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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.
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4.4  Special warnings and precautions for use

Skin disorders

Skin lesions, including blistering and ulceration have been reported in extremities of monkeys in non-
clinical toxicology studies (see section 5.3). Although skin lesions were not observed at an increased
incidence in clinical trials, there was limited experience in patients with diabetic skin complications.
Furthermore, there have been post-marketing reports of bullous and exfoliative skin lesions. Therefore, in
keeping with routine care of the diabetic patient, monitoring for skin disorders, such as blistering or
ulceration, is recommended.

4.5 Interaction with other medicinal products and other forms of interaction

Combination with ACE-inhibitors
There may be an increased risk of angioedema in patients concomitantly taking ACE-inhibitors.(see
section 4.8).
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4.8 Undesirable effects
Table 7 Post-marketing adverse reactions

Skin and subcutaneous tissue disorders

Not known Urticaria
Exfoliative and bullous skin lesions, including

bullous pemphigoid
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