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4.4 Special warnings and precautions
for use

Acute pancreatitis
Use of vildagliptin has been associated

with a risk of developing fapest-marketing
expericnee there have been spontancously
reperted-adversereactions—of acute

pancreatitis. Patients should be informed of
the characteristic symptom of acute
pancreatitis.-persistent; severe-abdominal
pain | 1 their] & 1 : .
Hthey-havesuch-symptoms:

’ h .
| | | afterdi pane :
vidaghiptin: If pancreatitis is suspected,
vildagliptin and-etherpotentiathysuspeet
medieinal-proeduets-should be discontinued.
If acute pancreatitis is confirmed,
vildagliptin should not be restarted.
Caution should be exercised in patients
with a history of acute pancreatitis.

4.8  Undesirable effects
Post-marketing Experience

Table 7 Post-marketing adverse
reactions Gastrointestinal disorders

Not known* Pancreatitis

Hepatobiliary disorders

Not known*

Hepatitis (reversible upon

4.4 Special warnings and
precautions for use RS
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
(sometimes radiating to the back)
and encouraged to tell their
healthcare provider if they have
such symptoms.

In most cases, resolution of
pancreatitis has been observed
after discontinuation of
vildagliptin. If pancreatitis is
suspected, vildagliptin and other
potentially suspect medicinal
products should be discontinued.

4.8 Undesirable effects
Post-marketing Experience

e Frequency not known*:
urticaria, pancreatitis,
localized exfoliation or
blisters.

4. CLINICAL
PARTICULA




discontinuation of the medicinal
product)

Abnormal liver function tests (reversible
upon discontinuation of the medicinal
product)

Skin and subcutaneous tissue disorders

Not known*
Urticaria

Bullous or exfoliative skin lesions
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