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Factive (gemifloxacin mesylate) is a synlhetn: broad-spectrum antibacterial agent antibacterial agent.
for oral related to the fluorog
class of is as lhe salt in the form. PRECAUTIONS
! y: Pregnancy Category C; the safety of gemifloxacin in pregnant women
INDICATIONS not been established. Gemifloxacin should not be used in pregnant women
Factiveis for the of i i caused by st ptible strains of less the potential beneﬂt to the mother outweighs the risk to the fetus. There are
the following microorganisms: and studies in women.
Aerobic Gram-positive: Mothers: Gemifloxacin is excreted in the breast milk of rats. There is no
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levofloxacin resistant and Mpnsp mulu—drug i p i should not be used in lactating women unless the potential benefit to the mother
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Aerobic Gram-negative: within 14 days.
L i (beta positive and neg: / ivity have been rep very rarely in clinical trials with
+ ilus species, (beta Factive.
positive and species, P Effects: Liver enzyme elevations (increased ALT and/or AST) occurred at
t 3 coll, Neisseri similar rates in patients reoeMng gemifloxacin 320 mg daily relative to comparator
spoclea. Iwof , i A I agents ( y ime axetil,
species, C) freundii, Ci amoxicillin / cl and i
koser, Citrobacter species, Salmonella species, Smgslla species, Enterobacter There were no clinical symptoms assocmled with these liver enzyme elevations.
cloacae, species, Serratia The liver enzyme el g of therapy.
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« Acute  of chronic g zinc or other metal cations, or didanosine chewable/
« Community-acquired pneumonia buffered tablets or the pediatric powder for oral solution should not be taken within
« Acute bacterial sinusitis B hours before or 2 hours after Factive. Sucralfate should not be taken within 2
hours of Factive.
DOSAGE AND ADMINISTRATION
Factive can be taken with or without food and should be swallowed whole with a BDE. EFFECTS
liberal amount of liquid. The recommended dose of Factive is 320 mg daily, as the Factive is generally well tolerated. The majority of adverse reactions experienced
following: by patients in clinical trials were considered to be of mild to moderate severity. And
* Acute bacterial exacerbation of chronic bronchitis: One 320 mg tablet daily may include:
for 5 days. *» Bodly as a Whole: occasional fungal overgrowth could occur, such as oral thrush,
.« Co q (CAP): One 320 mg tablet daily from 5 to and vaginitis.
7 days » Central Nervous System / Psy ! i izzi and

« Acute bacterial sinusitis: One 320 mg tablet daily for 5 days.

The recommended dose and duration of Factive should not be exceeded.

« Renally Impaired Patients: Dose adjustment in patients with creatinine clearance
> 40 mU/min is not required. Modification of the dosage is recommended for
patients with creatinine clearance s 40 mL/min. (i.e, to take160 mg every 24h).

« Use in Hepatically Impaired Patients or elderly: No dosage adjustment is
required.
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CONTRAINDICATIONS

Genmifloxacin is contraindicated in patients with a history of hypersensitivity to
q agents, or any of the product P

WARNINGS

QT Effects: Fluoroquinolones may prolong the QT interval in some patients.
Gemifloxacin should be avoided in patients with a hlstory of prolongaﬂon of the

QTc interval, patients with or
hypomagnesemia), and patients receiving some kinds of antiarrhythmlc agents
such as quinidine.
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should be at the of any sign

of an immediate type | hypersensitivity skin rash or any other manifestation of a
hypersensitivity reaction; the need for continued fluoroquinolone therapy should be
evaluated.

Tendon Effects: Ruptures of the Shoulder, hand, Achilles tendon or other tendons
that required surgk:al repair or rosultsd in prolonged disability have been reported
in patients g qui in should be if the patient
experiences pain, |nﬂammailon or rupture of a tendon.

CNS Effects: In clinical studies with gemiflioxacin, central nervous system

(CNS) effects have been reported infrequently. As with other fluoroquinolones,
gemifloxacin should be used with caution in patients with CNS diseases such as
epilepsy or patients predi d to cor
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