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Wegovy® 0.25mg, 0.5mg, 1mg, 1.7mg and 2.4mg

Solution for injection
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Wegovy 0.25 mg - semaglutide 0.68 mg/ml

Wegovy 0.5 mg - semaglutide 1.34 mg/ml
Wegovy 1 mg - semaglutide 1.34 mg/ml

Wegovy 1.7 mg - semaglutide 2.27 mg/ml

Wegovy 2.4 mg - semaglutide 3.2 mg/ml

N'WINY? NRIvID RYiNnn
(01T Nanion n'INN? Naoin)

Adult

Wegovy is indicated as an adjunct to a reduced-calorie diet and increased physical activity for weight
management, including weight loss and weight maintenance, in adults with an initial Body Mass Index
(BMI) of

e >30 kg/m? (obesity), or

e >27 kg/m? to <30 kg/m? (overweight) in the presence of at least one weight-related comorbidity e.g.
dysglycaemia (prediabetes or type 2 diabetes mellitus), hypertension, dyslipidaemia, obstructive sleep
apnoea or cardiovascular disease.

For trial results with respect to cardiovascular risk reduction and populations studied, see section 5.1.

Adolescents (212 years)

Wegovy is indicated as an adjunct to a reduced-calorie diet and increased physical activity for weight
management in adolescents ages 12 years and above with

e obesity* and

* body weight above 60 kg.

Treatment with Wegovy should be discontinued and re-evaluated if adolescent patients have not
reduced their BMI by at least 5% after 12 weeks on the 2.4 mg or maximum tolerated dose.

*QObesity (BMI 295th percentile) as defined on sex- and age-specific BMI growth charts (CDC.gov) (see Table 1).
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4.2 Posology and method of administration

Special populations

Elderly (265 years old)
No dose adjustment is required based on age. Therapeutic experience in patients 275 85 years of age is
limited, and greater sensitivity of some older individuals cannot be excluded.

4.8 Undesirable effects

Acute pancreatitis

The frequency of adjudication-confirmed acute pancreatitis reported in phase 3a clinical trials was 0.2% for
semaglutide and <0.1% for placebo, respectively. In SELECT, the cardiovascular outcomes trial, the frequency of
acute pancreatitis confirmed by adjudication was 0.2% for semaglutide and 0.3% for placebo.

5.1 Pharmacodynamic properties

Mechanism of action

The mechanism of action of semaglutide for cardiovascular risk reduction is likely multifactorial, in part
driven by weight loss effects and effects on known cardiovascular risk factors (reduction in blood
pressure, improvements in lipid profile and glucose metabolism, and anti-inflammatory effects as
demonstrated by reductions in high-sensitivity C-reactive protein (hsCRP)). The exact mechanism of
cardiovascular risk reduction has not been established.
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