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Ultibro Breezhaler is indicated as a maintenance bronchodilator treatment to relieve symptoms in adult patients with
chronic obstructive pulmonary disease (COPD).
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Indacaterol (as maleate) 110mcg
Glycopyrronium (as bromide) 50mcg
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4.4 Special warnings and precautions for use

Hyperglycaemia

Inhalation of high doses of beta2-adrenergic agonists may produce increases in plasma glucose. Upon initiation of
treatment with Ultibro Breezhaler plasma glucose should be monitored more closely in diabetic patients.

During long-term clinical studies, more patients on Ultibro Breezhaler experienced clinically notable changes in blood
glucose (4.9%) at the recommended dose than on placebo (2.7%). Ultibro Breezhaler has not been investigated in
patients for whom diabetes mellitus is not well controlled, therefore caution and appropriate monitoring are advised in
such patients.
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