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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
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Adults

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.

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

¢ 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.

*Obesity (BMI 295th percentile) as defined on sex- and age-specific BMI growth charts (CDC.gov) (see Table 1).
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Table 1 BMI cut-off points for obesity (295" percentile) by sex and age for paediatric patients aged
12 and older (CDC criteria)

BMI (kg/m?) at 95" Percentile
Age (years) Males Females
12 24.2 25.2
12.5 24.7 25.7
13 25.1 26.3
135 25.6 26.8
14 26.0 27.2
14.5 26.4 27.7
15 26.8 28.1
155 27.2 28.5
16 27.5 28.9
16.5 27.9 29.3
17 28.2 29.6
17.5 28.6 30.0
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4.4 Special warnings and precautions for use

Gastrointestinal effects and Dehydration

Use of GLP-1 receptor agonists may be associated with gastrointestinal adverse reactions. This should be
considered when treating patients with impaired renal function, as nausea, vomiting, and diarrhoea may that
€an cause dehydration, which in rare cases can lead to a deterioration of renal function (see section 4.8).
Patients treated with semaglutide should be advised of the potential risk of dehydration in relation to
gastrointestinal side effects and take precautions to avoid fluid depletion.

Patients with gastroparesis

Semaglutide treated patients with gastroparesis may experience more serious or severe

gastrointestinal adverse events. Semaglutide should be used with caution in these patients, and semaglutide is
not recommended if gastroparesis is severe (see section 4.8).
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4.8 Undesirable effects

Gastrointestinal adverse reactions

Patients with gastroparesis may experience more serious or severe gastrointestinal effects when treated with
semaglutide.

6.6 Special precautions for disposal and other handling

This pen is for multi-use. It contains 4 doses. After having injected the 4 doses, there might still be solution left in
the pen despite having administered correctly. Any solution left is insufficient for a dose and the pen should be
disposed of.
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