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Saxenda
Solution for injection
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Liraglutide 6 mg/ml
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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 >30 kg/m? (obesity), or

o 227 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.

Adolescents (>12 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:

» obesity (BMI corresponding to 230 kg/m2 for adults by international cut-off points)* and

* 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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4.4 Special warnings and precautions for use

Aspiration in association with general anaesthesia or deep sedation

Cases of pulmonary aspiration have been reported in patients receiving GLP-1 receptor agonists
undergoing general anaesthesia or deep sedation. Therefore, the increased risk of residual gastric
content due to delayed gastric emptying (see section 4.8) should be considered prior to performing
procedures with general anaesthesia or deep sedation.
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Undesirable effects

Table 3 Adverse reactions reported in adults
Tabulated list of adverse reactions

Table 3 lists adverse reactions reported in adults. Adverse reactions are listed by system organ class
and frequency. Frequency categories are defined as: very common (= 1/10); common (> 1/100 to <
1/10); uncommon (> 1/1,000 to < 1/100); rare (= 1/10,000 to < 1/1,000); very rare (< 1/10,000) and not
known (cannot be estimated from the available data). Within each frequency grouping, adverse

reactions are presented in order of decreasing seriousness.

MedDRA system | Very Common Uncommon Rare Not known
organ classes common
Gastrointestinal Nausea Dry mouth Pancreatitis*** Intestinal
disorders Vomiting Dyspepsia Delayed obstruction’
Diarrhoea Gastritis gastric
Constipation | Gastro- emptying****
oesophageal
reflux disease
Abdominal pain
upper
Flatulence
Eructation
Abdominal
distension

TADR from post marketing sources.
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