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Megaxin Tablets Megaxin IV
NI'720 |'opRan IV 'opxan
Film Coated Tablets Solution for Infusion
Moxifloxacin 400 mg Moxifloxacin 400 mg/250 ml
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Megaxin IV:

Megaxin IV is indicated for the treatment of adults (> 18 years of age) with Community
acuired pneumonia caused by streptococcus pneumoniae, haemophilus influenzae,
moraxella catarrhalis, staphylococcus aureus, klebsiella pneumoniae, mycoplasma
pneumoniae or chlamydia pneumoniae and Complicated skin and skin structure infections
caused by methicillin susceptible staphylococus aureus, escherichia coli, klebsiella
pneumoniae or enterobacter cloacae. Appropriate culture and susceptibility tests should be
performed before treatment in order to isolate and identify organisms causing infection and to
determine their susceptibility to moxifloxacin. Therapy with Megaxin may be initiated before
results of these tests are known; once results become available, appropriate therapy should
be continued.

Megaxin Tablets:

For the treatment of the following bacterial infections in patients of 18 years and oldere
Respiratory infections: - Uncomplicated Acute bacterial sinusitis (ABS) - Acute exacerbations
of chronic bronchitis (AECB) Megaxin tablets should be used to treat adequately diagnosed
ABS and AECB only when it is considered inappropriate to use antibacterial agents that are
commonly recommended for the initial treatment of these infections or when these have
failed to resolve the infection. - Community acquired pneumonia, except severe cases.
Megaxin tablets should be used only when it is considered inappropriate to use antibacterial
agents that are commonly recommended for the initial treatment of this infection. «
Community-acquired spontaneous and wound infections of the skin and skin structure.
Appropriate culture and susceptibility tests should be performed before treatment in order to
isolate and identify organisms causing infection and to determine their susceptibility to
moxifloxacin. Therapy with Megaxin tablets may be initiated before results of these tests are
known; once results become available, appropriate therapy should be continued.



Consideration should be given to official guidance on the appropriate use of antibacterial
agents.
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5 WARNINGS AND PRECAUTIONS

5.10 Blood Glucose Disturbances

As with all fluoroquinolones, disturbances in blood glucose, including both hypoglycemia and
hyperglycemia have been reported with Megaxin [V/Megaxin Tablets. In Megaxin IV/Megaxin
Tablets -treated patients, dysglycemia occurred predominantly in elderly diabetic patients
receiving concomitant treatment with an oral hypoglycemic agent (for example, sulfonylurea)
or with insulin. In diabetic patients, careful monitoring of blood glucose is recommended [see
Adverse Reactions (6.2)]. If a hypoglycemic reaction occurs, Megaxin IV/Megaxin Tablets
should be discontinued and appropriate therapy should be initiated immediately. [See
Adverse Reactions (6.2).]

7 DRUG INTERACTIONS

7.3 Antidiabetic Agents

Disturbances of blood glucose, including hyperglycemia and hypoglycemia, have been
reported in patients treated concomitantly with fluoroguinolones and an antidiabetic agent.
Therefore, careful monitoring of blood glucose is recommended when these agents are co-
administered. If a hypoglycemic reaction occurs, Megaxin |V / Megaxin Tablets should be
discontinued and appropriate therapy should be initiated immediately. [See Warnings and
Precautions (5.10); Adverse Reactions (6.2).]

12 CLINICAL PHARMACOLOGY

12.3 Pharmacokinetics
Photosensitivity Potential
Moxifloxacin had no clinically significant effect on the pharmacokinetics of atenolol, digoxin,

glyburide, itraconazole, oral contraceptives, theophylline, cyclosporine and warfarin [see
Drug Interactions (7.2)].

17 PATIENT COUNSELING INFORMATION
Antibacterial Resistance
Antibacterial drugs including Megaxin IV / Megaxin Tablets should only be used to treat

bacterial infections. They do not treat viral infections (for example, the common cold). When
Megaxin 1V / Megaxin Tablets is prescribed to treat a bacterial infection, patients should be




told that although it is common to feel better early in the course of therapy, the medication
should be taken exactly as directed. Skipping doses or not completing the full course of
therapy may (1) decrease the effectiveness of the immediate treatment and (2) increase the
likelihood that bacteria will develop resistance and will not be treatable by Megaxin 1V /
Megaxin Tablets or other antibacterial drugs in the future.

Administration With Food, Fluids, and Drug Products Containing Multivalent Cations

Patients should be informed that Megaxin tablets may be taken with or without food. Patients
should be advised to drink fluids liberally.

Megaxin tablets should be taken at least 4 hours before or 8 hours after multivitamins
(containing iron or zinc), antacids (containing magnesium or aluminum), sucralfate, or
VIDEX® (didanosine) chewable/buffered tablets or the pediatric powder for oral solution.

Serious and Potentially Serious Adverse Reactions

Patients should be informed of the following serious adverse reactions that have been
associated with Megaxin 1V / Megaxin Tablets and other fluoroquinolone use:

e Tendon Disorders: Patients should contact their healthcare provider if they experience
pain, swelling, or inflammation of a tendon, or weakness or inability to use one of their
joints; rest and refrain from exercise; and discontinue Megaxin IV / Megaxin Tablets
treatment. The risk of severe tendon disorder with fluoroguinolones is higher in older
patients usually over 60 years of age, in patients taking corticosteroid drugs, and in
patients with kidney, heart or lung transplants.

e Exacerbation of Myasthenia Gravis: Fluoroguinolones like Megaxin IV / Megaxin
Tablets may cause worsening of myasthenia gravis symptoms, including muscle
weakness and breathing problems. Patients should call their healthcare provider right
away if they have any worsening muscle weakness or breathing problems.

e Prolongation of the QT interval: Megaxin IV / Megaxin Tablets may produce changes
in the electrocardiogram (QTc interval prolongation). Megaxin IV / Megaxin Tablets
should be avoided in patients receiving Class IA (for example quinidine, procainamide) or
Class lll (for example amiodarone, sotalol) antiarrhythmic agents. Megaxin 1V / Megaxin
Tablets may add to the OTc prolonging effects of other drugs such as cisapride,
erythromycin, antipsychotics, and tricyclic antidepressants. The patients should inform
their physician of any personal or family history of QTc prolongation or proarrhythmic
conditions such as recent hypokalemia, significant bradycardia, and acute myocardial
ischemia. Patients should contact their physician if they experience palpitations or
fainting spells while taking Megaxin IV / Megaxin Tablets.

o Hypersensitivity Reactions: Patients should be advised that Megaxin 1V / Megaxin
Tablets may be associated with hypersensitivity reactions, including anaphylactic




reactions, even following a single dose. Patients should discontinue Megaxin IV /
Megaxin Tablets at the first sign of a skin rash or other signs of an allergic reaction.

Convulsions: Convulsions have been reported in patients receiving quinolones, and
they should notify their physician before taking Megaxin 1V / Megaxin Tablets if there is a
history of this condition. Patients should also inform their physician if they are taking
NSAIDs concurrently with Megaxin 1V / Megaxin Tablets.

Neurologic Adverse Effects (for example, dizziness, lightheadedness): Megaxin 1V /
Megaxin Tablets may cause dizziness, lightheadedness and vision disorders therefore,
patients should know how they react to this drug before they operate an automobile or
machinery or engage in activities requiring mental alertness or coordination.

Psychotic Reaction: Psychotic reactions sometimes resulting in self-injurious behavior
have been reported in patients receiving fluoroquinolones. Patients should notify their
physician if they have a history of psychiatric illness before taking Megaxin 1V / Megaxin
Tablets.

Peripheral Neuropathies: Patients should be informed that peripheral neuropathy has
been associated with Megaxin |V / Megaxin Tablets use. Symptoms may occur soon after
initiation of therapy and may be irreversible. If symptoms of peripheral neuropathy
including pain, burning, tingling, numbness, and/or weakness develop, patients should
discontinue Megaxin IV / Megaxin Tablets and contact their physician.

Blood Glucose Disturbances: Inform the patients that if they are diabetic and are being
treated with insulin or an oral hypoglycemic agent and a hypoglycemic reaction occurs,
they should discontinue Megaxin 1V / Megaxin Tablets and consult a physician.

Photosensitivity/Phototoxicity: Patients should be informed that
photosensitivity/phototoxicity has been reported in patients receiving fluoroguinolones.
Patients should minimize or avoid exposure to natural or artificial sunlight (tanning beds
or UVA/B treatment) while taking Megaxin IV / Megaxin Tablets. If patients need to be
outdoors while using Megaxin 1V / Megaxin Tablets, they should wear loose-fitting clothes
that protect skin from sun exposure and discuss other sun protection measures with their
physician. If a sunburn-like reaction or skin eruption occurs, patients should contact their

physician.

Diarrhea: Diarrhea is a common problem caused by antibiotics which usually ends when
the antibiotic is discontinued. Sometimes after starting treatment with antibiotics, patients
can develop watery and bloody stools (with or without stomach cramps and fever) even
as late as two or more months after having taken the last dose of the antibiotic. If this
occurs, patients should contact their physician as soon as possible.
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