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RUCONEST - Powder for Solution for Injection
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Ruconest is indicated for treatment of acute angioedema attacks in adults and adolescents aged
12 years and above with hereditary angioedema (HAE) due to C1 esterase inhibitor deficiency.
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4.4 Special warnings and precautions for use
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L...] Hypersensitivity reactions cannot be excluded and may have symptoms similar to angioedema

attacks. [...]
Thromboembolic events

Serious arterial and venous thromboembolic (TE) events have been reported at the recommended
dose of plasma derived C1 esterase inhibitor products in patients with known risk factors (e.g.,
indwelling catheters, prior history of thrombosis, underlying atherosclerosis, use of oral contraceptives
or certain androgens, morbid obesity, immobility). Patients with known risk factors should be

monitored closely.

4.8 Undesirable effects

System Organ Class Adverse reaction Frequency
Immune system disorders Anaphylaxis* Uncommon
Hypersensitivity reactions®* | Not known

*Further information is found in section 4.4
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