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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

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number of the
administered products should be clearly recorded.

Conestat alfa is derived from milk of transgenic rabbits and contains traces of rabbit protein. Before initiating

treatment Wlth Ruconest, patlents should betestedie%h&presene&eﬂg%aﬁmbedw&agamsuabbmauﬂgens

Hypersensitivity reactions cannot be excluded.

All patients must be closely monitored and carefully observed for any symptoms of hypersensitivity
threugheoutduring and after the administration period. ...

4.7  Effects on ability to drive and use machines

Based on the known pharmacology and adverse reaction profile of Ruconest, effects on the ability to drive and
use machines are not expected. However, headache, vertigo and dizziness have been reported following the use
of Ruconest, but may also occur as a result of an attack of HAE. Patients should be advised not to drive and
use machines if they experience headache, vertigo or dizziness.

4.8 Undesirable effects

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

Nervous system disorders Hypoaesthesia Uncommon
Dizziness Uncommon

Ear and labyrinth disorders Auricular swelling Uncommon

Gastrointestinal disorders Nausea Common
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