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TOBI® Solution for inhalation
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Each ampoule of 5ml contains tobramycin 300mg as a single dose.
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TOBI is indicated for the management of pulmonary Pseudomonas aeruginosa infection in
cystic fibrosis (CF) patients age 6 years or older.
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4.4 Special warnings and precautions for use
Nephrotoxicity

Although nephrotoxicity has been associated with parenteral aminoglycoside therapy, there
was no evidence of nephrotoxicity during clinical trials with TOBI, however acute kidney
injury (AKI) has been reported post-marketing with the use of inhaled tobramycin (see
section 4.8).

4.8 Undesirable effects
Adverse reactions derived from spontaneous reports
Renal and urinary disorders
Acute kidney injury (AKI)
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