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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 warning and precautions for use

Prolonged, disabling and potentially irreversible serious adverse drug reactions
Cases of prolonged (continuing months or years), disabling and potentially irreversible
serious adverse drug reactions affecting different, sometimes multiple, body systems
(musculoskeletal, nervous, psychiatric and senses) have been reported in patients
receiving quinolones and fluoroquinolones irrespective of their age and pre-existing
risk factors. There are no pharmacological treatments established to be effective
treatments of the symptoms of long lasting or disabling side effects associated with
fluoroquinolones.

Ofloxacin should be discontinued immediately at the first signs or symptoms of any
serious adverse reaction and patients should be advised to contact their prescriber for
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advice, so _that symptoms can be appropriately investigated and to avoid further
exposure which could potentially worsen adverse reactions.
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4.8 Undesirable effects

[...]

* 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). A range of psychiatric
symptoms may occur as part of these side effects, which may include, but are not
necessarily limited to, sleep disorders, anxiety, panic attacks, confusion, or depression.

There are no pharmacological treatments established to be effective treatments of the
symptoms of long lasting or disabling side effects associated with fluoroquinolones. The
frequency of these prolonged, disabling and potentially irreversible serious drug reactions
cannot be estimated with precision using available data, but the reporting incidence from
adverse drug reaction reports indicates the frequency is at minimum between 1/1,000 and
1/10,000 (corresponding to the Rare frequency category).
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