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Presentation
Gatï400tablet:Eachfilm-coatedtabletcontainsGatifloxacinINN400mg.

Description
Gatifloxacinisasyntheticbroadspectrum8-methoxyfluoroquinoloneantibacterialagent.
Gatifloxacinhasinvitroactivityagainstawiderangeofgramnegativeandgrampositive
organisms.

Indication
Gatï400(gatifloxacin)isindicatedforthetreatmentofinfectionsduetosusceptible
strainsofthedesignatedmicroorganismsintheconditionslistedbelow:
AcutebacterialexacerbationofchronicbronchitisduetoStreptococcuspneumoniae,
Haemophilusinfluenzae,Haemophilusparainfluenzae,Moraxellacatarrhalis,or
Staphylococcusaureus.
AcutesinusitisduetoStreptococcuspneumoniaeorHaemophilusinfluenzae.
Community-acquiredpneumoniaduetoStreptococcuspneumoniae,Haemophilus
influenzae,Haemophilusparainfluenzae,Moraxellacatarrhalis,Staphylococcusaureus,
Mycoplasmapneumoniae,Chlamydiapneumoniae,orLegionellapneumophila.
Uncomplicatedskinandskinstructureinfections(i.e.,simpleabscesses,furuncles,
folliculitis,woundinfections,andcellulitis)duetoStaphylococcusaureus(methicillin-
susceptiblestrainsonly)orStreptococcuspyogenes.
Uncomplicatedurinarytractinfections(cystitis)duetoEscherichiacoli,Klebsiella
pneumoniae,orProteusmirabilis.
ComplicatedurinarytractinfectionsduetoEscherichiacoli,Klebsiellapneumoniae,or
Proteusmirabilis.
PyelonephritisduetoEscherichiacoli.
UncomplicatedurethralandcervicalgonorrheaduetoNeisseriagonorrhoeae.
Acute,uncomplicatedrectalinfectionsinwomenduetoNeisseriagonorrhoeae.

DosageandAdministration
Acutebacterialexacerbationofchronicbronchitis,400mgoncedailyfor
5days.
Acutesinusitis,400mgoncedailyfor10days.
Community-acquiredpneumonia,400mgoncedailyfor7-14days.
Uncomplicatedskinandskinstructureinfections,400mgoncedailyfor
7-10days.
Uncomplicatedurinarytractinfections(cystitis),400mgsingledoseor
200mgoncedailyfor3days.

Complicatedurinarytractinfections,400mgoncedailyfor7-10days.
Pyelonephritis,400mgoncedailyfor7-10days.
Uncomplicatedurethralandcervicalgonorrhea,400mgsingledose.
Acute,uncomplicatedrectalinfectionsinwomen,400mgsingledose.



Incaseofrenalinsufficiency:Ifthecreatinineclearanceis<40ml/min,hemodialysis
occurredorcontinuousperitonealdialysisispresentthestartingdosewillbe400mgand
subsequentdailydosewillbe200mg.

ImpairedHepaticFunction:Noadjustmentinthedosageofgatifloxacinisnecessaryin
patientswithmoderatehepaticimpairment.Therearenodatainpatientswithsevere
hepaticimpairment.

Gatï400tabletmaybetakenwithorwithoutmeals.

Contraindications
Gatifloxaciniscontraindicatedinpersonswithahistoryofhypersensitivityto
gatifloxacinoranymemberofthequinoloneclassofantimicrobialagents.

Precautions
ThefollowingmeasuresshouldbetakenduringadministrationofGatifloxacin:
Gatifloxacinmayproducechangesintheelectrocardiogram(QTcinterval
prolongation).
Gatifloxacinshouldbeusedwithcautioninpatientsreceivingdrugsthatmayaffectthe
QTcintervalsuchascisapride,erythromycin,antipsychotics,andtricyclic
antidepressants.
Inpatientswithimpairedrenalfunction(creatinineclearance<40ml/min),adjustment
ofthedosageregimenisnecessary.
Disturbancesofbloodglucose,includingsymptomatichyper-andhypoglycemia,have
beenreportedwithgatifloxacin,usuallyindiabeticpatients.Therefore,careful
monitoringofbloodglucoseisrecommendedwhengatifloxacinisadministeredto
patientswithdiabetes.

Side-Effects
Gatifloxacinisgenerallywelltolerated.Themostcommonsideeffectsthatcanoccur
whiletakingthisdrugareusuallymildandincludenausea,vomiting,stomachpain,
diarrhea,dizziness,andheadache.

UseinPregnancyandLactation
Thesafetyandeffectivenessofgatifloxacininpregnantwomen,andlactatingmother
havenotbeenestablished.

UseinChildren
Thesafetyandeffectivenessofgatifloxacininpediatricpatients,adolescents(lessthan
18yearsofage)havenotbeenestablished.

DrugInteractions
Probenecid:ConcomitantadministrationofGatifloxacinwithprobenecidresultedin
increaseinAUCandalongerhalf-lifeofgatifloxacin.



Iron:WhenGatifloxacinwasadministeredconcomitantlywithferroussulfate,
bioavailabilityofgatifloxacinwasreduced.AdministrationofGatifloxacin2hoursafter
or2hoursbeforeferroussulfatedidnotsignificantlyaltertheoralbioavailabilityof
gatifloxacin.

Antacids:Analuminum/magnesium-containingantaciddidnothaveaclinically
significanteffectonthepharmacokineticsofgatifloxacinwhenadministered4hours
aftergatifloxacinadministration.

Milk,Calcium,andCalcium-containingAntacids:Nosignificantpharmacokinetic
interactionsoccurwhenmilkorcalciumcarbonateisadministeredconcomitantlywith
Gatifloxacin.

Zinc,Magnesium,orIron:Gatifloxacincanbeadministered4hoursbeforethe
administrationofdietarysupplementscontainingzinc,magnesium,oriron(suchas
multivitamins).

Digoxin,Cimetidine,Midazolam,Theophylline,Warfarin,orGlyburide
Nosignificantpharmacokineticinteractionsoccurwhendigoxin,cimetidine,
midazolam,theophylline,warfarin,orglyburideisadministeredconcomitantlywith
Gatifloxacin.

OverDosage
Gatifloxacinexhibitsalowpotentialforacutetoxicityinanimalstudies.Theminimum
lethaloraldosesinratsanddogsweregreaterthan2000mg/kgand1000mg/kg,
respectively.Clinicalsignsobservedincludeddecreasedactivityandrespiratoryrate,
vomiting,tremors,andconvulsions.

StorageCondition
Storeatacoolanddryplace,protectedfromlight&moisture.

HowSupplied
Gatï400tablet:Boxcontains2x10tabletsinblisterpack.


