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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

Ototoxicity

Risk of ototoxicity due to mitochondrial DNA variants

Cases of ototoxicity with aminoglycosides have been observed in patients with certain variants in the
mitochondrially encoded 12S rRNA gene (MT-RNR1), particularly the m.1555A>G variant.

Ototoxicity occurred in some patients even when their aminoglycoside serum levels were within the
recommended range. In case of known maternal history of ototoxicity due to aminoglycoside use or a
known mitochondrial DNA variant in the patient, it may be necessary to consider alternative treatments
other than aminoglycosides unless the increased risk of permanent hearing loss is outweighed by the
severity of infection and lack of safe and effective alternative therapies.
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