

neiropaTiebis ganviTarebis riski SesaZloa gaizardos, rodesac linezolidi iniSneba pacientebSi, romlebic amJamad an uaxloes periodSi iRebdnen antimikrobul saSualebebs tuberkulozis samkurnalod. 

gulyrebi
linezolidiT mkurnalobisas pacientebSi gamovlinda gulyris SemTxvevebi. am SemTxvevebis umetesobaSi, pacientebs anamnezSi aReniSnebodaT epilefsiuri gulyra an misi ganviTarebis risk-fatorebi. pacienti unda iqnas gafrTxilebuli, rom Tu anamnezSi aRiniSneba gulyris SemTxveva, man unda acnobos mkurnal eqims. 

monoaminoqsidazas inhibitorebi
linezolidi warmoadgens monoaminoqsidazas (mao) ukuSeqcevad, araseleqciur inhibitors. Tumca im doziT, rac gamoiyeneba antibaqteriuli TerapiisTvis, ar gaaCnia antidepresiuli efeqti. wamalTaSoris urTierTqmedebis Sesaxeb Catarebuli kvlevebidan miRebuli monacemebi mwiria da linezolidis Sesaxeb, rodesac is gamoiyeneba pacientebisTvis, romlebsac aReniSnebaT raime Tanmxlebi daavadeba da/an iReben iseT medikamentebs, romelTac SeuZliaT riskis qveS daayenon mao-s inhibirebis gamo. Sesabamisad, linezolidis gamoyeneba am SemTxvevaSi rekomendebuli ar aris, Tu pacientis mWidro dakvirveba da monitoringi SeuZlebelia. 

TiraminiT mdidari sakvebis miReba
pacientebs unda urCion., rom ar miiRon didi raodenobiT TiraminiT mdidari sakvebi. 

superinfeqciebi
klinikur kvlevebSi, linezolidiT Terapiis gavlena normalur nawlavur floraze ar aris Seswavlili. 
zogjer antibiotikebis gamoyenebam SeiZleba gamoiwvios araseleqciuri organizmebis Warbi zrda. magaliTad, klinikur kvlevebSi pacientTa 3%-s, romlebic iRebdnen linezolidis rekomendebul dozebs, ganuviTardaT wamliT gamowveuli kandidiazi. Terapiis dros, superinfeqciis SemTxvevაSi, saWiroa Sesabamisi zomebis miReba. 

gansakuTrebuli populaciebi
Tirkmlis mZime ukmarisobis mqone pacientebSi, linezolidi iniSneba gansakuTrebuli sifrTxiliT da mxolod im SemTxvevaSi, rodesac mosalodneli sargebeli aWarbebs Teoriul risks. (ix. SmPC-is 4.2 da 5.2 punqtebi). 
RviZlis mZime ukmarisobis mqone pacientebSi, linezolidiT mkurnaloba rekomendebulia mxolod im SemTxvevaSi, rodesac mosalodneli sargebeli aWarbebs Teoriul risks. 

fertilobis darRveva
mamr virTagvebSi, linezolidma gamoiwvia fertilobis Seqcevadi Semcireba da gamoiwvia spermis morfologiis cvlileba, magaliTad, adamianebSi mosalodneli eqspoziciis doneze. mamakacis reproduqciul organoebze linezolidis SesaZlo efeqtebi ar aris cnobili.  

klinikuri kvlevebi
linezolidis usafrTxoeba da efeqturoba ar aris gamokvleuli im SemTxvevebSi, rodesac mkurnaloba grZeldeba 28 dReze metxans.
kontrolirebul klinikur kvlevebSi ar monawileobdnen “diabeturi terfis”, nawolebis an iSemiuri dazianebebis, Zlieri damwvrobis an gangrenis mqone pacientebi. Sesabamisad, am mdgomareobebis dros linezolidis gamoyenebis Sesaxeb monacemebi SezRudulia. 

damxmare nivTierebebi
xsnaris TiToeuli mililitri (ml) Seicavs 45.7 mg (anu 13.7g/300 ml) glukozas. es gasaTvaliswinebelia Saqriani diabetis mqone pacientebSi. 
preparati Secavs 182 mg natriums 300 ml xsnarze, rac Seesabameba maqsimaluri yoveldRiuri dieturi natriumis 9.1%-s, romelic rekomendebulia janmrTelobis msoflio organizaciis mier, zrdasruli adamianebisTvis.  

urTierTqmedeba 

monoaminooqsidazas inhibitorebi
linezolidi warmoadgens monoaminooqsidazas Seqcevad, araseleqciur inhibitors. wamalTaSorisi urTierTqmedebis kvlevebidan Zalian mcire monacemebi moipoveba linezolidis usafrTxoebis Sesaxeb, rodesac is kombinirebulad iniSneboda iseT medikamentebTan erTad, romelTac SeuZliaT riskis qveS daayenon pacienti mao-s inhibirebis gamo. Sesabamisad, linezolidis gamoyeneba rekomendebuli ar aris, sanam pacienti ar iqneba eqimis dakvirvebis da kontrolis qveS. 

savaraudo urTierTqmdebebi, ramac SesaZlebelia gamoiwvios arteriuli wnevis cvlileba
normotenziul janmrTel moxaliseebSi gamovlinda, rom linezolidi ufro metad zrdis fsevdoefedriniT da fenilpropanolamin hidroqloridiT momatebul arteriuli wnevas. linezolidis da fsevdoefedrinis an fenilpropanolaminis kombinirebuli daniSvna iwvevda sistoluri arteriuli wnevis momatebas saSualod 30-40 mm.vwy-iT, maSin rodesac mxolod linezolidis miRebisas izrdeboda 11-15 mm.vwy–iT, mxolod fsevdoefedrini an fenilpropanolaminis daniSvnisas - 14-18 mm.vwy-iT da placebos SemTxvevaSi - 8-11 mm.vwy-iT. msgavsi kvlevebi hipertenziul pacientebSi ar Catarebula. sasurveli Sedegis misaRebad rekomendebulia, rom linezolidTan erTad vazopresoruli moqmedebis mqone preparatebis, maT Soris dofaminerguli saSualebebis daniSvnisas maTi dozebi saguldagulod iqnas SerCeuli.  

savaraudo serotoninerguli urTierTqmedebebi
deqstrometorfanTan urTierTqmedebis efeqtebi Seswavlil iqna janmrTel moxaliseebSi. pacientebs uniSnavdnen deqstrometorfans (ori 20 mg doza miRebuli 4 saaTiani intervalebiT) linezolidTan erTad an mis gareSe. janmrTel moxaliseebSi linezolidis da deqstrometorfanis kombinirebuli miRebisas serotoninis sindromis efeqtebi (dabneuloba, bodva, mousvenroba, kankali, wamowiTleba, Warbi oflianoba, hiperpireqsia) ar gamovlenila. 
postmarketinguli gamocdileba: aRiniSna erT SemTxveva, rodesac pacients linezolidis da deqstrometorfanis kombinirebuli Terapiisas ganuviTarda serotoninis sindromis msgavsi simptomebi, rac orive wamlis miRebis Sewyvetis Semdeg gaqra. 
serotoninergul saSualebebTan erTad, maT Soris antidepresantebTan, rogoricaa serotoninis ukumitacebis seleqciuri inhibitorebi (SSRIs) da opioidebi, linezolidis kombinirebuli miRebisas gamovlinda serotoninis sindromis SemTxvevebi. Sesabamisad, miuxedavad imisa, rom kombinirebuli mkurnaloba ukunaCvenebia (ix. SmPC-is punqti 4.3), im pacientebis samarTavad, romelTaTvisac linezolidis da serotoninerguli saSualebebiT kombinirebuli mkurnaloba aucilebelia, aRwerilia punqtSi “specialuri gafrTxilebebi da sifrTxilis zomebi gamoyenebisas”.
buprenorfinis Tanmxlebi miRebisas, linezolidi sifrTxiliT unda iqnas gamoyenebuli, radgan aseve izrdeba serotoninis sindromis riski, potenciurad sicocxlisaTvis saSiSi mdgomareoba.  
 
gamoyeneba TiraminiT mdidar sakvebTan erTad
ar gamovlenila mniSvnelovani presoruli reaqciebi im pirebSi, romlebic linezolids iRebdnen 100 mg-ze nakleb TiraminTan erTad. es imaze miuTiTebs, rom pacientma Tavi Seikavos mxolod TiraminiT mdidari sakvebis da sasmelis miRebisgan (magaliTad: mwife yveli, safuaris eqstraqtebi, aradistilirebuli alkoholuri sasmelebi da soios fermentirebuli produqtebi, rogoricaa soios sousi).  

preparatebi, romlebic metabolizdebian citoqrom P450–iT 
linezolidi ar ganicdis mniSvnelovan metabolizms citoqrom P-450 (CYP) fermentuli sistemis mier da ar ainhibirebs romelime klinikurad mniSvnelovan adamianis CYP izoformebs (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). amis msgavsad, linezolidi ar iwvevs virTagvebSi P-450 izofermentebis inducirebas. Sesabamisad, linezolidis mkurnalobisas CYP450-–iT gamowveuli wamalTaSorisi urTierTqmedebebi ar gamovlenila.  

rifampicini
rifampicinis efeqti linezolidis farmakokinetikaze Seiswavles 16 janmrTel, mamrobiTi sqesis moxaliseSi, romelTagan zogi iRebda mxolod 600 mg linezolids dReSi orjer 2,5 dRe, xolo zogi kombinirebulad 600 mg rifampicinTan erTad dReSi erTxel 8 dRis ganmavlobaSi. rifampicinma Seamcira linezolidis Cmax da AUC saSualod 21%-iT [90% CI, 15-27] da 32%-iT [90% CI, 27-37], Sesabamisamebr. am urTierTqmedebis meqanizmi da klinikuri mniSvneloba ucnobia. 

varfarini
rodesac varfarini CarTes linezolidis mkurnalobis stacionaruli mdgomareobis periodSi, gamovlinda rom maqsimaluri saerTaSoriso normalizebuli Sefardeba (snS - INR) Semcirda saSualod 10%-iT, xolo AUC-INR 5%-iT. im pacientebidan miRebuli monacemebi, romlebic kombinirebulad iRebdnen varfarinsa da linezolids, arasakmarisia, rom Sefasdes aRniSnuli faqtebis klinikuri mniSvneloba. 

fertiloba, orsuloba da laqtaciis periodi
orsuloba
orsul qalebSi linezolidis gamoyenebis Sesaxeb monacemebi mwiria. cxovelebze Catarebulma kvlevebma aCvena gavlena reproduqciaze. arsebobs SesaZlo riski adamianisTvis.  
ar SeiZleba linezolidis gamoyeneba orsulobisas, Tu es ar aris aucilebeli. anu mxolod im SemTxvevaSi, rodesac potenciuri sargebeli aWarbebs Teoriul risks. 

laqtacia 
cxovelebze Catarebuli kvlevebidan gamovlinda, rom linezolidi da misi metabolitebi SesaZloa gadavidnen dedis rZeSi. Sesabamisad, mkurnalobis dawyebamde da misi mimdinareobisas laqtacia unda Sewydes. 

fertiloba
cxovelebze Catarebuli kvlevebidan gamovlinda, rom linezolidi iwvevda fertilobis unaris Semcirebas. 

zegavlena manqanisa da sxva meqanizmebis marTvis unarze  
linezolidiT mkurnalobis dros, pacienti gafrTxilebuli unda iyos, rom SesaZlebelia gamovlindes Tavbrusxveva an mxedvelobis darRvevis simptomebi, Sesabamisad, aseT SemTxvevebSi ar aris sasurveli manqanis da sxva meqanizmebis marTva. 

dozis gadaWarbeba
specifikuri antidoti ar arsebobs.
dozis gadaWarbebis SemTxvevebi ar gamovlenila. Tumca, qvemoT mocemuli informacia SeiZleba sasargeblo iyos:
rekomendebulia simptomuri mkurnalobis Catareba da glomeruluri filtraciis SenarCuneba. linezolidis dozis daaxloebiT 30% gamodis oრganizmidan 3 saaTis ganmavlobaSi hemodializis gziT, Tumca ararsebobs monacemebi peritonealuri dializiT an hemoperfuziiT linezolidis moSorebis Sesaxeb. 

instruqcia gamoyenebis da Senaxvis Sesaxeb
mxolod erTjeradi gamoyenebisTvis. imis gadasamowmeblad xdeba Tu ara gaJonva, magrad unda moeWiros konteiners xeli. Tu konteineridan preparati Jonavs, aseT SemTxvevaSi misi gamoyeneba ar SeiZleba, radgan steriluroba SesaZlebelia darRveuli iyos. gamoyenebamde preparati vizualurad unda daTvalierdes da unda moxdes mxolod sufTa, nawilakebisgan Tavisufali xsnaris gamoyeneba. ar SeiZleba am paketebis ramdenimejer gamoyeneba. nebismieri gamouyenebeli xsnari unda ganadgurdes. ar SeiZleba naxevrad gamoyenebuli ramdenime xsnaris erT konteinerSi gaerTianeba. 

Tavsebadobebi
linezolid denk 2 mg/ml sainfuzio xsnari Tavsebadia Semdeg xsnarebTan: 5% glukozis xsnari intravenuri infuziisTvis, 0.9% natriumis qloridis xsnari intravenuri infuziisTvis, ringer-laqtatis saineqcio xsnari (hartmanis xsnari ineqciisTvis). 

SeuTavsebloba
ar SeiZleba am xsnarSi sxva preparatebis damateba. Tu aucilebelia linezolidis kombinirebuli miReba sxva preparatTan erTad, aseT SemTxvevaSi TiToeuli preparati unda Seiyvanon cal-calke, TiToeulis gamoyenebis wesis Sesabamisad. aseve, Tu ramdenime wamlis Tanmimdevruli infuziisTvis gamoyenebuli unda iqnas erTi da igive sainfuzio mili, maSin linezolidis Seyvanamde da mis Semdeg mili unda Cairecxos Sesabamisi sainfuzio xsnariT.  
cnobilia, rom linezolid denk 2 mg/ml sainfuzio xsnari fizikurad SeuTavsebelia Semdeg naerTebTan: amfotericini B, qlorpromazinis hidroqloridi, diazepami, pentamidini, iseTionati, eriTromicinis laqtobionati, fenitoin natriumi da sulfameToqsazoli/trimetoprimi. garda amisa, igi qimiurad SeuTavsebelia ceftriaqsonis natriumTan. 

Senaxvis vada
gaxsnamde: 30 Tve
gaxsnidan: ganzavebis Semdeg, xsnari qimiurad da fizikurad stabiluria 2 saaTis ganmavlobaSi 25°C temperaturaze. mikrobiologiuri sakiTxebidan gamomdinare, xsnari dauyovnebliv unda iqnas gamoyenebuli. Tu igi dauyovnebliv ar iqneba gamoyenebuli, maSin Senaxvis drosa da pirobebze pasuxismgebelia pacienti. 

Senaxvis gansakuTrebuli pirobebi
inaxeba 25°C-ze dabal temperaturaze. 
polieTilenis sainfuzio CanTa unda inaxebodes gareTa kolofSi, sinaTlisgan dacvis mizniT.
nebismieri gamouyenebeli samkurnalo produqti an narCeni masala unda ganadgurdes adgilobrivi moTxovnebis Sesabamisad. 

2

