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Pancreatitis

In post-marketing experience there have been
spontaneously reported adverse reactions of acute
pancreatitis. Patients should be informed of the
characteristic symptom of acute pancreatitis:
persistent, severe abdominal pain. Resolution of
pancreatitis has been observed after discontinuation
of saxagliptin. If pancreatitis is suspected, Onglyza
and other potentially suspect medicinal products
should be discontinued.

Use with medicinal products known to cause
hypoglycaemia

Sulphonylureas and insulin are known to cause
hypoglycaemia. Therefore, a lower dose of
sulphonylurea or insulin may be required to reduce
the risk of hypoglycaemia when used in combination
with Onglyza.

Postmarketing experience from clinical trials and
spontaneous reports

Table 2 shows additional adverse reactions which
have been reported in postmarketing experience. The
frequencies are based on the experience from clinical
trials.

Gastrointestinal disorders

Nausea- common

Pancreatitis- uncommon

Skin and subcutaneous tissue disorders
Dermatitis- uncommon

Pruritus- uncommon

Addition text

Use with Sulphonylureas

Sulphonylureas and insulin are

known to cause hypoglycaemia.

Therefore, a lower dose of
sulphonylurea or insulin may be
required to reduce the risk of
hypoglycaemia when used in
combination with Onglyza.
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4.4 Special
warnings and
precautions for
use

4.8
Undesirable
effects
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