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Ofloxacin Teva 200 mg, Tablets
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(Each tablet contains 200 mg Ofloxacin)
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Bacterial infections due to ofloxacin-susceptible microorganisms, such as:

— Acute, chronic, or recurrent lower respiratory tract infections (bronchitis)
pneumonia (not for the treatment of first choice in pnemonia caused by
pNeumococci).

— Chronic and recurrent infections of the ear, nose, and throat. Ofloxacin is in
general not indicated for the treatment of acute tonsillitis caused by
betahaemolytic streptococci.

— Infections of soft tissues and skin.

— Infections of the bones and joints.

— Abdominal infections including infections in the pelvis minor and bacterial
enteritis. Infections of the kidney, urinary tract, and genital organs, gonorrhoea.

Prevention of infections due to ofloxacin-susceptible pathogens in patients with a
significant reduction in resistance to infections (e.g. in neutropenic state).
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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).
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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
preexisting 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, Behcet'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 Sjégren’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.

4.8 Undesirable effects

System organ Common |Uncommon Rare Very rare Not known
class (> 1/100 to | (> 1/1000 to < |(>1/10,000 to <|(<1/10,000) |(cannot be
< 1/10) 1/100) 1/1000) estimated from the
available data)
Cardiac Tachycardia Ventricular
disorders** Arrhythmias,
torsades de
pointes (reported
predominantly in
patients  with  risk
factors for QT
prolongation), ECG
QT prolonged (see
section 4.4 and 4.9)
Vascular Hypotension | Circulatory
disorders** collapse,
Flushing
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Cases of aortic aneurysm and dissection, sometimes complicated by rupture
(including fatal ones), and of requrgitation/incompetence of any of the heart valves have
been reported in patients receiving fluoroquinolones (see section 4.4).
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