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Ruconest is indicated for treatment of acute angioedema attacks in adults with hereditary
angioedema (HAE) due to C1 esterase inhibitor deficiency.
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4.4  Special warnings and precautions for use

Although cross-reactivity between cow milk and rabbit milk is considered unlikely, the possibility
of such a cross-reactivity in a patient who has evidence of clinical allergy to cow milk cannot be
excluded and the patient should be observed for signs and symptoms of hypersensitivity following
Ruconest administration.

Sodium

Each vial of Ruconest contains 19.5 mg of sodium. To be taken into consideration by patients on a
controlled sodium diet.

4.8 Undesirable effects

Summary of the safety profile

One case of hypersensitivity was observed in clinical trials with Ruconest. The most common
adverse reaction observed after administration of Ruconest is headache.
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