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Victoza® is indicated for:
e Treatment of adults 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 To reduce 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.

For study results with respect to combinations, effects on glycaemic control
and cardiovascular events, and the population studied, see sections 4.4, 4.5
and 5.1.
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4.1 Therapeutic indications

Victoza is indicated for:
e Treatment of adults 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 To reduce 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.

For study results with respect to combinations, effects on glycaemic control and
cardiovascular events, and the population studied, see sections 4.4, 4.5 and 5.1.

4.8 Undesirable effects

Table 1 Adverse reactions from long-term controlled phase 3a trials, the long-
term cardiovascular outcome trial (LEADER) and spontaneous (post-
marketing) reports

MedDRA
Very Very
system organ Common | Uncommon Rare
common rare
classes
Hepatobiliary disor- Cholelithiasis
ders Cholecystitis

Cholelithiasis and cholecystitis

Few cases of cholelithiasis (0.4%) and cholecystitis (0.1%) have been reported during long-
term, controlled phase 3a clinical trials with liraglutide. In the LEADER trial, the frequency
of cholelithiasis and cholecystitis was 1.5% and 1.1% for liraglutide and 1.1% and 0.7% for
placebo, respectively (see section 5.1).

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Drugs used in diabetes, glucagon-like peptide-1 (GLP-1)
analoguesether-blood-glucose-lowering-drugs,exchinsutings. ATC code: A10BJ02A10BXT
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LEADER (along-term cardiovascular outcome trial) agnna niagya ,qona
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4.4 Special warning and precautions for use
4.8 Undesirable effects
5.1 Mechanism of action/ Clinical efficacy and safety/ Combination with

insulin/ Cardiovascular evaluation
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