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Saxenda

liragluticle injection

Solution for injection
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Adults

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

e > 30kg/m2 (obesity), or
e > 27kg/m2to < 30 kg/m2 (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.

Adolescents (212 years)

Saxenda can be used as an adjunct to a healthy nutrition and increased physical activity for weight
management in adolescent patients from the age of 12 years and above with:

e obesity (BMI corresponding to =30 kg/m? for adults by international cut-off points) and
e body weight above 60 kg.

Treatment with Saxenda should be discontinued and re-evaluated if patients have not lost at least
4% of their BMI or BMI z score after 12 weeks on the 3.0 mg/day or maximum tolerated dose. Re-
evaluation should be performed periodically
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4.2 Posology and method of administration

Adolescents (>12 years)

Treatment must be initiated and supervised by physicians experienced in weight management.
For adolescents from the age of 12 to below 18 years old a similar dose escalation schedule as for
adults should be applied (see table 2). The dose should be increased until 3.0 mg (maintenance
dose) or maximum tolerated dose has been reached. Daily doses higher than 3.0 mg are not
recommended.

Paediatric population

No dose adjustment is required for adolescents from the age of 12 years and above

The safety and efficacy of Saxenda in children and adolescents below 12 years of age has not been
established (see section 5.1). Saxenda is not indicated in children below 12 vears of age.

4.8 Undesirable effects

Very common

Nervous system disorders Headache
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