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Tavanic Tablets 500 mg is indicated in adults for the treatment of the following infections:
- Acute pyelonephritis and complicated urinary tract infections

- Chronic bacterial prostatitis

In the below-mentioned infections, Tavanic should be used only when it is considered
inappropriate to use other antibacterial agents that are commonly recommended for the
treatment of these infections.

- Acute bacterial sinusitis

- Acute exacerbations of chronic obstructive pulmonary disease including bronchitis

- Community-acquired pneumonia

- Complicated skin and soft tissue infections.

Tavanic may also be used to complete a course of therapy in patients who have shown
improvement during initial treatment with intravenous levofloxacin.

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

Severe cutaneous adverse reactions

Severe cutaneous adverse reactions (SCARs) including toxic epidermal necrolysis (TEN:
also known as Lyell’'s syndrome), Stevens Johnson syndrome (SJS) and drug reaction with
eosinophilia and systemic symptoms (DRESS), and acute generalized exanthematous
pustulosis (AGEP), which could be life-threatening or fatal, have been reported with
levofloxacin (see section 4.8). At the time of prescription, patients should be advised of the
signs and symptoms of severe skin reactions, and be closely monitored. If signs and
symptoms suggestive of these reactions appear, levofloxacin should be discontinued
immediately and an alternative treatment should be considered. If the patient has developed
a serious reaction such as SJS, TEN, DRESS or AGEP with the use of levofloxacin,
treatment with levofloxacin must not be restarted in this patient at any time.

4.8 Undesirable effects
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System Common |{Uncommon Rare Not known
organ class |(21/100 to | (21/1,000 to (21/10,000 to | (cannot be
<1/10) <1/100) <1/1,000) estimated from

available data)

Psychiatric ~ |..... ... ... |..

disorders Panic attack

Nervous  |..... |...  |.... ..

system Neuralgia

disorders

Skinand | ... e

subcutaneous Acute

tissue generalized

disorders® exanthematous
pustulosis
(AGEP) (see
section 4.4)
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