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Megaxin Tablets Megaxin IV
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Film Coated Tablets Solution for Infusion

Moxifloxacin (as hydrochloride) 400 mg Moxifloxacin 400 mqg/250 mL
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Megaxin IV:

Megaxin IV is indicated for the treatment of adults (>18 years of age) with Community Acquired 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 staphylococcus 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 older

* 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.
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» 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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4. CONTRAINDICATIONS

MEGAXIN IV / MEGAXIN Tablets are contraindicated in persons with a history of hypersensitivity to moxifloxacin
or any member of the quinolone class of antibacterials [see Warnings and Precautions (5.8)].

MEGAXIN 1V / MEGAXIN Tablets are contraindicated in case of hypersensitivity to any of the inactive ingredients
listed in section 11.1 for MEGAXIN Tablets and section 11.2 for MEGAXIN IV.

5 WARNINGS AND PRECAUTIONS

5.9 Risk of Aortic Aneurysm and Dissection

Epidemiologic studies report an increased rate of aortic aneurysm and dissection within two months
following use of fluoroquinolones, particularly in elderly patients. The cause for the increased risk has not
been identified. In patients with a known aortic aneurysm or patients who are at greater risk for aortic
aneurysms, reserve Megaxin IV/ Megaxin Tablets for use only when there are no alternative antibacterial
treatments available.

6 ADVERSE REACTIONS

The following serious and otherwise important adverse reactions are discussed in greater detail in the
warnings and precautions section of the label:

e Risk of Aortic Aneurysm and Dissection [see Warnings and Precautions (5.9)]
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8 USE IN SPECIFIC POPULATIONS

8.4 Geriatric Use

Geriatric patients are at increased risk for developing severe tendon disorders including tendon rupture
when being treated with a fluoroquinolone such as MEGAXIN IV / MEGAXIN Tablets. This risk is further
increased in patients receiving concomitant corticosteroid therapy. Tendinitis or tendon rupture can involve
the Achilles, hand, shoulder, or other tendon sites and can occur during or after completion of therapy;
cases occurring up to several months after fluoroquinolone treatment have been reported. Caution should
be used when prescribing MEGAXIN IV / MEGAXIN Tablets to elderly patients, especially those on
corticosteroids. Patients should be informed of this potential side effect and advised to discontinue
MEGAXIN IV / MEGAXIN Tablets and contact their healthcare provider if any symptoms of tendinitis or
tendon rupture occur [see Boxed Warning, and Warnings and Precautions (5.2)].

Epidemiologic studies report an increased rate of aortic aneurysm and dissection within two months
following use of fluoroquinolones, particularly in elderly patients [see Warnings and Precautions (5.9)].

In controlled multiple-dose clinical trials, 23% of patients receiving oral MEGAXIN were greater than or
equal to 65 years of age and 9% were greater than or equal to 75 years of age. The clinical trial data
demonstrate that there is no difference in the safety and efficacy of oral MEGAXIN in patients aged 65 or
older compared to younger adults.

In trials of intravenous use, 42% of MEGAXIN IV patients were greater than or equal to 65 years of age,
and 23% were greater than or equal to 75 years of age. The clinical trial data demonstrate that the safety of
intravenous MEGAXIN in patients aged 65 or older was similar to that of comparator-treated patients. In
general, elderly patients may be more susceptible to drug-associated effects of the QT interval. Therefore,
MEGAXIN IV should be avoided in patients taking drugs that can result in prolongation of the QT interval
(for example, class IA or class Il antiarrhythmics) or in patients with risk factors for torsade de pointes (for
example, known QT prolongation, uncorrected hypokalemia) [see Warnings and Precautions (5.6), Drug
Interactions (7.5), and Clinical Pharmacology (12.3)].
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