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Saxenda is indicated as an adjunct to a reduced-calorie diet and increased physical
activity for weight management in adult patients with an initial Body Mass Index
(BMI) of
*  >30 kg/m? (obese), or
«  >27 kg/m? to <30 kg/m? (overweight) in the presence of at least one weight-
related comorbidity such as dysglycaemia (pre-diabetes or type 2 diabetes mellitus),
hypertension, or dyslipidaemia and who have failed a previous weight management
intervention.
Treatment with Saxenda should be discontinued after 12 weeks on the 3.0 mg/day
dose if patients have not lost at least 5% of their initial body weight.
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4.2 Posology and method of administration

Paediatric population

The safety and efficacy of Saxenda in children and adolescents below 18 years of age
have not been established. {see-section-5-1)-No-data-are-avaHable—Fhis-medicinal
product-is-netrecommended-for-use-in-paediatricpatients. Saxenda is not indicated

in children and adolescents below 18 years of age.

4.7 Effects on ability to drive and use machines

Saxenda has no or negligible influence on the ability to drive and use machines.
However, dizziness can be experienced mainly during the first 3 months of treatment
with Saxenda. Driving or use of machines should be exercised with caution if dizzi-
ness occurs.

4.9 Overdose

From clinical trials and post-marketing use of liraglutide overdoses have been report-
ed up to 72 mg (24 times the recommended dose for weight management). Events

reported included severe nausea and, severe vomiting which-are-alse-the-expected
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