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TOBI® Podhaler® 28 mg

Inhalation powder hard capsules
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Each capsule contains Tobramycin 28 mg
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Suppressive therapy of chronic pulmonary infection due to Pseudomonas aeruginosa in
adults and children aged 6 years and older with cystic fibrosis.
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4.4 Special warnings and precautions for use

Nephrotoxicity

Nephrotoxicity has been reported with the use of parenteral aminoglycosides.
Nephrotoxicity was not observed during TOBI Podhaler clinical studies, however acute
kidney injury (AKI) has been reported post-marketing with the use of inhaled tobramycin
(see section 4.8).

4.8 Undesirable effects

'Fable 1 Adverse reactions

Adverse reactions Frequency category

Renal and urinary disorders

Acute kidney injury (AKI) Not known
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