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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

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

. >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.

*QObesity (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
15.5 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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4.5 Interaction with other medicinal products and other forms of interaction

Warfarin and other coumarin derivatives

Semaglutide did not change overall exposure or Cmax 0f R- and S-warfarin following a single dose of
warfarin (25 mg), and the pharmacodynamic effects of warfarin as measured by the international
normalised ratio (INR) were not affected in a clinically relevant manner. However, cases of decreased INR
have been reported during concomitant use of acenocoumarol and semaglutide. #Upon initiation of
semaglutide treatment in patients on warfarin or other coumarin derivatives, frequent monitoring of

international-nermalisedratio{INR} is recommended.

4.8 Undesirable effects

Tabulated list of adverse reactions

Table 3 lists adverse reactions identified in phase 3a clinical trials in adults and post-marketing reports.
The frequencies are based on a pool of the phase 3a trials.

n"ya porTin 1an

511411142 .o.n 09-7630444 :j1970 OTech "a
09-7630455 :opo ,N20 19D 5 nniz 1 yT Ny 'm

www.novonordisk.co.il 4464301



Q

. ®
novo nordisk

Adverse reactions associated with Wegovy 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).

Table 3 Adverse—reactions—from—controlled—phase—3—trialsin—adults Frequency of adverse

reactions of semaglutide

MedDRA Not known

system organ class

Gastrointestinal Intestinal obstructiond©
disorders
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