Q

novo nordisk’

2025 1210pIN ,N/T121 n/npnn ,n/xan

Wegovy 0.25mg, 0.5mg, 1Img, 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

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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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

Non-arteritic anterior ischaemic optic neuropathy (NAION)

Data from epidemiological studies indicates an increased risk for non-arteritic anterior ischaemic optic
neuropathy (NAION) during treatment with semaglutide. There is no identified time interval for when
NAION may develop following treatment start. A sudden loss of vision should lead to ophthalmological
examination and treatment with semaglutide should be discontinued if NAION is confirmed (see

section 4.8).

4.8 Undesirable effects

Table 3 Frequency of adverse reactions of semaglutide

n"ya por1in 1an

511411142 .o.n 09-7630444 1970 OTech "2
09-7630455 :oj10 ,XN20 19> 5 pnip 1y ey 'n

www.novonordisk.co.il 4464301



Q

novo nordisk’

MedDRA Ver Very Rare

y Common Uncommon Rare Not known
system organ class | common
Eye disorders Diabetic Non-arteritic

retinopathy in
patients with
type 2
diabetes?

anterior ischaemic
optic neuropathy

(NAION)

Non-arteritic anterior ischaemic optic neuropathy (NAION)
Results from several large epidemiological studies suggest that exposure to semaglutide in adults with

type 2 diabetes is associated with an approximately two-fold increase in the relative risk of developing

NAION, corresponding to approximately one additional case per 10,000 person-years of treatment.

J27XY 17V DRIATY

N9NN vin'wn 197 .2

N'"N1] D'IINNG D' e

N9117 D19 ,IT N9INN2A 219'DN 17002 DTN N1'NA NNTITNN IN NYNIN 7Y MINNQ [TAIN DN DNX DX

7Y N'NTP N'MNID'N NN NNIPIN TIRA N1'T N7 NYAIN ApY DIAN2 1YY 1270 LN YYDl TN

(NAION- non- arteritic anterior ischaemic optic neuropathy) D'pIIV NPT YPI 2V NI'RY DININ ANY

2'09N7 Y78NY DN DMWY NP'TA? NI N1I9NY7 NV 1722 X9Nn .(hNimn 'X17 nivam :4 9'vo nXa)

.IT N9NN2a 219'vn NN

X117 niysin .4

(10,000 11NN TNX WNRNYN TV2A V'ain? Ni217Y) I8N NN

D'PIIY NP2T YD 2V DA'RYW DININ ANV 72 N'ATR N'NI0'N NN XIPIN ['VA 'NI91 2NN

NNNA NYRIN [TAIX? D22 217V AW L(NAION- non- arteritic anterior ischaemic optic heuropathy)

NN1) NMRIA NMATH IX DNMNMINNA NNTYTNNA 'NAN ANX DX X917 71 NI29% 1'2V .ANA 73 X277 DMwn

("n"N12 0vnIXna 0ty 2 QU0

%0U1% N9 T VU 0'09TIN 07217 NI, NIKNAN TIWA INKAY NI9NNN 1R D'N0119N DITIVAN 021700
N 4464301 810-192,1 T My ‘N Lntua pormin 1an niwnn
.09-7630456 :0p9 ,09-7630444 :119%0

511411142 .o.n

09-7630444 1970
09-7630455 :oj19
www.novonordisk.co.il

,N1111
NAmMnN NNpNLJIRY NaT
n"va pormin an

n"ya por1in 1an

OTech "2

,N20 19> 5 nnig 1y Ay 'm
4464301




