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Galvus is indicated as an adjunct to diet and exercise in patients with type 2 diabetes mellitus

» As monotherapy, if diet and exercise are not sufficient, or

* In combination with metformin, or a sulfonylurea if treatment with these oral antidiabetics does not
offer sufficient control of blood glucose.

As triple oral therapy in combination with
* a sulphonylurea and metformin when diet and exercise plus dual therapy with these agents do not

provide adequate glycaemic control.

Galvus is also indicated for use in combination with insulin (with or without metformin) when diet and
exercise plus a stable dose of insulin do not provide adequate glycaemic control.

Galvus is indicated as an adjunct to diet and exercise in patients with type 2 diabetes mellitus
* In combination with a thiazolidinedione, in patients with insufficient glycaemic control and for whom
the use of a thiazolidinedione is appropriate.

JITIAY 'wONN 7w DX [1'7val k9N |17y 2 001 TY 7Y DDYTTIAY Mixna

NNNNN ,0V0PL NP'NN IYAYN AMAE ,U0PV NOOIN IWNWN 'MNN 1P) |77 D'0I9N DTV
:(QIn¥a NIvaTIn

N9 [17va DTy
4.8 Undesirable effects

Summary of the safety profile

Safety data were obtained from a total of 5 451 patients exposed to vildagliptin at a daily
dose of 100 mg (50 mg twice daily) in randomised double-blind placebo-controlled trials of at
least 12 weeks duration. Of these patients, 4 622 patients received vildagliptin as

monotherapv and 829 patlents recelved placebo Sa#ety—el-ata—we#e—ebtaned—#em—a—tetal—ef
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...Hypoglycaemia has been reported in patients receiving vildagliptin concomitantly with
sulphonylurea and insulin. The risk of acute pancreatitis has been reported with the use of
vildagliptin (see section 4.4).

Table 1 Adverse reactions reported in patients who received vildagliptin as monotherapy
or as add-on therapy in controlled clinical studies and in post-marketing experience

System organ class - adverse reaction | Frequency
Infections and infestations

Nasopharyngitis Very common
Upper respiratory tract infection Common
Metabolism and nutrition disorders

Hypoglycaemia | Uncommon
Nervous system disorders

Dizziness Common
Headache Common
Tremor Common
Eye disorders

Vision blurred Common
Gastrointestinal disorders

Constipation Common
Nausea Common
Gastro-oesophageal reflux disease Common
Diarrhoea Common
Abdominal pain, including upper Common
Vomiting Common
Flatulence Uncommon
Pancreatitis Rare
Hepatobiliary disorders

Hepatitis | Not known*
Skin and subcutaneous tissue disorders

Hyperhidrosis Common
Rash Common
Pruritis Common
Dermatitis Common
Urticaria Uncommon
Exfoliative and bullous skin lesions, including bullous pemphigoid | Not known*
Cutaneous vasculitis Not known*
Musculoskeletal and connective tissue disorders

Arthralgia Common
Myalgia Common
Reproductive system and breast disorders

Erectile dysfunction ' Uncommon
General disorders and administration site conditions

Asthenia Common
Oedema peripheral Common
Fatigue Uncommon
Chills Uncommon
Investigations

Abnormal liver function tests Uncommon
Weight increase Uncommon

*

Based on post-marketing experience.




Description of selected adverse reactions

Hypoglycaemia

Hypoglycaemia was uncommon when vildagliptin (0.4%) was used as monotherapy in
comparative controlled monotherapy studies with an active comparator or placebo (0.2%).
No severe or serious events of hypoglycaemia were reported. When used as add-on to
metformin, hypoglycaemia occurred in 1% of vildagliptin-treated patients and in 0.4% of
placebo-treated patients. When pioglitazone was added, hypoglycaemia occurred in 0.6% of
vildagliptin-treated patients and in 1.9% of placebo-treated patients. WWhen sulphonylurea
was added, hypoglycaemia occurred in 1.2% of vildagliptin treated patients and in 0.6% of
placebo-treated patients. When sulphonylurea and metformin were added, hypoglycaemia
occurred in 5.1% of vildagliptin treated patients and in 1.9% of placebo treated patients. In
patients taking vildagliptin in combination with insulin, the incidence of hypoglycaemia was
14% for vildagliptin and 16% for placebo.
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