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Megaxin Tablets
NI'710 |'opNan
Film Coated Tablets
Moxifloxacin (as hydrochloride) 400 mg

Megaxin IV
IV 'opxan
Solution for Infusion
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 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.

« 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.
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Consideration should be given to official guidance on the appropriate use of antibacterial agents.
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4.4 Special warnings and precautions for use

Aortic aneurysm and dissection and heart valve regurgitation/incompetence

Epidemiologic studies report an increased risk of aortic aneurysm and dissection particularly in
elderly patients, and of aortic and mitral valve regurgitation after intake of fluoroquinolones,

Cases of aortic aneurysm and dissection, sometimes complicated by rupture (including fatal
ones), and of regurgitation/incompetence of any of the heart valves have been reported in patients
receiving fluoroquinolones (see section 4.8).

- Therefore, fluoroquinolones should only be used after careful benefit-risk assessment and after
consideration of other therapeutic options in patients with positive family history of aneurysm disease, or
congenital heart valve disease, or in patients diagnosed with pre-existing aortic aneurysm and/or aortic
dissection or heart valve disease, or in presence of other risk factors or conditions predisposing for both
aortic aneurysm and dissection and heart valve regurgitation/incompetence (e.g. connective tissue disorders
such as Marfan syndrome or Ehlers-Danlos syndrome, Turner syndrome , Behceet's disease, hypertension,
rheumatoid arthritis ). or additionally

- for aortic aneurysm and dissection (e.g. vascular disorders such as Takayasu arteritis or giant cell arteritis,
or known atherosclerosis, or Sjogren’s syndrome) or additionally

- for heart valve regurgitation/incompetence (e.g. infective endocarditis).

The risk of aortic aneurysm and dissection, and their rupture may also be increased in patients treated concurrently
with systemic corticosteroids.

In case of sudden abdominal, chest or back pain, patients should be advised to immediately consult a
physician in an emergency department.

Patients should be advised to seek immediate medical attention in case of acute dyspnoea, new onset of heart
palpitations, or development of oedema of the abdomen or lower extremities.
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4.5 Undesirable effect

*Very rare cases of prolonged (up to months or years), disabling and potentially irreversible serious drug
reactions affecting several, sometimes multiple, system organ classes and senses (including reactions such as

tendonitis, tendon rupture, arthralgia, pain in extremities, gait disturbance, neuropathies associated with
paraesthesia, depression, fatigue, memory impairment, sleep disorders, and impairment of hearing, vision,
taste and smell) have been reported in association with the use of quinolones and fluoroquinolones in some
cases irrespective of pre-existing risk factors (see section 4.4).

**Cases of aortic aneurysm and dissection, sometimes complicated by rupture (including fatal ones), and of
regurgitation/incompetence of any of the heart valves have been reported in patients receiving fluoroguinolones
(see section 4.4).

The following undesirable effects have a higher frequency category in the subgroup of IV treated patients with
or without subsequent oral therapy:
Common: Increased gamma-glutamyl-transferase
Uncommon Ventricular tachyarrhythmias, hypotension, oedema, antibiotic-associated colitis (incl.
pseudomembranous colitis, in very rare cases associated with life-threatening
complications, see section 4.4), seizures incl. grand mal convulsions (see section 4.4),
hallucination, renal impairment (incl. increase in BUN and creatinine), renal failure
(see section 4.4)

There have been very rare cases of the following side effects reported following treatment with other
fluoroquinolones, which might possibly also occur during treatment with moxifloxacin: increased
intracranial pressure (including pseudotumor cerebri), hypernatraemia, hypercalcaemia, haemolytic anaemia,
photosensitivity reactions (see section 4.4).
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