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TOBI® Podhaler® 28 mg

Inhalation powder, hard capsules
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Each capsule contains Tobramycin 28 mg

NNYINN DIYHND
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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4.8 Undesirable effects

Summary of the safety profile

The most commonly reported adverse reactions in the main safety, active-controlled clinical
study with TOBI Podhaler versus tobramycin nebuliser solution in cystic fibrosis patients
with P. aeruginosa infection were cough, productive cough, pyrexia, dyspnoea,
oropharyngeal pain, dysphonia and haemoptysis.

Adverse reactions Frequency category

Respiratory, thoracic and mediastinal disorders

Dyspnoea Very common
Dysphonia Very common
Productive cough Very common
Cough Very common
Wheezing Common
Rales Common
Chest discomfort Common
Nasal congestion Common
Bronchospasm Common
Aphonia Common

Sputum discoloured Not known
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General disorders and administration site conditions
Pyrexia Very common
Malaise Not known
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