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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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4.3 Contraindications
Administration of TOBI is contraindicated in any patient with known hypersensitivity to any
aminoglycoside or any of the excipients listed in section 6.1.

4.4  Special warnings and precautions for use
General Warnings
For information on pregnancy and lactation see section 4.6.

TOBI should be used with caution in patients with known or suspected renal, auditory,
vestibular or neuromuscular dysfunction, or with severe, active haemoptysis.

Bronchospasm

Bronchospasm can occur with inhalation of medicinal products and has been reported with
nebulised tobramycin. The first dose of TOBI should be given under supervision, using a
pre-nebulisation bronchodilator if this is part of the current regimen for the patient. FEV1
should be measured before and after nebulisation. If there is evidence of therapy-induced
bronchospasm in a patient not receiving a bronchodilator the test should be repeated, on a
separate occasion, using a bronchodilator. Evidence of bronchospasm in the presence of
bronchodilator therapy may indicate an allergic response. If an allergic response is
suspected TOBI should be discontinued. Bronchospasm should be treated as medically
appropriate.
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Nephrotoxicity

Current clinical practice suggests baseline renal function should be assessed. Urea and
creatinine levels should be reassessed after every 6 complete cycles of TOBI therapy (180
days of nebulised aminoglycoside therapy).

Haemoptysis

Inhalation of nebulised solutions may induce a cough reflex. The use of TOBI in patients
with active, severe haemoptysis should be undertaken only if the benefits of treatment are
considered to outweigh the risks of inducing further haemorrhage.

Microbial Resistance

In clinical studies, some patients on TOBI therapy showed an increase in aminoglycoside
Minimum Inhibitory Concentrations for P. aeruginosa isolates tested. There is a theoretical
risk that patients being treated with nebulised tobramycin may develop P. aeruginosa
isolates resistant to intravenous tobramycin (see 5.1).

4.5 Interaction with other medicinal products and other forms of interaction

Other medicinal products that have been reported to increase the potential toxicity of
parenterally administered aminoglycosides include:

Amphotericin B, cefalotin, ciclosporin, tacrolimus, polymyxins (risk of increased
nephrotoxicity);

Platinum compounds (risk of increased nephrotoxicity and ototoxicity);
Anticholinesterases, botulinum toxin (neuromuscular effects).

49 Overdose

Administration by inhalation results in low systemic bioavailability of tobramycin. Symptoms
of aerosol overdose may include severe hoarseness.

Acute toxicity should be treated with immediate withdrawal of TOBI, and baseline tests of
renal function should be undertaken. Tobramycin serum concentrations may be helpful in
monitoring overdose. In the case of any overdosage, the possibility of drug interactions with
alterations in the elimination of TOBI or other medicinal products should be considered.
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