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Solution for injection

Liraglutide 6 mg/ml
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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
* 230 kg/m? (obese), or
* 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.
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4.4 Special warnings and precautions for use

Hypoglycaemia in patients with type 2 diabetes mellitus

and/or _sulfonylurea may have an increased risk of hypoglycaemia. The risk of

| Patients with type 2 diabetes mellitus receiving liraglutide in combination with insulin
hypoglycaemia may be lowered by a reduction in the dose of insulin and/or

4.8 Undesirable effects

Table 2 Adverse reactions reported in phase 2 and phase 3 controlled trials

MedDRA system | Very common Common Uncommon Rare
| organ classes

Gastrointestinal Delayed gastric

disorders emptying****

****From controlled phase 2, 3a and 3b clinical trials

Hypoglycaemia in patients with type 2 diabetes mellitus treated with insulin

In a clinical trial in overweight or obese patients with type 2 diabetes mellitus treated
with insulin and liraglutide 3.0 mg/day in combination with diet and exercise and up
to 2 OADs, severe hypoglycaemia (requiring third party assistance) was reported by
1.5% of patients treated with liraglutide 3.0 mg/day. In this trial, documented




symptomatic hypoglycaemia (defined as plasma glucose <3.9 mmol/L accompanied
by symptoms) was reported by 47.2% of patients treated with liraglutide 3.0 mg/day
and by 51.8% of patients treated with placebo. Among patients concomitantly
treated with sulfonylurea, 60.9% of patients treated with liraglutide 3.0 mg/day and
60.0% of patients treated with placebo reported documented symptomatic
hypoglycaemic events.
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