

blesi®
(xaris surfaqtantis lipidebis eqstraqtis suspenzia)
27 mg fosfolipidi/ml suspenzia intratraqeuli instilaciisaTvis
farmacevtuli standarti: aRiarebuli
aTq kodi R07AA02: filtvis surfaqtanti, bunebrivi fosfolipidebi

Cvenebebi
blesi® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) naCvenebia neonataluri respiratoruli distress sindromis (NRDS/ membranis hialinuri daavadeba) gadaudebeli mkurnalobisaTvis.

NRDS-is mqone CvilebSi, romlebSic diagnozi dadasturebulia rentgenologiurad da arteriuli da alveolaruli Jangbadis Tanafardobaa (PaO2/PAO2) <0.22, blesi® unda gakeTdes rac SeiZleba swrafad, oqsigenaciis kriteriumebis dakmayofilebis Semdeg.

blesis® gamoyeneba dabadebisas 380 g-ze naklebi an 4460 g-ze meti wonis CvilebSi Sefasebuli ar aris gakontrolebul kvlevebSi.

pediatriuli (neonataluri asaki ≤5 dRe): warmodgenili monacemebis safuZvelze, romlebic ganxilulia kanadis janmrTelobis dacvis saministros mier, blesis® usafrTxoeba da efeqtianoba pediatriul pacientebSi dadgenilia. amitom, kanadis janmrTelobis dacvis saministros mier licenzirebulia pediatriuli gamoyenebisaTvis.

pediatriuli (neonataluri asaki >5 dRe): ar aris xelmisawvdomi monacemebi kanadis janmrTelobis dacvis saministrosaTvis; amitom kanadis janmrTelobis dacvis saministros mier ar aris licenzirebuli >5 dRemde asakis CvilebSi gamosayeneblad.

geriatriuli (>65 wlis asaki): ar aris xelmisawvdomi monacemebi kanadis janmrTelobis dacvis saministrosaTvis; amitom kanadis janmrTelobis dacvis saministros mier ar aris licenzirebuli geriatriuli gamoyenebisaTvis.
ukuCvenebebi
xaris surfaqtantis lipidebis eqstraqtis suspenzia ukunaCvenebia pacientebSi, romlebic hipermgrZnobiareebi arian wamlis an misi romelime ingredientis mimarT, nebismieri damxmare nivTierebis an konteineris komponentis CaTvliT. sruli CamonaTvalisaTvis ix. dozirebis formebi, koncentracia, Semadgenloba da SefuTva.
blesis® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) gamoyeneba ukunaCvenebia filtvebidan aqtiuri sisxldenis mqone CvilebSi.

seriozuli gafrTxilebebi da sifrTxilis zomebi
	seriozuli gafrTxilebebi da sifrTxilis zomebi
· preparatis Seyvana unda moxdes mkacrad gakontrolebul klinikur pirobebSi (ix. gafrTxilebebi da sifrTxilis zomebi -zogadi).
· bless® SeuZlia swrafi gavlena iqonios oqsigenaciaze da filtvebis gaSlaze. zogierT CvilSi, hiperoqsia SeiZleba ganviTardes gakeTebidan ramdenime wuTSi (ix. gafrTxilebebi da sifrTxilis zomebi - ofTalmologiuri).
· bradikardiis gardamavli epizodebi da Jangbadis daqveiTebuli saturacia SeiZleba ganviTardes dozis Seyvanis dros (ix. gafrTxilebebi da sifrTxilis zomebi - respiratoruli).
· blesis® Seyvana mcire alikvotebiT an neli wveTovani gziT ar aris rekomendebuli, radgan SeiZleba gamoiwvios surfaqtantis cudi ganawileba da filtvebis araTanabari gaSla (ix. gafrTxilebebi da sifrTxilis zomebi - respiratoruli).



dozireba da miRebis meTodi
dozirebis rekomendaciebi:
· blesi® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) gankuTvnilia mxolod intratraqeuli instilaciisaTvis.
· blesi® ar saWiroebs ganzavebas an filtracias gamoyenebamde. flakonebi gankuTvnilia mxolod erTjeradi gamoyenebisaTvis, raTa daculi iyos steriloba. rogorc ki miaRwevs oTaxis temperaturas,  flakoni frTxilad unda gadmobrundes, raTa moxdes lipidebis suspendireba da nebismieri aglomeratebis dispensireba.
· flakonis Semowmeba unda moxdes erTgvarovnebaze. gamTbari flakonebisaTvis normaluria aRiniSnebodes lipidebis wvrili, magram xiluli nawilakebis Tanabari dispersia. SigTavsi unda iyos moTeTro an Ria yviTeli feris suspenzia. Tu SigTavsi ufro muqi ferisaa an ar dispergirdeba Tanabrad, flakoni unda iqnes gadagdebuli. es movlena da seriis nomeri unda ecnobos mwarmoebels.
· blesi® gamoyenebamde unda gaTbes aranakleb oTaxis temperaturamde, magram araumetes sxeulis temperaturisa. gaTboba SeiZleba moxdes Semdegi gziT (dro miaxloebiTia):

	gaTbobis meTodi
	macivarSi myofi flakonebi
	gayinuli flakonebi

	xelSi
	5 wT
	10-15 wT

	Taroze
	20 wT
	60 wT

	37ºC-ze wylis abazanaSi
	2 wT
	5 wT



rekomendebuli doza da dozis koreqcia: blesis® rekomendebuli dozaa 5 ml/kg 27 mg fosfolipidebi/ml-ze, rac eqvivalenturia 135 mg fosfolipidi/kg-is. blesis®  3 Tanmimdevruli doza unda gakeTdes sicocxlis pirveli 5 dRis ganmavlobaSi. ix. ganmeorebiTi dozirebis cxrili. 1-l cxrilSi mocemulia mTliani dozireba dabadebisas sxeulis wonis intervalisaTvis.

	cxrili 1
blesis®  dozirebis cxrili

	wona (gramebi)
	mTliani doza (ml)
	wona (gramebi)
	mTliani doza (ml)

	600-650
651-700
701-750
751-800
801-850
851-900
901-950
951-1000
1001-1050
1051-1100
1101-1150
1151-1200
1201-1250
1251-1300
	3.2
3.5
3.8
4.0
4.2
4.5
4.8
5.0
5.2
5.5
5.8
6.0
6.2
6.5
	1301-1350
1351-1400
1401-1450
1451-1500
1501-1550
1551-1600
1601-1650
1651-1700
1701-1750
1751-1800
1801-1850
1851-1900
1901-1950
1951-2000
	6.8
7.0
7.2
7.5
7.8
8.0
8.2
8.5
8.8
9.0
9.2
9.5
9.8
10.0



miRebis meTodi:
dozis Seyvanis procedurebi
proceduris dawyebamde CvilebSi unda moxdes sasunTqi gzebis sanacia da unda mieces aRdgenis saSualeba.

INSURE (intubati-surfaqtanti-eqstubati) procedura: endotraqeuli mili (ETT) saTanadod unda Caidgas gulmkerdis auskultaciisa da rentgenografiis saSualebiT, saWiroebis SemTxvevaSi (xmovani iogebidan 1-2 sm-iT qvemoT, karinadan (traqeis bifurkaciidan) 1-2 sm-is zemoT). ar unda moxdes blesis® instilacia mTavar marjvena bronqSi.

mTliani dozis amoReba unda moxdes SpricSi msxvili kalibris wakveTili nemsiT (mag.: araumcires 20 zoma) da Sprici unda moergos sterilur #5 Fr sakveb zonds, romelic gadaWrilia saWiro sigrZeze, raTa miwvdes endotraqeuli milis distalur wveros. Tu produqti maSinaTve ar gaukeTda pacients, momzadebuli Sprici instilaciamde unda gadmotrialdes, raTa ar moxdes lipidebis aglomeratebis warmoqmna. mcire xniT Cvilis gamoerTeba unda moxdes xelovnuri sunTqvis aparatidan, raTa SesaZlebeli iyos sakvebi zondis endotraqeul milSi Cadgma. alternatiulad, raTa uzrunvelyofil iqnes filtvebis meqanikuri an ambuTi erTdrouli ventilacia, sakvebi zondi unda gatardes sanaciis daxuruli adaptoris aspiraciuli sarqvelis gavliT, romelic mierTebulia endotraqeul milTan.
instilacia unda moxdes erTjeradi bolusuri dozis saxiT an sam alikvotamde, amtanobis mixedviT. am dros Cvili unda iwves zurgze TiToeuli alikvotisaTvis. yoveli alikvotis an dozis instilacia unda moxdes 2-3 wamis ganmavlobaSi. yoveli alikvotis instilaciis Semdeg, Cvilis ventilacia unda moxdes manualurad 30 wamis ganmavlobaSi, gamoyenebul unda iqnes wneva, raTa miRweul iqna gulmkerdis Rrus kargi gafarToeba, sanam Cvilis mierTeba moxdeba xelovnuri sunTqvis aparatze. Tu Cvili rCeba meqanikur ventilaciaze dozis Seyvanis dros, saWiroebis SemTxvevaSi, wnevis momateba unda moxdes 1-2 sm H20-iT, raTa daicalos endotraqeuli mili. daaxloebiT 1-2 wuTi esaWiroeba aRdgenas TiToeuli alikvotis Semdeg. Jangbadis saturacia unda iyos 95%-mde, Semdegi alikvotis dawyebamde.

endotraqeul milSi aiwevs surfaqtantis moculoba dozis Seyvanis dros. Tu surfaqtantis done nela qveiTdeba, unda Sewydes Seyvana da unda moxdes xeliT ventilacia, sanam endotraqealuri mili ar gaxdeba gamWvirvale. Tu surfaqtantis done ar qveiTdeba, unda Semowmdes lorwos sacobis arseboba. mcire alikvotebi an neli wveTovani Seyvana ar aris rekomendebuli, radgan SeiZleba gamoiwvios surfaqtantis cudi ganawileba da filtvebis araTanabari gaSla.

MIST (surfaqtantiT minimaluri invaziuri Terapia) procedura: SeniSvna: qvemoT mocemuli MIST proceduris variaciebi aRwerilia literaturaSi. ZiriTadi variaciaa LISA (surfaqtantis naklebinvaziuri Seyvana) procedura, romelSic Casadgmelad gamoiyeneba magilis momWeri. wvrili kaTeteris Cadgma unda moxdes samedicino centris mier dadgenili protokoliT. blesi® SeiZleba Seyvanil iqnes MIST teqnikiT. rekomendebulia, rom MIST teqnikiT miwodeba axalSobilebSi,  ≥28 kvira da/an ≥1000 grami, ar saWiroebs intubacias/meqanikur ventilacias da akmayofilebs surfaqtantis Seyvanis kriteriumebs (anu, oqsigenaciis moTxovnebi dakmayofilebulia). axalSobilebi unda iyvnen nazaluri uwyveti sasunTq gzebis dadebiTi wnevis qveS (NCPAP) an arainvaziuri dadebiTi wnevis ventilaciis (NIPPV) qveS mTeli proceduris ganmavlobaSi, cxviris kanulis an niRbebis gamoyenebiT.

MIST teqnikis saSualebiT dozis Seyvanisas, wvrilma kaTeterma (rogoricaa. #5 Fr sxvadasxva gamoyenebis kaTeteri) unda gaiaros xmovani iogebis gaswvriv siRrmeze: 6 sm + dabadebisas wona kilogramebSi, gazomva xdeba tuCebidan. es uzrunvelyofs kaTeteris wveros saTanado Cadgmas xmovan iogebsa da karinas Soris. kaTeteris Cadgmis Semdeg, axalSobilis piri unda iyos daxuruli NCPAP/NIPPV miwodebisaTvis. surfaqtantis instilaciis sinqronizeba unda moxdes axalSobilis SesunTqvasTan mikrobolusis gamoyenebiT, 1-3 wuTis ganmavlobaSi. Tu am teqnikis gamoyenebiT dozis miwodeba ar aris warmatebuli araumetes 3 mcdelobis Semdeg, dozis miwodeba unda moxdes INSURE teqnikiT, rogorc es zemoT aris aRwerili. 

monitoringi dozis Seyvanis Semdeg: rogorc ki instilacia dasruldeba, unda dadgindes meqanikuri ventilaciis axali parametrebi TcPO2/TcPCO2 maCveneblebis, Jangbadis saturaciis monitoris da gulmkerdis gafarToebis mixedviT. TcPO2/TcPCO2 maCveneblebs upiratesoba eniWeba ufro dabali gestaciuri asakis (32 kviraze naklebi) mqone CvilebSi, da Jangbadis saturaciis maCveneblebs upiratesoba eniWeba ufro meti asakis CvilebSi. saWiroa sunTqviTi moculobis yuradRebiTi kontroli, radgan SeiZleba filtvebi uecrad gaiSalos gulmkerdis kedlis moZraobis gareSe. instilaciamde unda moxdes maCveneblebis dadgena da unda Semcirdes wneva (PIP/PEEP), FiO2 da ventilaciis siCqare, Cvilis mdgomareobis Sesabamisad. sisxlis airebis monitoringi dozis Seyvanidan erTi saaTis Semdeg standartuli proceduraa nebismieri CvilisaTvis, romelic iRebs bless® (PaO2 unda iyos 60-70 torr, PaCO2 - 35-45 torr, da pH - 7.35-7.45). ar unda moxdes sanacia blesis® Semdeg 2 saaTis ganmavlobaSi, Tu ar aris absoluturi Cveneba. filtvebis gaSlaze da oqsigenaciaze blesis® myisieri efeqtis gamo (Cveulebriv, 5-30 wuTSi), FiO2 unda daqveiTdes Sesabamisad, raTa moxdes hiperoqsiis prevencia. saWiroa gulmkerdis gafarToebaze yuradRebiT dakvirveba da ventilaciis wnevis (PIP/PEEP) Sesabamisi daqveiTeba. Jangbadis saturaciis maRali done (>95%) an maRali TcPO2/TcPCO2 maCveneblebi (rogorc es dadasturebulia sisxlis airebis gazomvebiT) miuTiTebs, rom Cvils unda dauqveiTdes FiO2, ventilaciis siCqare da wneva. sisxlis airebis maCveneblebi unda iyos: PaO2 - 60-70 torr, PaCO2 - 35-45 torr. arasworma daqveiTebam SeiZleba gamoiwvios pnevmoToraqsi.

CvilebSi, romelTa ventilacia SesamCnevad uaresdeba dozis Seyvanis procesSi an mis Semdeg swrafad, SeiZleba aRiniSnebodes lorwos sacobi endotraqeul milSi, gansakuTrebiT, Tu wamlis miRebamde gamoxatulia filtvis sekrecia. garda amisa, surfaqtantma SeiZleba gaaZlieros narCeni lorwos moZraoba. Tu obstruqciis amoRebisas sanacia ar aris warmatebuli, daxSuli endotraqeuli mili saswrafod unda gamoicvalos.

ganmeorebiTi dozebi: axalSobilebma SeiZleba miiRon blesis® 3 damatebiTi doza sicocxlis pirveli 5 dRis ganmavlobaSi. damatebiTi dozis kriteriumia wina dozaze dadebiTi pasuxi da respiratoruli mxardaWeris gazrda, romlis niSania FiO2-is TandaTanobiTi momateba. es zrda unda iyos araumcires 10%-iT meti, vidre blesis® wina dozaze sawyisi pasuxis Semdeg FiO2-is saWiro maCvenebeli.

yvela Cvili, romlebsac aReniSnebaT sunTqvis gauareseba, blesis® xelaxali dozis gakeTebamde unda Sefasdes Ria arteriuli sadinris (patent ductus arteriosus (PDA)), pnevmoToraqsis da pulmonaruli hemoragiis arsebobaze. ganmeorebiTi dozirebis sqema igivea, rac sawyisi dozisaTvis. detalebisaTvis ix. dozirebis procedurebi.
aRdgena/ganzaveba: blesi® ar saWiroebs aRdgena/ganzavebas.
dozis gamotoveba: dozis gamotoveba ar Seesabameba blesis® gamoyenebas.
 
dozis gadaWarbeba
blesis® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) dozis gadaWarbebis monacemebi adamianebSi ar aris aRwerili. cxovelebze monacemebiT, dozis gadaWarbebam SeiZleba gamoiwvios sasunTqi gzebis mwvave ostruqcia

	wamlis dozis gadaWarbebis savaraudo SemTxvevaSi, saWiroa intoqsikaciis kontrolis regionul centrSi mimarTva.



dozirebis formebi, koncentracia, Semadgenloba da SefuTva
produqtze dakvirvebis uzrunvelsayofad, samedicino specialistebma mniSvnelovania, Caiweron rogorc savaWro, ise arapatentirebuli (aqtiuri nivTierebis) saxelwodeba, aseve produqtis specifikuri identifikatorebi, rogoricaa: wamlis saidentifikacio nomeri (DIN) da mowodebuli produqtis seriis nomeri/Senaxvis vada.

	cxrili 2
dozirebis formebi, koncentracia, Semadgenloba da SefuTva


	miRebis gza
	dozirebis forma/koncentracia/
Semadgenloba
	damxmare nivTierebebi

	intratraqeuli instilacia
	suspenzia/ 27 mg ml-Si
	kalciumis qloridi
natriumis qloridi
saineqcio wyali



blesi® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) suspenziaa, gankuTvnili intraqeuli instilaciisaTvis.
blesis® TiToeuli ml Seicavs 27 mg fosfolipidebs da 176-500 mkg surfaqtantasocirebul proteinebs SP-B da SP-C, 0.10 M natriumis qlorids da 0.0015 M kalciumis qlorids. blesi® ar Seicavs konservantebs.

blesi® xelmisawvdomia 3 ml da 5 ml steriluri, erTjeradi gamoyenebis gamWvirvale minis flakonebiT, SefuTulia individualurad an moTavsebulia muyaos kolofSi, romelic Seicavs 10 flakons.

aRweriloba
[bookmark: _GoBack]blesi® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) miiReba xaris filtvebis surfaqtantidan. warmoebis procesSi scildeba hidrofiluri cilebi, romelTa umetesoba aris surfaqtantasocirebuli proteini SP-A da SeirCeva hidrofoburi fosfolipidebi da surfaqtantasocirebuli proteinebi SP-B da SP-C.

gafrTxilebebi da sifrTxilis zomebi
ix. seriozuli gafrTxilebebi da sifrTxilis zomebi.
zogadi: blesi® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) gankuTvnilia mxolod intratraqeuli gamoyenebisaTvis (ix. dozireba da miRebis meTodi). blesis® gamoyeneba unda moxdes mxolod mkacrad gakontrolebul klinikur pirobebSi, sadac dauyovnebliv unda iyos xelmisawvdomi gamocdili neonatologi da intubaciis, xelovnuri sunTqvis marTvis da dRenakluli axalSobilebis zogadi movlis gamocdilebis mqone sxva klinicistebi.
blesiT® namkurnaleb bavSvebSi aRweril iqna sefsisis SemTxvevebis maRali sixSire, sakontrolo jgufTan SedarebiT. samedicino specialistebma, romlebic marTaven aseT bavSvebs, unda icodnen am gazrdili riskis Sesaxeb, unda miiRon Sesabamisi sifrTxilis zomebi da yuradRebiT unda iyvnen sefsisis nebismier niSanze an simptomze. 
kancerogenezi da mutagenezi: ar Catarebuli kvlevebi blesis® kancerogenzisa da mutagenezis gamosakvlevad.
imunogenoba: blesis® xangrZlivma kvlevebma placebosTan (fiqtiuri haeri) SedarebiT, ar aCvena mniSvnelovani gansxvaveba alergiebis ganviTarebaSi.
monitoringi da laboratoriuli analizebi: medikamentis miRebamde rekomendebulia acdozis, hipotenziis, hipoglikemiisa da hipoTermiis koreqcia.
ofTalmologiuri: blesis® Seyvanidan ramdenime wuTSi SeiZleba ganviTardes hiperoqsia. Tu viTardeba hiperoqsia da Jangbadis saturacia 95%-ze metia, FiO2 unda daqveiTdes, sanam saturacia ar gaxdeba 90-95%, raTa Semcirdes dRenaklulebis retinopaTiis riski.
respiratoruli: saWiroa yvela bavSvis mkacri klinikuri meTvalyureoba blesis®-is gakeTebamde, gakeTebis procesSi da gakeTebis Semdeg. baSvebSi, romlebsac ukeTdebaT blesi®, saWiroa oqsigenaciis kontroli transkutaneuri Jangbadis zondiT an Jangbadis saturaciis monitoriT, aseve, sisxlis airebis perioduli gazomva. garda amisa, saWiroa naxSiroJangis (CO2) donis kontroli transkutaneuri naxSiroJangis zondiT, sisxlis airebis maCveneblebTan korelaciaSi. blesi® iwvevs swraf oqsigenacias da filtvebis gaSlas. Tu zedmetad aRiniSneba gulmkerdis kedlis gafarToebis gaumjobeseba, sunTqvis aparatis SesunTqvis pikuri wneva dauyovnebliv unda daqveiTdes, raTa Tavidan iqnes acilebuli filtvis zedmetad gaWimva da filtvis haeris gaJonva. saWiroa SesunTqvis moculobis monitoringi dozis miRebis Semdeg, radgan filtvis uecari gaSla SeiZleba moxdes gulmkerdis kedlis ufro meti moZraobis gareSe.

dozis Seyvanis proceduris dros aRweril iqna bradikardiis gardamavali epizodebi da Jangbadis daqveiTebuli saturacia (ix. gverdiTi reaqciebi). aseT SemTxvevaSi dozis Seyvana unda Sewydes da miRebul unda iqnes Sesabamisi zomebi ganviTarebuli mdgomareobis aRmosafxvrelad. stabilizaciis Semdeg dozirebis procedura unda ganaxldes. medikamentis gakeTebis teqnika, romelic gamoiyeneba sxva surfaqtantebis produqtebisaTvis, rogoricaa neli Seyvana an mcire alikvotebis gamoyeneba, ar aris rekomendebuli blesisaTvis®. sxva produqtebisagan gansxvavebiT, romlebic moiTxoven nel wveTovan Seyvanas refluqsis prevenciisaTvis, blesi® gacilebiT naklebad blantia da cilebis maRali Semcveloba aqvs, rac xels uwyobs ufro swraf ganawilebas. nelma Seyvanam SeiZleba gamoiwvios araTanabari ganawileba, rac Tavis mxriv iwvevs filtvebis araTanabar gaSlas. Tu doza ar qveiTdeba endotraqeul milSi, rekomendebulia damatebiTi wneva, romelic mocemulia dozirebisa da miRebis meTodis paragrafSi, amave dros ganxilul unda iyos lorwos sacobis SesaZlebloba.

lorwos sacobebi: Cvilebs, romelTa ventilacia SesamCnevad uaresdeba dozis gakeTebis dros an mis Semdeg swrafad, SeiZleba hqondeT lorwos sacobi endotraqeul milSi, gansakuTrebiT, Tu pulmonaruli sekrecia gamoxatuli iyo wamlis miRebamde. dozis miRebamde yvela bavSvSi Catarebulma sasunTqi gzebis sanaciam SeiZleba Seamciros lorwos sacobiT endotraqeuli milis obstruqciis albaToba. dozis gakeTebis Semdeg egzogenurma surfaqtantma SeiZleba gaaZlieros narCeni lorwos gadaadgileba. Tu savaraudoa endotraqeuli milis obstruqcia aseTi sacobiT da sanaciiT ar axdeba obsturuqciis mocileba, blokirebuli endotraqeuli mili dauyovnebliv unda Seicvalos.

2018 wels or saerTaSoriso kvlevaSi aRweril iqna pulmonaruli hemoragiis, maT Soris sikvdilis, arastandartuli raodenobis SemTxvevebi. miuxedavad amisa, maTi sixSire ufro naklebia, vidre nanaxi iqna blesiT® mkurnalobis klinikur kvlevebSi (8%) (ix. wamlis postmarketinguli gverdiTi reaqciebi).

specialuri populaciebi
orsuli qalebi: blesi® ar aris naCvenebi orsuli qalebisaTvis.
ZuZuTi kveba: blesi® ar aris naCvenebi meZuZuri qalebisaTvis.
pediatriuli (neonataluri asaki >5 dRe): ar aris xelmisawvdomi monacemebi kanadis janmrTelobis dacvis saministrosaTvis; amitom kanadis janmrTelobis dacvis saministros mier ar aris licenzirebuli >5 dRemde asakis CvilebSi gamosayeneblad.
geriatria: blesi ® ar aris naCvenebi geriatriuli populaciisaTvis.

gverdiTi reaqciebi
gverdiTi reaqciebis mimoxilva: ormagad brma, SedarebiT, mravalcentrian klinikur kvlevaSi, sadac Sedarebul iqna blesis® da egzosurfis® neonataluri (kolfoscerilis palmitati, Glaxo Wellcome), usafrTxoeba da efeqtianoba, 568 bavSvma miiRo blesi® da 565-ma - egzosurfi® neonataluri distres sindromis gadaudebeli mkurnalobisaTvis. orive samkurnalo jgufSi yvelaze xSiri gverdiTi movlena iyo Ria arteriuli sadinari da filtvis daqveiTebuli funqcia (ix. cxrili 3). blesis® jgufSi ufro xSiri iyo respiratoruli acidozi, sefsisi da pnevmonia, rac mocemulia qvemoT, klinikuri kvlevebis gverdiT reaqciebSi. sikvdilianoba aRiniSna 1.06% blesis® jgufSi da 1.06% egzosurfis® jgufSi.

xSirad aRwerili gverdiTi movlenebi, romlebic dakavSirebulia surfaqtantis miRebasTan, moicavs bradikardias, desaturacias dozis miRebis dros, endotraqeuli milis garTulebebs, apnoesa da hipotenzias. es mosalodnelia, roca xdeba dRenakluli axalSobilebis marTva da surfaqtantis intratraqeulad Seyvana. sxva xSiri gverdiTi movlenebi, rogoricaa: Ria arteriuli sadinari, intraventrikuluri hemoragia, pulmonaruli hemoragia, dRenaklulebis retinopaTia, pulmonaruli intersticialuri emfizema da periventrikuluri leikomalacia, aseve warmoadgens dRenaklulobis seriozul garTulebebs.

blesis® swrafi efeqtis gamo filtvebis gaSlasa da oqsigenaciaze, saWiroa Cvilebis monitoringi sunTqviT parametrebze da nebismier xSir gverdiT movlenaze.

klinikur kvlevebSi aRwerili gverdiTi reaqciebi: radgan klinikuri kvlevebi tardeba Zalian specifikur pirobebSi, klinikur kvlevebSi aRwerili gverdiTi reaqciebis sixSire SeiZleba ar asaxavdes praqtikaSi arsebul sixSires da ar unda iqnes Sedarebuli sxva medikamentis klinikur kvlevebSi aRweril sixSireebTan. klinikuri kvlevebSi aRwerili gverdiTi reaqciebis Sesaxeb informacia sasargebloa wamalTan dakavSirebuli gverdiTi movlenebis identificirebisaTvis da maTi miaxloebiTi sixSiris dasadgenad.

gverdiTi movlenebi, romlebic ganviTarda ≥1% bavSvebSi, romlebic mkurnalobdnen blesiT®, Sejamebulia organoTa sistemebis mixedviT da mocemulia maTi sixSiris daqveiTebis mixedviT qvemoT mocemul me-3 cxrilSi. SedarebisaTvis mocemulia am movlenebis sixSire egzosurfiT® namkurnaleb pacientebSi.

	cxrili 3
gverdiTi movlenebi, romlebic ganviTarda ≥1% bavSvebSi, romlebic mkurnalobdnen blesiT®, egzosurfiT® namkurnaleb bavSvebTan SedarebiT

	organoTa sistema/ movlena
	blesi®
N=568
(%)
	egzosurfi®
N=565
(%)

	gulis darRvevebi
Ria arteriuli sadinari (patent ductus arteriosus)
bradikardia
	
44%
13%
	
44%
15%

	Tvalis darRvevebi
dRenaklulebis retinopaTia
	
19%
	
20%

	kuW-nawlavis darRvevebi
nekrozuli enterokoliti
	
6%
	
7%

	infeqciebi
sefsisi
	
28%
	
23%

	kvlevebi
filtvis daqveiTebuli funqcia*
	
39%
	
41%

	nervuli sistemis darRvevebi
intraventrikuluri hemoragia, sruli
intraventrikuluri hemoragia, III da IV xarisxi 
periventrikuluri leikomalacia
konvulsiebi
hidrocefalia
	
29%
12%
8%
2%
1%
	
29%
11%
7%
1%
<1%

	respiratoruli darRvevebi
pulmonaruli intersticialuri emfizema
pnevmoToraqsi
pulmonaruli hemoragia
endotraqealuri milis garTuleba
respiratoruli acidozi**
apnoe
pnevmonia
	
9%
8%
8%
6%
4%
2%
1%
	
17%
12%
7%
6%
2%
4%
<1%

	sisxlZarRvovani darRvevebi
hipotenzia
	
2%
	
2%



*termini “filtvis daqveiTebuli funqcia” moicavs saturaciis an oqsigenaciis Zlier daqveiTebis an CO2-is sididis gazrdis SemTxvevebs dozirebis Semdeg.
**respiratoruli acidozis TiTqmis yvela SemTxveva ganviTarda kvlevis erT centrSi.

yvelze xSiri gverdiTi movlenebi, romlebic ganviTarda orive samkurnalo jgufSi, iyo Ria arteriuli sadinari da filtvis funqciis daqveiTeba (ganisazRvra, rogorc saturaciis an oqsigenaciis Zlieri daqveiTeba an CO2-is sididis gazrda dozirebis Semdeg). es movlenebi ganviTarda msgavsi sixSiriT TiToeul samkurnalo jgufSi da mosalodneli garTulebebia, roca xdeba distresis mqone axalSobilbis marTva.

sefsisi da pnevmonia ganviTarda ufro xSirad blesiT® namkurnaleb bavSvebSi, egzosurfis® jgufTan SedarebiT. miuxedavad sefsisis, infeqciebis gamo sikvdilis maRali SemTxvevebisa, es Sedarebadi iyo kvlevis or jgufs Soris.

Tumca, filtvidan sisxldenis sixSire dabali iyo (<1%) dozirebidan pirveli ori saaTis Semdeg, is gaizarda 8%-mde intensiuri Terapiis palatidan gaweramde. 750-1250 grami dabadebis wonis jgufSi, romlebic iRebdnen bless®, 32-dan 7 sikvdilis SemTxveva (22%) asocirebuli iyo sisxldenasTan.

aRweril iqna respiratoruli acidozis bevri SemTxveva blesiT® mkurnalobis Semdeg. respiratoruli acidozis yvela SemTxveva ganviTarda dozis miRebidan or saaTSi da TiTqmis yvela SemTxveva aRweril iqna kvlevis erT centrSi orive surfaqtantis gamoyenebisas, rac SeiZleba gamowveuli iyos saventilacio wnevis swrafi daqveiTebis da daqveiTebuli wuTobrivi ventilaciis siCqaris gamo.

ufro mcire raodenobiT pacientebs, romelTac miiRes blesi®, ganuviTardaT filtvismieri intersticialuri emfizema an pnevmoToraqsi, egzosurfis® jgufTan SedarebiT. amiT SeiZleba aixsnas ventilaciis gazrdili saWiroeba egzosurfis® mimReb bavSvebSi. amrigad, ventilaciis wnevis daqveiTeba blesiT® mkurnalobis Semdeg icavs Cvilebs filtvis haeris gaJonvisagan.

cxrili 4-Si Sejamebulia gverdiTi movlenebi, romlebic aRweril iqna dozis miRebidan 2 saaTSi ≥1% CvilebSi, romlebic mkurnalobdnen blesiT®. SedarebisaTvis mocemulia am movlenebis sixSire egzosurfiT® namkurnaleb pacientebSi.

	cxrili 4
gverdiTi movlenebi, romlebic ganviTarda dozis miRebidan 2 saaTSi  ≥1% bavSvebSi, romlebic mkurnalobdnen blesiT® an egzosurfiT®

	organoTa sistema/ movlena
	blesi® N=568
(%)
	egzosurfi® N=565
(%)

	gulis darRvevebi
bradikardia
	
11%
	
14%

	kvlevebi
filtvis daqveiTebuli funqcia*
	
39%
	
41%

	respiratoruli darRvevebi
endotraqeuli milis garTuleba
respiratoruli acidozi**
filtvidan sisxldena
	
6%
4%
<1%
	
6%
2%
1%


*termini “filtvis daqveiTebuli funqcia” moicavs saturaciis an oqsigenaciis Zlier daqveiTebis an CO2-is sididis gazrdis SemTxvevebs.
**respiratoruli acidozis TiTqmis yvela SemTxveva ganviTarda kvlevis erT centrSi.

filtvis funqciis daqveiTeba (ganisazRvra, rogorc saturaciis an oqsigenaciis Zlieri daqveiTeba an CO2-is sididis gazrda), bradikardia da endotraqealuri milis garTulebebi ganviTarda msgavsi sixSiriT TiToeul samkurnalo jgufSi da ZiriTadad dakavSirebuli iyo dRenakluli axalSobilebis movlasa da mkurnalobasTan. rogorc zemoT aris aRniSnuli, respiratoruli acidozi umetesad ganviTarda erT centrSi da SeiZleba gamowveuli iyos filtvebis gaSlis araadekvaturi monitoringiT am centrSi.

sxva gverdiTi movlenebi, romlebic ganviTarda blesis® miRebidan or saaTSi, magram <1%-ze naklebi sixSiriT, iyo: acidozi, hipertenzia, hipotenzia, hipoqsia, Ria arteriuli sadinari, pnevmonia, pnevmoToraqsi da filtvidan sisxldena.

klinikur kvlevebSi aRwerili naklebad xSiri gverdiTi reaqciebi: araxSiri gverdiTi reaqciebi, romlebic ganviTarda  <1% bavSvebSi blesiT® mkurnalobisas iyo: 
sisxlisa da limfuri sistema: neonataluri koagulaciis darRveva, axalSobilTa siyviTle, Trombocitopenia.
gulis darRvevebi: gulis gaCereba, kardiomegalia, filtvismieri guli, hipertrofiuli kardiomiopaTia, pnevmoperikardiumi, filtvis SeSupeba, filtvis sarqvlis stenozi, supraventrikuluri taqikardia.
endokrinuli darRvevebi: hiperkalcemia, hipoglikemia.
kuW-nawlavis darRvevebi: enteriti, kuW-nawlavidan sisxldena, gastrointestinuri refluqsi, ileusi, nawlavebis perforacia, pnevmoperitoneumi.
zogadi darRvevebi: zrdaSi CamorCena, neonataluri hipoTermia.
hepatobiliaruli darRvevebi: hepatomegalia
infeqciebi da invaziebi: sxvadasxva infeqciebi, pnevmoniis garda.
metabolizmisa da kvebiTi darRvevebi: acidozi, hiperkaliemia.
nervuli sistemis darRvevebi: eleqtroencefalogramis cvlileba, cerebruli infarqti, encefalopaTia, ependimiti, meningiti.
Tirkmlisa da saSarde gzebis darRvevebi: anuria, hidronefrozi, hidroureTeri, nefrokalcinozi.
respiratoruli darRvevebi: asfiqsia, bronqopulmonaruli displazia, hipoqsia, filtvismieri hipertenzia.
kanis darRvevebi: celuliti.
sisxlZarRvovani darRvevebi: hemoragia, hipertenzia.

paTologiuri laboratoriuli maCveneblebi: hematologiuri, bioqimiuri da sxva raodenobrivi monacemebi: laboratoriuli maCveneblebi ar iqna Segrovebuli klinikur kvlevebSi. Tumca, respiratoruli acidozi, rogorc gverdiTi movlena, aRweril iqna 4% bavSvebSi, romlebic iRebdnen bless® da 2% bavSvebSi, romlebic iRebdnen egzosurfs® (p<0.05). respiratoruli acidozi ZiriTadad ganviTarda erT kvlevis centrSi. saWiroa filtvebis gaSlis da oqsigenaciis yuradRebiT kontroli, radgan ventilaciis maCveneblebi SeiZleba swrafad Seicvalos dozis miRebis Semdeg (ix. gafrTxilebebi da sifrTxilis zomebi).
klinikur kvlevebSi aRwerili gverdiTi reaqciebi (pediatriuli): blessTan® dakavSirebuli gverdiTi movlenebi pediatriul populaciaSi Cvenebis mixedviT gamoyenebisas aRwerilia zemoT (ix. klinikur kvlevebSi aRwerili gverdiTi reaqciebi). gverdiTi movlenebis monacemebi >5 dRe postanataluri asakis pediatriuli populaciisaTvis ar aris xelmisawvdomi.

postmarketinguli gverdiTi reaqciebi: 2018 wels or saerTaSoriso kvlevaSi aRweril iqna pulmonaruli hemoragiis, maT Soris sikvdilis, arastandartuli raodenobis SemTxvevebi. miuxedavad amisa, maTi sixSire ufro naklebia, vidre nanaxi iqna blesiT® mkurnalobis klinikur kvlevebSi (8%) 

erT centrSi sam axalSobils, romelTac gaukeTdaT Zalian mcire 1 ml alikvotebi droulad, ganuviTardaT filtvidan sisxldena, intraventrikuluri hemoragia da/an periventrikuluri leikomalacia da Sedegad, dadga sikvdili. Zalian mcire dozebma SeiZleba gamoiwvion surfaqtantis araTanabari ganawileba da filtvebis araTanabari gaSla. rogorc aRniSnulia qveTavSi seriozuli gafrTxilebebi da sifrTxilis zomebi, mcire alikvotebis da neli wveTovani Seyvanis meTodebi ar aris rekomendebuli blesisaTvis®. 

wamlebis urTierTqmedeba
zogadi mimoxilva: ar aris cnobili wamlebis urTierTqmedebis Sesaxeb blessa® (xaris surfaqtantis lipidebis esqtraqtis suspenzia) da sxva nivTierebebs Soris, alkoholis CaTvliT. ar aris cnobili, rom blesi® gavlenas axdens laboratoriul Sedegebze. blesis® klinikurma gamocdilebam aCvena, rom is usafrTxo da efeqtiania, roca gamoiyeneba azotis oqsidiT TerapiasTan erTad, maRalsixSiriani oscilaciiT da eqstrakorporaluri membranuli oqsigenaciiT.

wamlebis urTierTqmedeba:: urTierTqmedeba sxva wamlebTan ar aris dadasturebuli.
wamali-sakvebis urTerTqmedeba: urTierTqmedeba sakvebTan ar aris dadasturebuli.
wamali-mcenareuli produqtebis urTerTqmedeba: urTierTqmedeba mcenareul produqtebTan ar aris dadasturebuli.
wamali-laboratoriuli analizebis urTerTqmedeba: urTierTqmedeba laboratoriul analizebTan ar aris dadasturebuli.

moqmedeba da klinikuri farmakologia
moqmedebis meqanizmi: xaris surfaqtantis lipidebis eqstraqtis suspenzia aRadgens surfaqtantis aqtivobas respiratoruli distres sindromis mqone axalSobilebSi (NRDS), amiT umjobesdeba airebis cvla alveolebis zedapiruli daWimulobis daqveiTebis gamo, rac xels uwyobs filtvebis gaSlas respiratoruli distress sindromis mqone axalSobilebSi (NRDS).

xaris surfaqtantis lipidebis eqstraqtis suspenzia aris xaris bunebrivi surfaqtantis eqstraqti, romelic Seicavs sxvadasxva fosfolipidebs dipa;mitoilfosfatidilqolinTan (DPPC) erTad, rac yvelaze didi raodenobiTaa. is aseve Seicavs hidrofobur surfaqtantasocirebul cilebs SP-B da SP-C, romlebic xels uwyoben mis dispersias. intratraqealuri Seyvanis dros blesi® swrafad absorbirdeba da warmoqmnis aqtiur fosfolipidur mono Sres haeri- siTxis sazRvarze.

farmakodinamika: xaris surfaqtantis lipidebis eqstraqtis suspenzias myisieri efeqti aqvs filtvebis gaSlaze, Cveulebriv erTjeradi dozis miRebidan 5-30 wuTSi. blesis® klinikuri gamocdilebiT, naCvenebi iqna, rom blesi® mniSvnelovnad aumjobesebs airebis cvlas da filtvebis gaSlas drois 4 saaTian SualedSi. SesunTquli Jangbadis fraqzia (FiO2) da ventilaciis saWiroeba mniSvnelovnad daqveiTda da aRiniSna respiratoruli distres sindromis simZimis da masTan dakavSirebuli garTulebebis Semcireba.

farmakokinetika: xaris surfaqtantis lipidebis eqstraqtis suspenziis metaboluri gza ar aris gamokvleuli.

Senaxva, stabiluroba da utilizacia
blesis® (xaris surfaqtantis lipidebis eqstraqtis suspenzia) Senaxvis vadaa 36 Tve, roca inaxeba gayinuli -10ºC-is qvemoT. dauSvebelia etiketze miTiTebuli Senaxvis vadis Semdeg gamoyeneba. flakonebi gamoyenebamde inaxeba muyaos kolofSi. gayinuli produqti orjer SeiZleba Senaxul iqnes 2º-8ºC-ze, jamSi maqsimum ori kviris ganmavlobaSi.

alternatiulad, blesis® Senaxva SeiZleba macivarSi (2º-8ºC)-ze 10 Tvemde gamoyenebis SemTxvevaSi. amisaTvis flakonis etiketze, specialur adgilas, dafiqsirebul unda iqnes axali Senaxvis vada - misi miRebidan 10 Tvemde. macivarSi namyofi flakonebi aRar unda moTavsdes sayinuleSi.

gauxsneli flakoni unda gaTbes oTaxis temperaturamde 6 saaTze nakleb droSi, is SeiZleba daubrundes wina Senaxvis mdgomareobas maqsimum orjer. flakonis etiketze miTiTebul adgilas unda Caiweros flakoni ramdenjer gaTba da daubrunda Senaxvis adgils.

ar aris mowodebuli utilizaciis specialuri rekomendaciebi blesisaTvis®.

moxmarebis specialuri instruqciebi
ar aris mowodebuli moxmarebis specialuri instruqciebi.
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