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Dosage form: Solution for Injection
Composition: Sugammadex 100 mg/ml
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Reversal of neuromuscular blockade induced by rocuronium or vecuronium.
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4.8 Undesirable effects
Additiona/ information on special populations

Patients with severe systemic disease

In a trial in patients who were assessed as American Society of Anesthesiologists (ASA) Class 3 or
4 (patients with severe systemic disease or patients with severe systemic disease that is a constant
threat to life), the adverse reaction profile in these ASA Class 3 and 4 patients was generally similar
to that of adult patients in pooled Phase 1 to 3 studies (see Table 2). See section 5.1.#

5.1 Pharmacodynamic properties

Patients with severe systemic disease:

A trial of 331 patients who were assessed as ASA Class 3 or 4 investigated the incidence of
treatment-emergent arrhythmias (sinus bradycardia, sinus tachycardia, or other cardiac arrhythmias)
after administration of sugammadex.

In patients receiving sugammadex (2 mg/kg, 4 mg/kg, or 16 mg/kq), the incidence of treatment-
emergent arrhythmias was generally similar to neostigmine (50 pg/kg up to 5 mg maximum dose) +
glycopyrrolate (10 yg/kg up to 1 mg maximum dose). The adverse reaction profile in ASA Class 3
and 4 patients was generally similar to that of adult patients in pooled Phase 1 to 3 studies;
therefore, no dosage adjustment is necessary. See section 4.8.
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