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Tavanic tablets 500mq

Film coated tablets
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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

Myoclonus

Cases of myoclonus have been reported in patients receiving levofloxacin (see section 4.8). The risk of
myoclonus is increased in older patients, and in patients with renal impairment if the dose of
levofloxacin is not adjusted as per the creatinine clearance. Levofloxacin should be discontinued
immediately at the first occurrence of myoclonus and appropriate treatment should be initiated.

Blood disorders

Bone marrow failure including leukopenia, neutropenia, pancytopenia, haemolytic anaemia,
thrombocytopenia, aplastic anaemia, or agranulocytosis may develop during treatment with
levofloxacin (see Section 4.8). If any of these blood disorders is suspected, blood counts should be
monitored. In case of abnormal results, discontinuation of treatment with levofloxacin should be
considered.
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4.8. Undesirable effects

System organ | Common Uncommon | Rare Not known (cannot be
class (=1/100 to | (=1/1,000 to | (=1/10,000 to estimated from available data)
<1/10) <1/100) <1/1,000)
Blood and Leukopenia | Thrombocytopenia | Bone marrow failure including
lymphatic Eosinophilia | Neutropenia aplastic anaemia,
system Paneytopeniapancytopenia,
disorders Agranuloeytosisagranulocytosis,
Haemelytie-haecmolytic anaemia
Psychiatric Insomnia Anxiety Psychotic Psychotic disorders with
disorders Confusional | reactions (with self-endangering behaviour
state e.g. hallucination, | including suicidal ideation or
Nervousness | paranoia) suicide attempt
Depression (see section 4.4)
Agitation Nl
Abnormal dreams |
Nightmares,
Delirium.
Nervous system | Headache Somnolence | Convulsion (see | Peripheral sensory neuropathy
disorders Dizziness Tremor sections 4.3 and (see section 4.4)
Dysgeusia 4.4) Peripheral sensory motor
Paraesthesia, neuropathy (see section 4.4)
Memory Parosmia including anosmia
impairement Dyskinesia
Extrapyramidal disorder
Ageusia
Syncope
Benign intracranial
hypertension
Myoclonus

Tel.:

Greenwork Park, Yakum, Building E, 1% floor, 6097600, Israel

+972-9-8633081 - Fax: +972-9-8851444 - www.sanofi.co.il

2/4



sanofi

System organ | Common Uncommon | Rare Not known (cannot be
class (=1/100 to | (=1/1,000 to | (=1/10,000 to estimated from available data)
<1/10) <1/100) <1/1,000)
Skin and Rash Drug Reaction Toxic epidermal necrolysis
subcutaneous Pruritus with Eosinophilia | Stevens-Johnson syndrome
tissue disorders® Urticaria and Systemic Erythema multiforme
Hyperhidrosis | Symptoms Photosensitivity reaction (see
(DRESS) (see section 4.4)
section 4.4), Leukocytoclastic vasculitis
Fixed drug Stomatitis
eruption Skin hyperpigmentation

4.9. Overdose

CNS effects including confusional state, convulsion, myoclonus, hallucination, and tremor have been
observed in post marketing experience.
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