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Victoza is indicated for:

e Treatment of adults, adolescents and children aged 10 years and above with insufficiently
controlled type 2 diabetes mellitus as an adjunct to diet and exercise:
1. As monotherapy when metformin is considered inappropriate due to intolerance or

contraindications

2. In addition to other medicinal products for the treatment of diabetes.

e Toreduce the risk of major adverse cardiovascular events (cardiovascular death, non-fatal
myocardial infarction, or non-fatal stroke) in adults with type 2 diabetes mellitus and
established cardiovascular disease
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4.2 Posology and method of administration
Method of administration
Victoza must not be administered intravenously or intramuscularly.
Victoza is administered once daily at any time, independent of meals, and can be in-
jected subcutaneously in the abdomen, in the thigh or in the upper arm. The injection
site and timing can be changed without dose adjustment. However, it is preferable
that Victoza is injected around the same time of the day, when the most convenient
time of the day has been chosen. Injection sites should always be rotated in order to
reduce the risk of injection site amyloid deposits (see section and 4.8).

4.8 Undesirable effects

Table1l Adverse reactions from long-term controlled phase 3a trials, the long-term cardiovas-
cular outcome trial (LEADER) and spontaneous (post-marketing) reports

MedDRA system Very Common Uncommon Rare Very Not known
organ classes common Rare

Skin and subcuta- Rash Urticaria Cutaneous
neous tissue Pruritus amyloidosis
disorders

n"ya por*1in n
511411142 .o.n 09-7630444 1970 OTech 'a
09-7630455 079 4464301 ,x20 19> 5 nnip 1 yT Ny 'm

www.novonordisk.co.il



Q

novo nordisk’

Description of selected adverse reactions:
Cutaneous amyloidosis
Cutaneous amyloidosis may occur at the injection site (see section 4.2).
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