gamoyenebis instruqcia: informacia specialistebisTvis

1. preparatis dasaxeleba 
blokart B-12
BLOKART B-12

2. Semadgenloba
· aqtiuri nivTierebebi: 
TiToeuli flakoni Seicavs 10 mg hidroqsokobalamins;
TiToeuli ampula Seicavs 75 mg kaliumis diklofenaks da 2.63 mg betametazonis natriumis fosfats.

damxmare nivTierebebi: 
flakoni:
sruli CamonaTvali ix. p. 6.1.
ampula:
benzilis spirti.
sruli CamonaTvali ix. p. 6.1.

3. farmacevtuli forma
flakoni:
liofilizirebuli fxvnili saineqcio xsnaris mosamzadeblad.
muqi wiTeli feris liofilizirebuli fxvnili.
ampula:
gamxsneli.
muqi wiTeli feris xsnari. 

4. klinikuri maxasiaTeblebi
4.1. Terapiuli Cvenebebi
· mwave anTebiTi procesebiT gamowveuli somaturi tkivili;
· xerxemlis tkivili gava-welis areSi;
· cervikobraqialgia;
· nevriti da nevralgia.

4.2. miRebis wesi da dozireba
dozireba / miRebis sixSire
doza ganisazRvreba individualurad, eqimis gadawyvetilebiT da pacientis klinikuri mdgomareobis mixedviT. 
mozrdilebSi iniSneba 1-2 flakoni erTxel dReSi. 
mkurnalobis xangrZlivoba
mkurnaloba ar unda aRematebodes 3 dRes. 
gamoyenebis wesi 
blokart B-12-is saineqcio xsnaris momzadebis Semdeg, misi gamoiyeneba unda moxdes dauyovnebliv. ineqcia keTdeba Rrmad kunTSi.

gansakuTrebuli populaciebi
Tirkmlis ukmarisoba / RviZlis ukmarisoba
diklofenaki ukunaCvenebia pacientebSi Tirkmlis an/da RviZlis mZime ukmarisobiT. 
pediatriuli populacia
blokart B-12 ar aris gankuTvnili 18 wlamde asakis mozardebSi da bavSvebSi gamoyenebisTvis.
blokart B-12 Seicavs benzilis spirts. ar gamoiyeneba dRenaklul da droulad dabadebul axalSobilebSi. Ppreparatma SeiZleba gamoiwvios toqsikuri da alergiuli reaqciebi Cvilebsa da 3 wlamde asakis bavSvebSi.

xandazmuli pacientebi
xandazmul pacientebSi rekomendebulia minimaluri efeqturi dozis gamoyeneba.

4.3. ukuCveneba:
blokart B-12 ukunaCvenebia pacientebSi hipermgrZnobelobiT preparatis SemadgenlobaSi Semavali aqtiuri da damxmare nivTierebebis mimarT.
preparati ar iniSneba pacientebSi kuWisa da Tormetgoja nawlavis wylulovani daavadebis gamwvavebis fazaSi, RviZlis ukmarisobis da Tirkmlis mwavave ukmarisobis dros, gulis dekompensirebuli ukmarisobis, mZime arteriuli hipertenziis, aseve, sistemuri mikozis, aqtiuri tuberkulozis dros. ar gamoiyeneba orsulobisa da laqtaciis periodSi.
4.4. gansakuTrebuli miTiTebebi da sifrTxilis zomebi:
blokart B-12-is gamoyenebam SeiZleba gamoiwvios seriozuli fataluri gverdiTi reaqciebi, rogoricaa sisxldena, wyluli, kuWis an nawlavebis perforacia, vinaidan is Seicavs diklofenaks. aRniSnuli gverdiTi reaqciebi SeiZleba ganviTardes nebismier dros, gamafrTxilebeli simptomebiT an maT gareSe.
xandazmuli pacientebi kuW-nawlavis seriozuli gverdiTi reaqciebis maRali riskis qveS arian. iSviaT SemTxvevebSi, diklofenakma SeiZleba gamoiwvios alergiuli reaqciebi, maT Soris anafilaqsiuri / anafilaqtoiduri reaqciebi.
daavadebis gamwvavebis an misi simptomebis nawilobrivi Semsubuqebisas, mkurnalobaze reagirebis Sesabamisad, seriozuli infeqciebis, qirurgiuli Carevis an travmis dros stresis zRurblis Semcirebis SemTxvevaSi, SeiZleba saWiro gaxdes dozis koreqcia. kortikosteroidebis maRali doziT an xangrZlivad mkurnalobis Semdeg preparatis miRebis Sewyvetisas pacientebi unda iyvnen mkacr samedicino kontrolis qveS daaxloebiT erTi wlis ganmavlobaSi. Tu kortikosteroidebiT mkurnaloba moulodnelad Sewyda, SeiZleba ganviTardes Tirkmelzeda jirkvlis ukmarisoba. aRniSnuli riskis Semcirebis mizniT preparatis miRebis Sewyveta unda moxdes TandaTanobiT. preparatiT mkurnalobisas unda iqnas gamoyenebuli is minimaluri doza, romelic aucilebelia daavadebis kontrolisTvis. Tu SesaZlebelia, dozis Semcireba etapobrivad unda moxdes.
aqtiuri tuberkulozis dros preparatis gamoyeneba SezRudulia, garda swrafad gavrcelebadi da generalizebuli tuberkulozisa, rodesac preparati Sesabamisi antituberkulozuri mkurnalobis damxmare saSualebis saxiT gamoiyeneba.
Tu saWiroa kortikosteroidebis gamoyeneba latenturi tuberkuloziT daavadebul pacientebSi, unda moxdes pacientebis kontroli, xolo qimioprofilaqtika unda Catardes xangrZlivi mkurnalobis dros. ar aris rekomendebuli blokart B-12-is miReba 3 dReze meti xnis ganmavlobaSi.
blokart B-12 sifrTxiliT gamoiyeneba Tirkmelebis, RviZlis da gulis funqciis darRvevis mqone pacientebSi, aseve im pirebSi, romlebsac CautardaT qirurgiuli operacia an aReniSnebaT sisxlZarRvTa Sida Sededebis unaris Semcireba. diklofenakma SeiZleba gamoiwvios mwvave Setevebi RviZlis porfiriiT daavadebul pacientebSi da, aseve, SeiZleba gamoiwvios gamwvaveba bronquli asTmiT daavadebul pacientebSi.
gansakuTrebuli yuradReba unda mieqces pacientebs, romlebsac warsulSi hqondaT Tormetgoja nawlavis wyluli, wylulovani koliti an kronis daavadeba. aseve, pacientebi, romlebsac aReniSnebaT hemostazis darRvevebi an mkurnaloben peroraluri antikoagulantebiT, unda imyofebodnen mkacri samedicino kontrolis qveS.
sifrTxilea saWiro kortikosteroidebis miRebisas acetilsalicilis mJavasTan erTad pacientebSi hipoproTrombinemiiT.
kortikosteroidebi sifrTxiliT unda iqnas miRebuli pacientebSi wylulovani kolitiT, romelic ukavSirdeba kuWis wylulis, abscesis an sxva Cirqovani infeqciebis perforaciis risks, divertikulits, im pacientebSi, romlebsac axlaxan CautardaT enteroenterostomia, agreTve aqtiur an latentur fazaSi peptiuri wylulis, Tirkmlis ukmarisobis, hipertenziis, osteoporozis an miasTeniis mqone pacientebSi.
xandazmul pacientebSi iniSneba blokart B-12-is minimaluri doza, romelic sakmarisia Terapiuli efeqtis misaRwevad.
preparatis TiToeuli ampula Seicavs 60 mg benzilis spirts. ar SeiZleba misi daniSvna dRenaklul CvilebSi da axalSobilebisTvis. preparatma SeiZleba gamoiwvios toqsikuri reaqciebi da alergiuli reaqciebi axalSobilebSi da 3 wlamde asakis bavSvebSi. aRniSnuli garemoebebi mxedvelobaSi unda iqnas miRebuli im pacientebSic, romlebic imyofebian natriumis kontrolirebad dietaze.
4.5. urTierTqmedeba sxva samkurnalo saSualebebTan da sxva saxis urTierTqmedeba:
blokart B-12 da sxva arasteroiduli anTebis sawinaaRmdego saSualebebis erTdroulma gamoyenebam SeiZleba gamoiwvios gverdiTi movlenebis ganviTareba. rekomendebulia sifrTxilis gamoCena preparatis gamoyenebisas antikoagulantebTan da antiTrombocitul saSualebebTan erTad, vinaidan aRniSnuli kombinaciebi zrdis sisxldenis ganviTarebis risks. 

blokart B-12-is gamoyenebam SeiZleba Seasustos diurezuli efeqti. kaliumSemnaxvel preparatebTan erTdrouli gamoyenebisas preparatma SeiZleba gamoiwvios sisxlis SratSi kaliumis donis momateba. preparatis miRebisas rekomendebulia sifrTxile, Tu metotreqsatiT mkurnalobamde an mkurnalobis Semdeg gasulia 24 sT-ze naklebi, vinaidan SesaZlebelia sisxlis plazmaSi metotreqsatis donis momateba da, Sesabamisad, misi toqsikurobis zrda. erTdrouli gamoyenebisas preparatma SesaZloa gazardos sisxlSi liTiumis Semcveloba. rekomendebulia liTiumis Semcvelobis kontroli sisxlis StarSi. erTdrouli gamoyenebisas preparatma SesaZloa gazardos digoqsinis done sisxlis plazmaSi. rekomendebulia digoqsinis Semcvelobis kontroli sisxlis plazmaSi. 

4.6. fertiloba, orsuloba da laqtaciis periodi
orsuloba
cxovelebze Catarebul kvlevebSi preparatma ar aCvena pirdapiri an arapirdapiri mavne zemoqmedeba gestaciuri / embrionuli / nayofis ganviTarebis / dabadebis da mSobiarobis Semdgomi ganviTarebis mxriv.
blokart B-12 ar unda iqnas gamoyenebuli orsulobis pirvel or trimestrSi (Tu dedisTvis mosalodneli sargebeli ar aRemateba nayofis potenciur risks).
sxva arasteroiduli anTebis sawinaaRmdego saSualebebis msgavsad, kaliumis diklofenaks aqvs mavne farmakologiuri zemoqmedeba orsulobaze da / an nayofze / axalSobilze (mag., saSvilosnos SekumSvis Sesusteba an/da arteriuli sadinris adreuli daxurvis albaToba). amrigad, blokart B-12 ar unda iqnas gamoyenebuli orsulobis mesame trimestrSi. arasteroiduli anTebis sawinaaRmdego preparatebis nayofis gul-sisxlZarRvTa sistemaze cnobili efeqtis gaTvaliswinebiT (arteriuli sadinris daxurva) Tavidan unda iqnas acilebuli diklofenakis gamoyeneba orsulobis periodSi (gansakuTrebiT orsulobis gvian etapebze).
laqtacia
kaliumis diklofenaki da betametazonis natriumis fosfati gamoiyofa dedis rZeSi, amitom ar aris rekomendebuli preparatis gamoyeneba meZuZur qalebSi.
reproduqciuli unari / nayofiereba
kaliumis diklofenakis gamoyenebam SeiZleba Seaferxos nayofiereba qalebSi. ar aris rekomendebuli qalebisTvis, romlebic gegmaven orsulobas.

4.7. avtomobilisa da sxva meqanizmebis marTvis unari
pacientebma, romlebsac diklofenakiT mkurnalobis dros aReniSnebaT mxedvelobis darRveva, Tavbrusxveva, Zilianoba an centraluri nervuli sistemis mxriv sxva darRvevebi, saWiroa Tavi Seikavon avtotransportis marTvis an meqanizmebTan muSaobisgan.

4.8. SesaZlo gverdiTi movlenebi
1. arasasurveli reaqciebi:
1. Zalian xSiri (≥1/10), xSiri (≥1/100, <1/10), araxSiri (≥1/1000, <1/100); iSviaTi (≥1/10 000, <1/1000); Zalian iSviaTi (<1/10 000); ucnobia (arsebuli monacemebiT sixSiris dadgena SeuZlebelia).
1. saWmlis momnelebeli sistemis mxriv:
1. xSiri: gulisreva, Rebineba, diarea, dispefsia, tkivili muclis areSi, muclis Seberva, madis daqveiTeba;
1. iSviaTi: gastriti, kuW-nawlavidan sisxldena, sisxliani Rebineba, melena, sisxliani diarea, kuWis da nawlavis wylulebi perforaciiT da sisxldeniT an maT gareSe, proqtiti;
1. Zalian iSviaTi: koliti (maT Soris, hemoragiuli koliti, wylulovani kolitis gamwvaveba an kronis daavadeba), Sekruloba, stomatiti (wylulovani stomatitis CaTvliT), glositi, saylapavi milis funqciis darRveva, nawlavis diafragmasmagvari striqtura, pankreatiti, buasilis gamwvaveba;
1. nervuli sistemis mxriv:
1. xSiri:L Tavis tkivili, Tavbrusxveva;
1. iSviaTi: Zilianoba;
1. Zalian iSviaTi: paresTezia, mexsierebis darRveva, konvulsia, agzneba, tremori, meningiti, disgevzia, Tavis tvinSi sisxlis mimoqcevis darRveva/insulti.
1. hepatobiliaruli sistemis mxriv:
1. xSiri: transaminazebis donis mateba; 
1. iSviaTi: hepatiti siyviTliT an siyviTlis gareSe, RviZlis mxriv darRvevebi.
1. erTeuli SemTxvevebi: fulminanturi hepatiti, RviZlis daavadeba, RviZlis ukmarisoba.
1. kanis da kanqveSa qsovilis mxriv:
1. xSiri: gamonayari;
1. iSviaTi: WinWris cieba;
1. Zalian iSviaTi: bulozuri gamonayari stivens-jonsonis da toqsikuri epidermuli nekrolizis (laielis sindromi) CaTvliT, egzema, eriTema, multiformuli eriTema, eqsfoliatiuri dermatiti, Tmis cvena, fotomgrZnobelobis reaqciebi, purpura, hemoragiuli vaskuliti, qavili.
1. sixSire ucnobia: Wrilobebis Sexorcebis Seferxeba, kanis atrofia da gaTxeleba, kanis elastiurobis daqveiTeba, peteqiebi da kanqveSa sisxlCaqcevebi, saxis SeSupeba, momatebuli ofilianoba, kanis testebis mimarT mgrZnobelobis daqveiTeba, angionevrozuli SeSupeba.
1. Tirkmlis da Sardgamomyofi sistemis mxriv:
1. Zalian iSviaTi: Tirkmlis mwvave ukmarisoba, hematuria, proteinuria, nefrituli sindromi, intersticiuli nefriti, Tirkmlis papilaruli nekrozi.
1. sisxlis da limfuri sistemis mxriv:
1. Zalian iSviaTi: Trombocitemia, leikopenia, anemia (maT Soris, hemolizuri da aplastiuri anemia), agranulocitozi.
1. gulis mxriv:
1. sixSire ucnobia: miokardiumis infarqti, gulis ukmarisoba, palpitacia, tkivili gulmkerdSi.
1. Zval-kunTovani sistemis mxriv:
1. sixSire ucnobia: kunTebis sisuste, steroiduli miopaTia, kunTovani masis Semcireba, osteoporozi, xerxemlis kompresiuli motexilobebi, barZayis da mxris Zvlebis aseptiuri nekrozi, lulovani Zvlebis paTologiuri motexilobebi, myesebis gaxleCva, saxsrebis labiluroba (saxsarSida ineqciebis Sedegad, recidiuli).
1. endokrinuli darRvevebi:
1. sixSire ucnobia: menstrualuri ciklis darRvevebi, kuSingis sindromis klinikuri simptomatika, meoradi adrenokortikaluri ukmarisoba da hipofizuri ukmarisoba (gansakuTrebiT, organizmisTvis iseTi stresuli mdgomareobebis dros, rogoricaa travma, gadatanili operacia an raime daavadeba), latenturi Saqriani diabetis gamovlineba, insulinis da perorauri diabeturi saSualebebis mimarT moTxovnilebis zrda diabetiT daavadebul pacientebSi. 
1. mxedvelobis organos mxriv:
1. Zalian iSviaTi: mxedvelobis darRveva, mxedvelobis simaxvilis daqveiTeba, diplopia.
1. sixSire ucnobia: ukana subkafsularuli kataraqta, TvalSida wmevis momateba, egzoftalmi.
smenis organos da labirinTis mxriv:
1. xSiri:L Tavbrusxveva;
1. Zalian iSviaTi: tinitusi, smenis daqveiTeba.
1. darRvevebi metabolizmis mxriv da kvebiTi darRvevebi:
1. sixSire ucnobia: cilovani cvliT gamowveuli azotis uaryofiTi balansi. 
1. zogadi darRvevebi da adgilobrivi reaqciebi:
1. xSirad: preparatis Seyvanis adgilas gaRizianeba, tkivili, gamagreba.
1. iSviaTad: SeSupeba, Seyvanis adgilas nekrozi.

4.9. Warbi dozireba         
1. ar arsebobs Warbi dozirebis tipiuri klinikuri niSnebi.
1. Warbi dozirebis SemTxvevaSi SesaZloa ganviTardes: Rebineba, kuW-nawlavidan sisxldena, diarea, Tavbrusxveva, xmauri yurebSi, krunCxvebi. Zlieri mowamvlis SemTxvevaSi SesaZlebelia ganviTardes Tirkmlis mwvave ukmarisoba da RviZlis qsovilis dazianeba.
1. Warbi dozirebis SemTxvevaSi Terapiuli RinisZiebebi Semdegia:
1. iseTi garTulebebi, rogoricaa hipotenzia, Tirkmlis ukmarisoba, krunCxvebi, gastrointestinuri darRvevebi da respiratoruli ukmarisoba, saWiroebs samedicino dakvirvebas da simptomur mkurnalobas. specifikuri Terapiuli RonisZiebebi, rogoricaa forsirebuli diurezi, dializi an hemoperfuzia, rogorc wesi aris uSedego, vinaidan arasteroiduli anTebis sawinaaRmdego preparatebi mWirdod aris SekavSirebuli plazmis cilebTan da eqvemdebareba Zlier metabolizms.
1. dozis gadaWarbebis SemTxvevaSi pacientma dauyovnebliv unda mimarTos uaxloes gadaudebeli samedicino daxmarebis centrs.

5. farmakologiuri Tvisebebi         
5.1. farmakodinamika
farmakologiuri jgufi: 
diklofenakis kombinaciebi.
kodi ATC: M01AB55

farmakologiuri moqmedeba:
farmakodinamika:
1. revmatiuli daavadebebis dros diklofenakis anTebis sawinaaRmdego da tkivilgamayuCebeli Tvisebebi xels uwyobs iseTi klinikuri reaqciebis Semsubuqebas, rogoricaa tkivili mosvenebis dros, tkivili moZraobisas, dilis SeboWva da saxsrebis SeSupeba (aumjobesebs maT funqcionirebas).
1. 
1. betametazonis anTebis sawinaaRmdego, antirevmatuli da analgeziuri moqmedeba preparatis swrafi Sewovis gamo ineqciis Semdeg dauyovnebliv vlindeba.
1. 
1. hidroqsokobalamini aucilebelia zrdisTvis, ujredebis normaluri replikaciisTvis. aseve, is aucilebelia S-adenozilmeTioninis da meTioninis warmoqmnisTvis, meTilkobalaminis, homociesteinis CaTvliT, romlebic warmoadgenen hidroqsokobalaminis warmoebulebs. 

5.2. farmakokinetika
diklofenaki
Sewova
75 mg diklofenakis kunTSi Seyvanis Semdeg Sewova xdeba dauyovnebliv, xolo plazmaSi saSualo pikuri koncentracia - 2.558±0.968 mkg/ml (2.5 mkg/ml=8 mkmol/l) miiRweva daaxloebiT 20 wuTis Semdeg.
75 mg diklofenakis intravenuri infuziis Semdeg 2 saaTis ganmavlobaSi, plazmaSi saSualo pikuri koncentracia Seadgens daaxloebiT 1.9 mkg/ml (5.9 mkmol/l). infuziebis drois ufro mokle periodSi Seyvana iwvevs plazmaSi ufro maRali pikuri koncentraciebis miRwevas, xolo infuziebis ufro xangrZlivi periodis ganmavlobaSi Seyvanisas viTardeba koncentraciebis plato, romelic 3-4 saaTis Semdeg infuziis siCqaris proporciulia. amavdroulad, plazmaSi koncentracia swrafad iklebs, rodesac pikuri done miiRweva kunTSi SeyvaniT an  nawlavSi xsnadi garsiT dafaruli tabletebis an sanTlebis gamoyenebis Semdeg.
diklofenakis SigniT da reqtalur gamoyenebasTan SedarebiT, misi kunTSi Seyvanis Semdeg ,,koncentracia-dro’’ (AUC) mrudis qveS miRweuli farTis maCvenebeli aris 2-jer meti, radgan miTiTebul SemTxvevebSi diklofenakis raodenobis naxevari metabolizdeba RviZlSi („pirveli gasvlis efeqti”).
Sewovili aqtiuri nivTierebis raodenoba aris xazovan damokidebulebaSi preparatis dozasTan.
meorad Seyvanis Semdeg farmakokinetikuri monacemebi ar icvleba. dozirebis rekomendebuli reJimis dacvisas preparatis dagroveba ar xdeba.

ganawileba
diklofenakis kavSiri sisxlis Sratis cilebTan Seadgens 99.7%, ZiriTadad ukavSirdeba albumins (99.4%). 
diklofenaki aRwevs sinovialur siTxeSi, sadac misi maqsimaluri koncentracia miiRweva 2-4 saaTiT gvian, vidre sisxlis SratSi. sinovialuri siTxidan nawilobrivad gamoyofis periodi Seadgens 3-6 saaTs. SratSi diklofenakis maqsimaluri koncentraciis miRwevidan 2 saaTis Semdeg, misi koncentracia sinovialur siTxeSi, SratTan SedarebiT, aris ufro maRali, da es mniSvneloba rCeba ufro maRali 12 saaTis ganmavlobaSi.
diklofenaki mcire raodenobiT (100 ng/ml) aRmoCenili iyo meZuZuri dedis rZeSi. bunebriv kvebaze myofi Cvilis mier aTvisebuli raodenoba daaxlovebiT udris 0.03 mg/kg/dReSi ekvivalentur dozas.

metabolizmi
diklofenakis metabolizmi xorcieldeba nawilobrivad Seucvleli molekulis glukuronizaciis gziT, magram ZiriTadad – erTjeradi da mravaljeradi metoqsilirebis gziT, romelic iwvevs ramdenime fenoluri metabolitis warmoqmnas, romelTa umravlesoba gardaiqmneba glukuronidul koniugatad. am fenoluri metabolitidan ori biologiurad aqtiuria, magram, diklofenakTan SedarebiT, mniSvnelovnad naklebi xarisxiT.

gamoyofa
diklofenakis saerTo sistemuri klirensi Seadgens 263±56 ml/wT. Nnaxevrad gamoyofis terminaluri periodi Seadgens 1-2 saaTs. oTxi metabolitis, ori farmakologiurad aqtiuri metabolitis CaTvliT, naxevrad gamoyofis periodi aseve xanmoklea da Seadgen 1-3 saaTs. 
preparatis dozis daaxloebiT 60% gamoiyofa SardiT Seucvleli aqtiuri nivTierebis glukuronuli koniugatebis saxiT, aseve metabolitebis saxiT, romelTa umravlesoba warmoadgens glukuronul koniugatebs. Seucvleli saxiT gamoiyofa diklofenakis 1%-ze naklebi. preparatis danarCeni doza gamoiyofa metabolitebis saxiT naRveliT da ganavliT.

xazovneba
preparatis Sewovili raodenoba sworxazovan damokidebulebaSia preparatis miRebul dozasTan.

betametazoni
Sewova
sinTezuri adrenokortikaluri analogebi, betametazonis dipropionatis da betametazonis natriumis fosfatis CaTvliT, absorbirdebian ineqciis adgilidan da uzrunvelyofen sistemur Terapiul da sxva farmakologiur efeqtebs. 
ganawileba
peroraluri an parenteraluri miRebis Semdeg plazmadan betametazonis naxevargamoyofis periodi Seadgens 300 wuTs an mets. hidrokortizonisTvis naxevargamoyofis periodi saSualod 90 wuTia. klirensi gansakuTrebiT mcirdeba RviZlis daavadebebis dros.
aqve unda aRiniSnos, rom kortizolis rutinuli testebi zomavs saerTo hormonis koncentracias da ara biologiurad aqtiuri, Tavisufali kortizolis koncentracias. betametazoni ukavSirdeba plazmis cilebs (saSualo koncentraciis zRvari: 62.5%), plazmis normalur doneze, hidrokortizoni ukavSirdeba 89%-s. hidrokortizonis 100% koncentraciis dros, betametazoni ar moqmedebs hidrokortizonis SekavSirebaze; betametazoni ukavSirdeba ZiriTadad albumins.

metabolizmi
iseve, rogorc sxva glukokortikoidebi, betametazoni metabolizdeba RviZlSi. qimiuri TvalsazrisiT, betametazoni gansxvavdeba sxva bunebrivi kortikosteroidebisgan metabolizmze zemoqmedebis mxriv.

gamoyofa
rogorc wesi, kortikosteroidebis farmakodinamikuri moqmedeba ufro xangrZlivia, vidre plazmaSi gazomili donis periodi, amitom sisxlSi kortikosteroidebis dones (mTliani an Tavisufali saxiT) da Terapiul efeqts Soris urTierTqmedeba ar aris aRmoCenili.
plazmaSi sistemurad miRebuli betametazonis naxevargamoyofis periodi Seadgens 300 wuTs an mets. biologiuri naxevargamoyofis periodi ki meryeobs 36-dan 54 sT-mde. kortikosteroidebis efeqturi da usafrTxo dozebi ganisazRvreba ZiriTadad Teoriuli gamokvlevebiT, garda CanacvlebiTi Terapiis SemTxvevisa. 
hidroqsokobalamini an vitamini B12
Sewova
Seyvanis adgilidan hidroqsokobalamini ufro nela Seiwoveba, vidre cianokobalamini.
ganawileba
janmrTel adamianebSi da vitamin B12-is deficitis mqone pacientebSi intramuskularulad Seyvanisas hidroqsokobalaminis koncentracia plazmaSi metad stabilurad izrdeba cianokobalaminTan SedarebiT.
qsovilebSi da sisxlSi hidroqsokobalamini meti afinurobiT ukavSirdeba specifikur da araspecifikur cilebs, vidre cianokobalamini. vitamini B12 nawildeba RviZlSi, Zvlis tvinSi da qsovilebSi placentis CaTvliT.
vitamini B-12-is saerTo raodenobis 90-50% grovdeba RviZlSi.
metabolizmi
hidroqsokobalaminis ukumitaceba RviZlidan meti intensivobiT xorcieldeba, vidre cianokobalaminis SemTxvevaSi. mxedvelobaSi miiReba is faqti, rom vitamini B-12 RviZlSi gardaiqmneba Tavisive kofermentul formad da igive saxiT grovdeba qsovilebSi.
gamoyofa
janmrTel adamianebSi da vitamin B12-is deficitis mqone pacientebSi intramuskularulad Seyvanis Semdeg hidroqsokobalaminis SardiT gamoyofa xdeba ufro nela, vidre cianokobalaminis SemTxvevaSi. kunTSi 16-66% 05-1 mg Seyvanisas hidroqsikobalamini gamoiyofa SardiT 72 saaTSi.
nawlavSi da RviZlSi recirkulaciisas xorciledeba aseve naRveliT eqskrecia. preparatis umetesi nawili gamoiyofa 24 saaTis ganmavlobaSi.

gansakuTrebuli populaciebi
Tirkmlis ukmarisoba
Tirkmlis ukmarisobis mqone pacientebSi erTjeradi dozis kinetikis Seswavlisas Cveulebrivi dozirebis reJimis pirobebSi ar gamovlenila Seucvleli aqtiuri nivTierebis dagroveba. hidroqsokobalaminis metabolitebis plazmuri wonasworuli koncentracia pacientebSiKkreatininis klirensiT <10 ml/wT aris daaxloebiT 4-jer meti, vidre janmrTel pacientebSi. metabolitebi ZiriTadad gamoiyofa naRveliT.
RviZlis ukmarisoba
pacientebSi qronikuli hepatitiT an RviZlis kompensirebuli ciroziT diklofenakis kinetika da metabolizmi iseTivea, rogorc janmrTel adamianebSi. metabolitebi gamoiyofa naRveliT.
pediatriuli asakis pacientebi
blokart B-12 ar gamoiyeneba bavSvebSi.
xandazmuli asakis pacientebi
preparatis Sewova, metabolizmi da gamoyofa gansxvavdeba pacientis asakis mixedviT.

5.3. usafrTxoebis winaklinikuri monacemebi
winaklinikuri kvlevebis Catarebisas preparatis erTjeradi da ganmeorebiTi gamoyenebis toqsikurobis, agreTve diklofenakis genotoqsiurobis, mutagenobisa da kancerogenobis Seswavlis Sedegad ar gamoavlina raime gansakuTrebuli safrTxe adamianisTvis Terapiuli dozebis gamoyenebis SemTxvevaSi. cxovelebze (Tagvebze, virTxebsa da kurdRlebze) standartuli winaswari winaklinikuri gamokvlevebis Sedegad dadginda, rom diklofenaks gaaCnia teratogenuli moqmedeba.
diklofenakma ar imoqmeda virTxebis nayofierebaze. STamomavlobis prenatalur, perinatalur da postnatalur ganviTarebaze gavlena ar hqonia.
adamianebze Catarebuli kontrolirebadi gamokvlevebidan ar arsebobs aranairi mtkicebuleba, rom betametazoni aris mutagenuri, kancerogenuli an teratogenuli.
hidroqsokobalamini aris nivTiereba, romelsac mravali wlis ganmavlobaSi iyenebdnen efeqturad, rac dadasturebulia Sesabamisi kvlevebiT.

6. farmacevtuli maxasiaTeblebi
6.1. damxmare nivTierebebi
flakoni:
laqtozas monohidrati, marilmJava, saineqcio wyali.
ampula:
benzilis spirti, uwylo natriumis hidrofosfati, propilen glikoli, meTil parabeni, propil parabeni, natriumis hidroqsidi, saineqcio wyali.
6.2. SeuTavsebloba
rogorc wesi, blokart B-12-is Sereva sxva saineqcio xsnarebTan dauSvebelia.

6.3. vargisobis vada
3 weli.
gamoyeneba vargisobis vadis gaTvaliswinebiT:
nu gamoiyenebT blokart B-12-s kolofze miTiTebuli vargisobis vadis gasvlis Semdeg. 

6.4. Senaxvis pirobebi
preparati inaxeba bavSvebisaTvis xelmiuwvdomel adgilas originalur SefuTvaSi.
inaxeba ara umetes 25˚C temperaturaze.
inaxeba originalur SefuTvaSi.

6.5. SefuTva
TiToeuli kolofi Seicavs 4 ml 5 flakonsa da 3 ml 5 ampulas.
6.6. gacemis wesi
farmacevtuli produqtis jgufi II, gaicema forma #3 receptiT.

7. sxva informacia 
savaWro licenziis / registraciis mflobeli da mwarmoebeli
savaWro licenziis / registraciis mflobeli
GM Pharmaceuticals Ltd., saqarTvelo
mwarmoebeli
Mefar İlaç San. A.Ş., TurqeTi
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