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4.1  Therapeutic indications
Victoza is indicated for:
o 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.
¢ 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.
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4.2 Posology and method of administration
Posology
“Self-monitoring of blood glucose is not needed in order to adjust the dose of Victoza®. Hewever;

Blood glucose self-monitoring is necessary to adjust the dose of sulfonylurea and insulin, particularly
when Victoza® therapy is started and insulin is reduced. A stepwise approach to insulin dose reduction
is recommended. “

4.4  Special warnings and precautions for use
“Liraglutide is not a substitute for insulin. Diabetic ketoacidosis has been reported in insulin-dependent
patients after rapid discontinuation or dose reduction of insulin (see section 4.2).

4.8 Undesirable effects
Gastrointestinal disorders- Delayed gastric emptying (Uncommon)

5.2 Pharmacokinetic properties

Absorption

The absorption of liraglutide following subcutaneous administration is slow, reaching maximum

concentration 8-12 hours post dosing. Estimated maximum liraglutide concentration was 9.4 nmol/Il
| (mean body weight approximately 73 kg) for a subcutaneous single dose of liraglutide 0.6 mg. At 1.8
mg liraglutide, the average steady state concentration of liraglutide (AUC1/24) reached approximately
34 nmol/l (mean body weight approximately 76 kg). The exposure of liraglutide decreases with
increasing body weight. Liraglutide exposure increased proportionally with dose. The intra-subject
coefficient of variation for liraglutide AUC was 11% following single dose administration.
Absolute bioavailability of liraglutide following subcutaneous administration is approximately 55%.

5.3 Preclinical safety data
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