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Gati ~ 400

Presentation

Gati " 400 tablet: Each film-coated tablet contains Gatifloxacin INN 400 mg.

Description

Gatifloxacin s a s ynthe tic broad s pectrum8-me thoxyfluoroquinolone antibacterial age nt.
Gatifloxacinhas in vitro activity against a wide range of gram negative and gram positive
organis ns.

Indication

Gati " 400 (gatifloxacin) is indicated for the treatme nt of infections due to susce ptible
strairs of the designated microorganis ns in the conditiors listed below:

Acute bacterial exacerbation of chronic bronchitis due to Stre ptococcus pneumo niae,
Hae mo philus influe nzae, Hae mo philus parainflue nzae, Moraxella catarrhalis, or
Staphylococcus aureus.

Acute sinusitis due to Stre ptococcus preumoniae or Hae mo philus influe nzae.

Co mmunity-acquired preumonia due to Stre ptococcus pneumo niae, Hae mophilus
influe nzae, Hae mophilus parainflue nzae, Moraxella catarrhalis, Staphylococcus aureus,
Mycoplas ma preumoniae, Chlamydia preumoniae, or Legiorella pneumophila.
Uncomplicated skinand skinstructure infections (i.e., simple abscesses, furuncles,
folliculitis, wound infectiors, and cellulitis) due to Staphylococcus aureus (methicillin
susceptible strairs only) or Stre ptococcus pyoge res.

Uncomplicated urinary tract infectiors (cystitis) due to Escherichia coli, Klebsiella
preumoniae, or Proteus mirabilis.

Complicated urinary tract infections due to Escherichia coli, Klebsiella pneumoniae, or
Proteus mirabilis.

Pyelorephritis due to Escherichia coli.

Uncomplicated urethral and cervical gonorrhea due to Neisseria go norrhoeae.

Acute, uncomplicated rectal infectiors in wome ndue to Neisseria gonorrhoeae.

Dosage and Administration

Acute bacterial exacerbation of chronic bronchitis, 400 mg once daily for

5 days.

Acute sinusitis, 400 mg once daily for 10 days.

Community-acquired preumonia, 400 mg once daily for 7-14 days.

Uncomplicated skinand skinstructure infectiors, 400 mg once daily for

7-10 days.

Uncomplicated urinary tract infectiors (cystitis), 400 mg single dose or
200 mg once daily for 3 days.

Complicated urinary tract infections, 400 mg once daily for 7-10 days.

Pyelore phritis, 400 mg once daily for 7-10 days.

Uncomplicated ure thral and cervical gonorrhea, 400 mg single dose.

Acute, unco mplicated rectal infectiors in women, 400 mg single dose.



Incase of re nal irsufficiency: If the creatinine clearance is <40 ml/min, he modialysis
occurred or continuous peritoreal dialysis is present the starting dose will be 400 mg and
subseque nt daily dose will be 200 mg.

Impaired He patic Function: No adjustment in the dosage of gatifloxacinis necessary in
patients with moderate he patic impairme nt. There are no data in patients with severe
hepatic impairment.

Gati " 400 tablet may be taken with or without meals.

Contraindicatios
Gatifloxacinis contraindicated in persons with a history of hyperse msitivity to
gatifloxacin or any me mber of the quinolore class of antimicrobial age nts.

Pre cautions
The following measures should be taken during ad minis tration of Gatifloxacin:
Gatifloxacin may produce changes in the electrocardiogram (QTc interval
prolongation).

Gatifloxacinshould be used with caution in patie nts receiving drugs that may affect the
QTc interval such as cisapride, erythro mycin, antips ychotics, and tricyclic
antide pressants.

In patients with impaired renal function(creatinire clearance <40 ml/min), adjustment
of the dosage regimenis recessary.

Disturbances of blood glucose, including symptomatic hyper- and hypoglyce mia, have
beenre ported with gatifloxacin, usually indiabetic patie nts. Therefore, careful

mo nitoring of blood glucose is recommended when gatifloxacinis ad minisered to
patients with diabetes.

Side-Effects

Gatifloxacinis gererally well tolerated. The most commonside effects that canoccur
while taking this drug are usually mild and include nausea, vomiting, stomach pain,
diarrhea, dizziress, and headache.

Use in Pregnmancyand Lactation
The safety and effectiveness of gatifloxacin in pregnant wonen, and lactating mother
have not bee nestablished.

Use in Children
The safety and effectiveness of gatifloxacin in pediatric patie nts, adolescents (less than
18 years of age) have not beenestablished.

Drug Interactiors
Probe re cid: Conco mitant ad minis tration of Gatifloxacin with proberecid resulted in
increase in AUC and a longer half-life of gatifloxacin.



Iron: Whe n Gatifloxacin was ad minis tered concomitantly with ferrous sulfate,
bioavailability of gatifloxacin was reduced. Administration of Gatifloxacin2 hours after
or 2 hours before ferrous sulfate did notsignificantly alter the oral bioavailability of
gatifloxacin.

Antacids: Analuminum/magresium-containing antacid did nothave a clinically
significanteffect on the pharmacokiretics of gatifloxacin when administered 4 hours
after gatifloxacinad minis tration.

Milk, Calcium, and Calciumrcontaining Antacids: No significant pharmacokinetic
interactiors occur when milk or calcium carbonate is adminis tered conco mitantly with
Gatifloxacin.

Zinc, Magnesium, or [ron: Gatifloxacin can be administered 4 hours before the
administration of dietary supple me nts containing zinc, magresium, or iron(such as
multivitamins).

Digoxin, Cinetidine, Midazolam Theophylline, Warfarin, or Glyburide

No significant pharmacokiretic ineractiors occur whe ndigoxin, cinetidire,
midazolam, theophylline, warfarin, or glyburide is ad minis tered conco mitantly with
Gatifloxacin.

Over Dosage

Gatifloxacinexhibits a low potential for acute toxicity inanimal studies. The minimum
lethal oral doses inrats and dogs were greater than2000 mg/kg and 1000 mg/kg,
respectively. Clinical sigrs observed included decreased activity and res piratory rate,
vomiting, tre mors, and convulsiors.

Storage Condition
Store ata cool and dry place, protected fromlight & moisture.

How Supplied
Gati " 400 tablet: Box contairs 2 x 10 tablets in blister pack.



