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Tavanic tablets 500mq

Film coated tablets
LEVOFLOXACIN ( AS HEMIHYDRATE ) 500 MG :7'vo nin
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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

Encephalopathy and Mmyoclonus

Cases of encephalopathy and myoclonus have been reported in patients receiving levofloxacin (see
sections 4.8 and 4.9). The risks of encephalopathy and myoclonus areis increased in older patients, and
in patients with renal impairment if the dose of levofloxacin is not adjusted as per the creatinine
clearance, or in patients Wlth pre-existing central nervous svstem disorders. If levofloxacin-associated

encephalopathy-—tev : . at-th : “and/or
myoclonus_are suspected, dlscontmuatlon of levoﬂoxacm should be considered, and appropriate
treatment should be initiated.

Severe cutaneous adverse reactions
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Severe cutaneous adverse reactions (SCARs) including toxic epidermal necrolysis (TEN: also known
as Lyell’s syndrome), Stevens Johnson syndrome (SJS).-arnd drug reaction with eosinophilia and
systemic symptoms (DRESS), and acute generalized exanthematous pustulosis (AGEP), and
dermatitis exfoliative, 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 . -e+ AGEP or
dermatitis exfoliative with the use of levofloxacin, treatment with levofloxacin must not be restarted
in this patient at any time.

4.7 Effects on ability to drive and use machines

Tavanic has minor or moderate influence on the ability to drive and use machines Some

’ undesirable effects such as encephalopathy, (e-g-dizziness/vertigo, drowsiness, visual
disturbances) may impair the patient's ability to concentrate and react, and therefore may
constitute a risk in situations where these abilities are of special importance (e.g. driving a car or
operating machinery).

System organ |Common Uncommon |Rare Not known (cannot
class (21/10,000 to be estimated from

(21/100 to (21/1,000 to ’ .

<1/10) <1/100) <1/1,000) available data)
Nervous |.....  |.... ... l...
system
disorders Encephalopathy
Skinand  |.....  |.... O
;:;cjzgtaneous Dermatitis
disordersP EREiElEs

(see section 4.4)

Renaland | |.... Renal tubular
Urinary necrosis
disorders
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CNS effects and signs of encephalopathy including confusional state, convulsion,
myoclonus, hallucination, and tremor have been observed in post marketing experience.
There is a higher risk of encephalopathy following overdose, particularly in elderly
patients and patients with renal impairment.
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