
produqtis maxasiaTeblebis Sejameba 

 
1. samkurnalo produqtis saxelwodeba 

 
salbutamoli 
salbutamoli 100 mikrogrami 
 

2. xarisxobrivi da raodenobrivi Semadgenloba 

 

salbutamoli aris wnevis qveS myofi dozirebadi inhalatori 100 mikrogrami 
salbutamolis (salbutamolis sulfatis BP saxiT) gamoTavisuflebiT erT 
gamofrqvevaSi. salbutamoli Seicavs axal propelants (HFA 134a) da ar 
Seicavs qlorftorkarbonebs.  
 

3. farmacevtuli forma 

 
aerozoli 
 

4. klinikuri maxasiaTeblebi 

 
4.1. Terapiuli Cvenebebi 

salbutamoli naCvenebia mozrdilebSi, mozardebsa da 4-11 wlis asakis 
bavSvebSi. Cvilebisa da 4 wlamde asakis bavSvebisaTvis ix. paragrafebi 4.2 da 
5.1. 
 
salbutamoli ganapirobebs xanmokle (4-dan 6 saaTamde) bronqodilatacias 
swrafi dawyebiT (5 wuTis ganmavlobaSi) sasunTqi gzebis Seqcevadi 
obstruqciis dros. 
 
is gansakuTrebiT Sesaferisia asTmis simptomebis moxsnisa da prevenciisaTvis. 
preparati gamoyeneba xamdazmukve ganviTarebuli simptomebis mosaxsnelad da 
prevenciis mizniT im SemTxvevebSi, roca pacientma icis, rom moxdeba asTmuri 
Setevis provocireba (rogoricaa, mag.: fizikuri datvirTvis win an alergenis 
zemoqmedeba, romlis Tavidan acileba SeuZlebelia).  
 
salbutamoli gansakuTrebiT Rirebulia, rogorc Setevis momxsneli 
medikamenti, susti, zomieri an mZime asTmis dros im pirobiT, rom masze 
damokidebulebam ar unda Seaferxos sainhalacio kortikosteroidebis 
gamoyenebis dawyeba an regularuli Terapia. 
 

4.2. dozireba da miRebis meTodi 
salbutamoli gankuTvnilia mxolod peroraluri inhalaciisTvis. 
salbutamoli SeiZleba gamoyenebul iqnas volumatik speiseris 
mowyobilobasTan erTad im pacientebis mier, romlebisTvisac rTulia 
aerozolis gamofrqvevis sinqronizeba CasunTqvasTan erTad. 
 
mozrdilebi (xamdazmulebis CaTvliT): 
mwvave asTmis simptomebis, maT Soris bronqospazmis, mosaxsnelad, erTi 
inhalacia (100 mikrogrami) SeiZleba gamoyenebul iqnas erTjeradi minimaluri 



sawyisi dozis saxiT. saWiroebis SemTxvevaSi doza SeiZleba gaizardos or 
inhalaciamde, alergeniT an fizikuri datvirTviT gamowveuli simptomebis 
prevenciisaTvis, ori inhalacia miRebul unda iqnas 10-15 wuTiT adre trigeris 
zemoqmedebamde. 
 
qronikuli Terapiis dros SeiZleba gamoyenebul iqnas ori inhalacia oTxjer 
dReSi. 
 
pediatriuli populacia 
mwvave bronqospazmis moxsna 
standartuli doza 12 wlamde asakis bavSvebisaTvis: erTi inhalacia (100 
mikrogrami). saWiroebis SemTxvevaSi doza SeiZleba gaizardos or 
inhalaciamde. 
 
12 wlis da ufrosi asakis bavSvebi: doza igivea, rac mozrdilebisaTvis. 
 
alergeniT an fizikuri datvirTviT gamowveuli bronqospazmis prevencia 
Cveulebrivi doza 12 wlamde asakis bavSvebisaTvis: erTi inhalacia (100 
mikrogrami) alergenis zemoqmedebamde an fizikur datvirTvamde. saWiroebis 
SemTxvevaSi doza SeiZleba gaizardos or inhalaciamde.. 
 
12 wlis da ufrosi asakis bavSvebi: doza igivea, rac mozrdilebisaTvis. 
 
qronikuli Terapia 
Cveulebrivi doza 12 wlamde asakis bavSvebisaTvis: ori inhalaciamde 4-jer 
dReSi. 
 
12 wlis da ufrosi asakis bavSvebi: doza igivea, rac mozrdilebisaTvis. 
 
beibihaleri speiseris mowyobiloba SeiZleba gamoyenebul iqnas 5 wlamde 
asakis bavSvebSi gamoyenebis gasaadvileblad. 
 
saWiroebis SemTxvevaSi salbutamolis gamoyeneba ar unda aRematebodes 8 
inhalacias 24 saaTis ganmavlobaSi. aseT xSir damatebiT gamoyenebaze 
damokidebuleba  an dozis uecari mateba miuTiTebs cudad kontrolirebad 
an gauaresebul asTmaze (ix. paragrafi 4.4). 
 

4.3. ukuCvenebebi 
hipermgrZnobeloba aqtiuri nivTierebis an 6.1. paragrafSi CamoTvlili 
romelime damxmare nivTierebis mimarT.  
 
salbutamolis araintravenuri farmacevtuli formebi ar unda iqnas 
gamoyenebuli naadrevi gaurTulebeli mSobiarobis an abortis saSiSroebis 
SesaCereblad. 
 

4.4. specialuri gafrTxilebebi da sifrTxilis zomebi gamoyenebisas  
unda Semowmdes pacientis inhalatoris teqnika raTa davrwmundeT, rom 
aerozolis gafrqveva CasunTqvis sinqronulia, imisaTvis, rom moxdes 
preparatis optimaluri miwodeba filtvebSi. pacientebi gafrTxilebulebi 



unda iyvnen, rom inhalaciis dros SeiZleba igrZnon wina inhalatorisagan 
gansxvavebuli gemo.  
 
mZime an arastabiluri asTmis mqone pacientebSi bronqodilatatorebi ar unda 
warmoadgendnen mxolod erTaderT an ZiriTad mkurnalobas. mZime asTma 
saWiroebs regularul samedicino Sefasebas, maT Soris filtvebis funqciis 
Semowmebas, radgan pacientebi imyofebian mZime Setevebis, maT Soris 
sikvdilis, riskis qveS. eqimebma unda ganixilon sainhalacio 
kortikosteroidebis maqsimaluri rekomendebuli dozis gamoyeneba da/an 
peroraluri kortikosteroidebiT Terapia aseT pacientebSi. 
 
medikamentis doza an miRebis sixSire unda gaizardos mxolod samedicino 
rekomendaciiT. Tu sainhalacio salbutamolis wina efeqturi doza ar xsnis 
simptomebs minimum sami saaTis ganmavlobaSi, pacientma unda mimarTos eqims.  
 
simptomebis mosaxsnelad bronqodilatatorebis moxmarebis zrda, 
gansakuTrebiT xanmokle moqmedebis sainhalacio beta2-agonistebis, miuTiTebs 
asTmis kontrolis gauaresebaze. pacienti gafrTxilebuli unda iyos, rom 
mimarTos eqims, Tu xanmokle moqmedebis Setevis momxsneli 
bronqodilatatorebiT mkurnaloba nakleb efeqturi xdeba, an saWiroa 
Cveulebrivze ufro meti inhalacia. am SemTxvevaSi unda Sefasdes pacientis 
mdgomareoba da ganxilul unda iqnas anTebiTs sawinaaRmdego Terapiis 
gamoyenebis gazrda (mag.: sainhalacio kortikosteroidebis ufro maRali 
dozebi an peroraluri kortikosteroidebis kursi). 
 
asTmis mZime gamwvavebebis mkurnaloba unda moxdes standartulad. 
 
simpatomimeturi medikamentebis, maT Soris salbutamolis, gamoyenebisas 
SeiZleba aRiniSnos kardiovaskularuli efeqtebi. arsebobs salbutamolTan 
dakavSirebuli miokardiumis iSemiis iSviaTi SemTxvevebis mtkicebulebebi, 
romlebic miRebulia postmarketinguli monacemebidan da aRwerilia 
literaturaSi. gulis mZime Tanmxlebi daavadebis (rogoricaa: gulis 
iSemiuri daavadeba, ariTmia an gulis mZime ukmarisoba) mqone pacientebi, 
romlebic iReben salbutamols, gafrTxilebulebi unda iyvnen, rom mimarTon 
eqims, Tu aReniSnebaT tkivili mkerdis areSi an gulis daavadebis gauaresebis 
sxva simptomebi.  
 
yuradReba unda mieqces iseTi simptomebis Sefasebas, rogoricaa qoSini da 
tkivili mkerdis areSi, radgan isini SeiZleba gamowveuli iyos 
respiratoruli an kardialuri mizeziT. 
 
salbutamoli sifrTxiliT unda dainiSnos Tireotoqsikozis mqone 
pacientebSi. 
 
potenciurad seriozuli hipokaliemia SeiZleba gamoiwvios beta-2 
agonistebiT Terapiam, ZiriTadad parenteralurad an nebulaizeriT 
gamoyenebis dros.  gansakuTrebuli sifrTxilea saWiroa mwvave mZime asTmis 
dros, radgan es efeqti SeiZleba gaZlierdes hipoqsiisa da qsantinis 



warmoebulebis, steroidebisa da diuretikebis Tanmxlebi Terapiis gamo. am 
dros rekomendebulia SratSi kaliumis donis monitoringi. 
 
sxva inhalaciuri Terapiis msgavsad, SeiZleba ganviTardes paradoqsuli 
bronqospazmi, romelic iwvevs xmauriani sunTqvis myisier gaZlierebas dozis 
miRebisTanave. misi mkurnaloba dauyovnebliv unda moxdes alternatiuli 
farmacevtuli formiT an sxva swrafad moqmedi sainhalacio 
bronqodilatatoriT. evohaleris gamoyeneba dauyovnebliv unda Sewydes, 
pacienti unda Sefasdes da saWiroebis SemTxvevaSi, SemdegSi gamoyenebul unda 
iqnas sxva swrafad moqmedi bronqodilatatori. 
 

4.5. urTierTqmedeba sxva medikamentebTan da urTierTqmedebis sxva 
formebi 

salbutamoli da araseleqtiuri β-blokatorebi, rogoricaa propranololi, 
Cveulebriv, ar unda dainiSnos erTdroulad. 
 

4.6. reproduqciuli unari, orsuloba da laqtacia 
orsuloba 
cxovelebSi kvlevebma aCvena reproduqciuli toqsikuroba (ix. paragrafi 5.3). 
usafrTxoeba orsul qalebSi dadgenili ar aris. orsul qalebSi 
salbutamolis kontrolirebuli klinikuri kvlevebi ar Catarebula. 
salbutamolis saSvilosnosSida zemoqmedebis Sedegad aRiniSna sxvadasxva 
Tandayolili anomaliebis iSviaTi SemTxvevebi (maT Soris mglis xaxa, 
kidurebis defeqtebi da gulis paTologiebi). zogierTi deda iRebda 
ramdenime medikaments orsulobis dros. salbutamoli ar unda iqnas 
gamoyenebuli orsulobis dros, Tu ar aris absoluturi Cveneba. 
 
ZuZuTi kveba 
radgan salbutamoli SesaZloa gamoiyofa dedis rZeSi, misi gamoyeneba 
meZuZur qalebSi moiTxovs frTxil Sefasebas. ar aris cnobili, salbutamols 
aqvs Tu ara saziano gavlena axalSobilze da amitom misi gamoyeneba 
Semofargluli unda iyos im SemTxvevebiT, roca mosalodneli sargebeli 
dedisTvis aWarbebs SesaZlo riskebs axalSobilisTvis. 
 
reproduqciuli unari 
ar aris monacemebi adamianis reproduqciul unarze salbutamolis gavlenis 
Sesaxeb. cxovelebSi ar aRiniSna raime gverdiTi efeqtebi fertilobaze (ix. 
paragrafi 5.3). 
 

4.7. avtomobilisa da sxva meqanizmebis marTvis unarze gavlena 
ar aris aRwerili. 
 

4.8. gverdiTi movlenebi 
gverdiTi movlenebi qvemoT CamoTvlilia organoTa sistemebis klasebisa da 
maTi sixSiris mixedviT. sixSire ganisazRvreba Semdegnairad: Zalian xSiri 

(1/10), xSiri (1/100-dan <1/10-mde), araxSiri (1/1000-dan <1/100-mde), iSviaTi 

(≥1/10,000-dan <1/1000-mde) da Zalian iSviaTi (<1/10,000), calkeuli SemTxvevebis 
CaTvliT. Zalian xSiri da xSiri movlenebi ZiriTadad ganisazRvra klinikuri 



kvlevebis monacemebiT. iSviaTi, Zalian iSviaTi da ucnobi sixSiris movlenebi 
ZiriTadad ganisazRvra spontanuri monacemebiT. 
 
imunuri sistemis darRvevebi 
Zalian iSviaTi: hipermgrZnobelobiTi reaqciebi, maT Soris angionevrozuli 
SeSupeba, WinWris cieba, bronqospazmi, hipotenzia da kolafsi. 
 
metabolizmisa da kvebiTi darRvevebi 
iSviaTi: hipokaliemia. 
beta-2 agonistebiT Terapiam SeiZleba gamoiwvios potenciurad mZime 
hipokaliemia. 
 
nervuli sistemis darRvevebi 
xSiri: tremori, Tavis tkivili. 
Zalian iSviaTi: hiperaqtiuroba. 
 
gulis darRvevebi 
xSiri: taqikardia. 
araxSiri: gulis friali. 
Zalian iSviaTi: gulis ariTmiebi (maT Soris winagulebis cimcimi, 
supraventrikuluri taqikardia da eqstrasistolia). 
sixSire ucnobia: miokardiumis iSemia* (ix. paragrafi 4.4). 
 
sisxlZarRvebis darRvevebi 
iSviaTi: periferiuli vazodilatacia. 
 
sunTqviTi, Torakaluri da Suasayris darRvevebi 
Zalian iSviaTi: paradoqsuli bronqospazmi. 
 
kuW-nawlavis darRvevebi 
araxSiri: pirisa da yelis gaRizianeba. 
 
ConCx-kunTovani da SemaerTebeli qsovilis darRvevebi 
araxSiri: kunTebis spazmebi. 
*aRiniSna spontanurad postmarketingul monacemebSi, amitom sixSire 
ganisazRvra, rogorc ucnobi sixSiris. 
 
savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba 
savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba samkurnalo produqtis 

licenzirebis Semdeg mniSvnelovania. es xels uwyobs samkurnalo produqtis 

sargebeli/riskis uwyvet monitorings. samedicino sferos specialistebma 

savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba unda gaakeTon yviTeli 

baraTis sqemis saSualebiT veb-gverdze: www.mhra.gov.uk/yellowcard   

 
4.9. dozis gadaWarbeba 

salbutamolis dozis gadaWarbebis yvelaze xSiri niSnebi da simptomebi beta 
agonistebis farmakologiurad ganpirobebuli gardamavali movlenebia, maT 

http://www.mhra.gov.uk/yellowcard


Sorisaa taqikardia, tremori, hiperaqtiuroba da metaboluri efeqtebi, 
hipokaliemiis CaTvliT (ix. paragrafebi 4.4 da 4.8). 
 
salbutamolis dozis gadaWarbebis Semdeg SeiZleba ganviTardes 
hipokaliemia. am dros saWiroa SratSi kaliumis donis monitoringi. 
rZemJavuri acidozi aRiniSna maRali Terapiuli dozebis dros, iseve rogorc 
xanmokle moqmedebis beta-agonistebis dozis gadaWarbebis dros, amitom 
saWiroa SratSi laqtatis da Sesabamisad, metaboluri acidozis monitoringi 
(gansakuTrebiT, Tu taqipnoe mudmivi xasiaTisaa an uaresdeba, bronqospazmis 
sxva niSnebis (rogoricaa xmauriani sunTqva) moxsnis miuxedavad), rac 
SeiZleba miuTiTebdes dozis gadaWarbebas. 
 

5. farmakologiuri Tvisebebi 

 
5.1. farmakodinamikuri Tvisebebi 

farmakoTerapiuli jgufi: adrenerguli sainhalacio saSualebebi. 
seleqtiuri beta-2-adrenoreceptorebis agonistebi. 
aTq kodi: R03AC02 
 
salbutamoli aris beta2-adrenoreceptoris seleqtiuri agonisti. Terapiul 
dozebze is moqmedebs bronqebis kunTebis beta2-adrenoreceptorebze da 
ganapirobebs xanmokle (4-6 saaTi) bronqodilatacias swrafi dawyebiT (5 
wuTSi) sasunTqi gzebis Seqcevadi obstruqciis dros. 
 
pacientebis specialuri populaciebi 
bavSvebi < 4 wlis asaki 
pediatriulma klinikurma kvlevebma (SB020001, SB030001, SB030002), romlebic 
Catarda rekomendebuli dozebiT sasunTqi gzebis Seqcevad obstruqciul 
daavadebasTan asocirebuli bronqospazmis mqone 4 wlamde asakis pacientebSi, 
aCvena, rom salbutamols aqvs usafrTxoebis profili, romelic msgavsia ≥4 
wlis asakis bavSvebis, mozardebisa da mozrdilebis monacemebs. 
 

5.2. farmakokinetikuri Tvisebebi 
salbutamolis intravenurad miRebisas misi naxevardaSlis periodi aris 4-6 
saaTi da is nawilobriv gamoiyofa Tirkmelebis gziT da nawilobriv 
metabolizdeba araaqtiur 4’-O-sulfatamde (fenolis sulfatamde), romelic 
aseve ZiriTadad gamoiyofa SardiT. ganavalTan erTad gamoiyofa misi mcire 
raodenoba.  
 
inhalaciis Semdeg dozis 10-20% aRwevs qveda sasunTq gzebSi. danarCeni rCeba 
ganawilebis sistemaSi an ileqeba pir-xaxis RruSi, saidanac xdeba misi 
gadaylapva. sasunTq gzebSi daleqili nawili Seiwoveba filtvis qsovilSi 
da cirkulaciaSi, magram ar metabolizdeba filtvebSi. sistemur 
cirkulaciaSi moxvedris Semdeg, salbutamoli metabolizdeba RviZlSi da 
gamoiyofa ZiriTadad SardiT, ucvleli medikamentisa da fenolis sulfatis 
saxiT. 
 



sainhalacio dozis gadaylapuli nawili Seiwoveba kuW-nawlavis traqtidan 
da gadis pirveli rigis metabolizms fenolis sulfatamde. ucvleli  wamali 
da koniugati, orive, gamoiyofa ZiriTadad Sardis saSualebiT. salbutamolis 
dozis umetesoba, romelic miiReba intravenurad, peroralurad an inhalaciis 
gziT, gamoiyofa 72 saaTSi. salbutamolis 10% ukavSirdeba plazmis cilebs. 
 

5.3. usafrTxoebis preklinikuri monacemebi 
zogadad, sxva Zliermoqmed seleqtiur beta2-agonistebTan erTad 
salbutamolma aCvena, rom teratogenuli iyo TagvebSi, roca misi gamoyeneba 
xdeboda kanqveS. reproduqciul kvlevaSi, 9.3% nayofSi aRiniSna mglis xaxa 
2.5 mg/kg dozis miRebisas. virTxebSi, 0.5, 2.32, 10.75 da 50 mg/kg/dRe peroraluri 
dozebis miRebisas mTeli orsulobis ganmavlobaSi ar aRiniSna nayofis 
mniSvnelovani anomaliebi. toqsikuri efeqti iyo mxolod axalSobilebis 
sikvdilianobis mateba umaRles dozaze, romelic gamowveuli iyo dedis 
zrunvis naklebobis Sedegad.  
reproduqciulma kvlevebma kurdRlebSi 50 mg/kg/dRe peroralur dozebze 
(meti vidre adamianis Cveulebrivi doza) gamoavlina mkurnalobasTan 
dakavSirebuli nayofis cvlilebebi; es cvlilebebi moicavda Ria quTuToebs 
(ablefaria), sasis meoreul defeqtebs (palatoSizisi), Tavis qalis 
frontaluri Zvlebis gaZvalebis cvlilebebs (kranioSizisi) da kidurebis 
moxras. salbutamolis formulis cvlilebam ar Secvala salbutamolis 
dadgenili toqsikologiuri profili. 
 
virTxebSi 2 da 50 mg/kg/dRe dozebis peroralurad miRebisas fertilobis da 
reproduqciul zogad kvlevebSi,  romlebidanac gamoiricxa dabadebidan 21 
dRemde asakis axalSobilebi 50 mg/kg/dRe dozaze, ar aRiniSna raime saxis 
gavlena fertilobaze, embrionul ganviTarebaze, STamomavlobis 
raodenobaze, dabadebisas maT wonaze an zrdis siCqareze. 
 
ara-CFC-i propelants, HFA 134a, ar hqonda toqsikuri efeqti orqTlis maRali 
koncentraciebis drosa, romlebic mkveTrad aWarbebda pacientebSi 
gamoyenebul koncentraciebs. maTi gamoyeneba xdeboda cxovelTa saxeobis 
farTo speqtrSi yoveldRiurad, ori wlis ganmavlobaSi. 
 

6. farmacevtuli maxasiaTeblebi 

 
6.1. damxmare nivTierebebis CamonaTvali 

HFA 134a  
 

6.2. SeuTavseblobebi 
ar aris aRwerili. 
 

6.3. Senaxvis vada 
24 Tve 
 

6.4. Senaxvis specialuri sifrTxilis zomebi 
inaxeba 30˚C-is qvemoT. 
inaxeba yinvisa da mzis pirdapiri sxivebisagan dacul adgilas. 
 



rogorc aerozolis balonebSi moTavsebuli sainhalacio medikamentebis 
umetesoba, preparatis Terapiuli efeqti SeiZleba daqveiTdes balonis 
gacivebisas.  
 
baloni Seicavs wnevis qveS myof siTxes. ar unda moxdes masze 50˚C-ze meti 
temperaturis zemoqmedeba.  dauSvebelia balonis gatexva, gaxvreta an dawva, 
maSinac ki, roca is carielia. 
 
mundStuks mWidrod unda daexuros Tavsaxuri da damagrdes Tavis adgilze.   
 

6.5. konteineris forma da Semcveloba 
aluminis Senadnobis balonSi moTavsebuli inhalatori hermetulad 
daxurulia dozirebadi sarqveliT, gamafrqveveliTa da mtvrisgan damcavi 
TavsaxuriT.  
TiToeuli konteineri Seicavs 200 dozirebul gamofrqvevas, romliTac 
gamoiyofa 100 mikrogrami salbutamoli (salbutamolis sulfati BP-is saxiT). 
 

6.6. ganadgurebis da sxva moxmarebis specialuri sifrTxilis zomebi 
aerozolis spreis inhalacia xdeba piris gziT filtvebSi. inhalatoris 
SenjRrevis Semdeg, mundStuki unda moTavsdes pirSi, tuCebis SemoWeriT mis 
irgvliv. gamfrqvevze unda moxdes zewola spreis gamosaSvebad, romelic unda 
daemTxves SesunTqvas. 
 
detaluri instruqciebi ix. gamoyenebis instruqciaSi, romelic moTavsebulia 
yvela SefuTvaSi. 
 
gacemis wesi: ფარმაცევტული პროდუქტის ჯგუფი II, გაიცემა ფორმა №3 რეცეპტით 

(გადაუდებელი დახმარებისას გაიცემა ურეცეპტოდ) 

 
 

7. savaWro licenziis mflobeli 

 
Laboratoire GlaxoSmithKline  

23 rue Francois Jacob, 92500 Rueil-Malmaison, France 
 
laboratori glaqsosmiTklain  
23 ru fransua Jakob, 92500 rueil-malmezon, safrnageTi 
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Glaxo Wellcome Production 

Zone Industrielle No.2, 23 rue Lavoisier, 27000 Evreux, France 
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industriuli zona #2, 23 ru lauvazie, 27000 evro, safrangeTi 
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