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4.4 Special warnings and precautions for use

Skin necrosis

During post-marketing experience with terlipressin several cases of cutaneous ischaemia and necrosis
unrelated to the injection site have been reported (see section 4.8). Patients with diabetes mellitus and/or
obesity seem to have a greater tendency to this reaction. Therefore, caution should be exercised when
administering terlipressin in these patients.

4.8 Undesirable effects
Summary of the safety profile
The most frequently reported undesired effects in clinical trials are abdominal pain, nausea, diarrhoea,
pallor, dyspnoea (for type 1 HRS), respiratory failure (for type 1 HRS), vomiting and bradycardia.
The antidiuretic effect of terlipressin may cause hyponatraemia unless the fluid balance is controlled.
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a Applicable to type 1 hepatorenal syndrome. Frequencies are calculated based on the pooled safety
population in the OT-0401, REVERSE and CONFIRM clinical trials.
b Applicable to other approved indications apart from type 1 hepatorenal syndrome.
* Adverse reactions identified from post-marketing sources are presented by frequency category based on a
theoretically calculated frequency if not observed in clinical trials.
** See section 4.4 for further information.

*** Frequencies of these adverse events cannot be estimated from the available data.
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