
SulprexMDI
Salbutamol+IpratropiumBromide

Description:
Sulprex® InhalationAerosolisacombinationoftheanti-cholinergicbronchodilator,
Ipratropiumbromide,andtheb2adrenergicbronchodilator,Salbutamol.

Composition:
EachsingleactuationofSulprex®delivers20mcgofIpratropiumbromideBPand100
mcgofSalbutamolBP.

Indications:
Sulprex® InhalationAerosolisindicatedforuseinpatientswithchronicobstructive
pulmonarydisease(COPD)onaregularaerosolbronchodilatorwhocontinuetohave
evidenceofbronchospasmandwhorequireasecondbronchodilator.

DosageandAdministration:ThedoseofSulprex®InhalationAerosolistwoinhalations
fourtimesaday.Patientsmaytakeadditionalinhalationsasrequired;however,thetotal
numberofinhalationsshouldnotexceed12in24hours.Safetyandefficacyofadditional
dosesofSulprex®InhalationAerosolbeyond12puffsin24hourshavenotbeenstudied.
Also,safetyandefficacyofextradosesofIpratropiumorSalbutamolinadditiontothe
recommendeddosesofSulprex® InhalationAerosolhavenotbeenstudied.Itis
recommendedto“testspray”threetimesbeforeusingforthefirsttimeandincases
wheretheaerosolhasnotbeenusedformorethan24hours.

Contraindications:Salbutamol&IpratropiumBromidecombinationInhalationAerosolis
contraindicatedinpatientswithahistoryofhypersensitivitytosoyalecithinorrelated
food productssuch assoybean and peanut.Salbutamol& Ipratropium Bromide
combinationInhalationAerosolisalsocontraindicatedinpatientshypersensitivetoany
othercomponentsofthedrugproductortoatropineoritsderivatives.

Precautions:EffectsSeenwith AnticholinergicDrugs:Salbutamol&Ipratropium
BromidecombinationInhalationAerosolcontainsipratropium bromideandtherefore,
should be used withcaution in patientswithnarrow-angleglaucoma,prostatic
hypertrophyorbladder-neckobstruction.EffectsSeenwithSympathomimeticDrugs:
PreparationscontainingsympathomimeticaminessuchasSalbutamolsulfateshouldbe
usedwithcautioninpatientswithconvulsivedisorders,hyperthyroidism,ordiabetes
mellitusandinpatientswhoareunusuallyresponsivetosympathomimeticaminesBeta-
adrenergicagentsmayalsoproducesignificanthypokalemiainsomepatients(possibly
throughintracellularshunting)whichhasthepotentialtoproduceadversecardiovascular
effects.The decrease in serum potassium is usually transient,not requiring
supplementationUseinHepaticorRenalDisease:Salbutamol&IpratropiumBromide
combinationInhalationAerosolhasnotbeenstudiedinpatientswithhepaticorrenal
insufficiency.Itshouldbeusedwithcautioninthosepatientpopulations.

Pregnancy&Lactation:Ipratropium bromide:PregnancycategoryB.Salbutamol:
PregnancyCategoryC.Thereare,however,noadequateandwell-controlledstudiesof
Salbutamol&IpratropiumBromidecombinationInhalationAerosolinpregnantwomen.
Becauseanimalreproductionstudiesarenotalwayspredictiveofhumanresponse,



Salbutamol&Ipratropium BromidecombinationInhalationAerosolshouldbeused
duringpregnancyonlyifthepotentialbenefitjustifiesthepotentialrisktothefetus.Labor
and Delivery:Because ofthe potentialforb2-agonistinterference with uterine
contractility,useofSalbutamol&IpratropiumBromidecombinationInhalationAerosolfor
thetreatmentofCOPDduringlaborshouldberestrictedtothosepatientsinwhomthe
benefitsclearlyoutweightherisk.

NursingMothers:ItisnotknownwhetherthecomponentsofSalbutamol&Ipratropium
BromidecombinationInhalationAerosolareexcretedinhumanmilk.However,because
manydrugsareexcretedinhumanmilk,cautionshouldbeexercisedwhenSalbutamol&
IpratropiumBromidecombinationInhalationAerosolisadministeredtoanursingmother.

SideEffects:Adversereactions,includesedema,fatigue,hypertension,dizziness,
nervousness,paresthesiatremor,dysphonia,insomnia,diarrhea,drymouth,dyspepsia,
vomiting,arrhythmia,palpitation,tachycardia,arthralgia,angina,increasedsputum,taste
perversion,andurinarytractinfection/dysuria.Allergic-typereactionssuchasskinrash,
angioedemaoftongue,lipsandface;urticaria(includinggianturticaria),laryngospasm
andanaphylacticreactionhavebeenreported,withpostiverechallengeinsomecases.
Manyofthesepatientshadahistoryofallergiestootherdrugsand/orfoodsincluding
soybean.Otherrareside-effectsincludecasesofprecipitationorworseningofnarrow-
angleglaucoma,acuteeyepain,blurredvision,nasalcongestion,dryingofsecretions,
mucosalulcers, irritation from aerosol,paradoxicalbronchospasm, wheezing,
exacerbationofCOPDsymptoms,heartburn,drowsiness,CNSstimulation,coordination
difficulty,weakness,itching,flushing,alopecia,hypotension,gastrointestinaldistress
constipation,andurinarydifficulties.

Overdosage:Theeffectsofoverdosageare expectedtoberelatedprimarilyto
Salbutamolsulfate.Acute overdosage with ipratropium bromide isunlikelysince
ipratropium bromide is notwellabsorbed systemically afteraerosolororal
administration.ManifestationsofoverdosagewithSalbutamolmayincludeanginalpain,
hypertension,hypokalemia,tachycardiawithratesupto200beatsperminuteand
exaggeration ofthe pharmacologiceffects.Aswith allsympathomimetic aerosol
medications,cardiacarrestandevendeathmaybeassociatedwithabuse.Dialysisis
notappropriatetreatmentforoverdosageofSalbutamolasaninhalationaerosol;the
judicioususeofacardiovascularbetareceptorblocker,suchasmetoprololtartratemay
beindicated.

PharmaceuticalsPrecautions:TheInhalershouldbestoredinadry,coolplaceaway
fromdirectsunlightandheat.Thecanistershouldnotbebroken,puncturedorburnt,
evenwhenapparentlyempty.Keepawayfromeyes.Keepoutofreachofchildren.

HowSupplied:Sulprex®Inhaler:Eachpuffdelivers20mcgofIpratropiumbromideand
100mcgofSalbutamol,200puffs.


