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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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4.2 Posology and method of administration
Additional information on special population

Obese patients:

In obese patients, including morbidly obese patients (body mass index = 40 kg/m?), the dose of
sugammadex should be based on actual body weight. The same dose recommendations as for
adults should be followed.

4.8 Undesirable effects
Additional information on special populations

Mbrbid/y obese patients

In one dedicated clinical trial in morbidly obese patients, the safety profile was generally similar to
the profile in adult patients in pooled Phase 1 to 3 studies (see Table 2).

5.1 Pharmacodynamic properties

Morbidly obese patients:

A trial of 188 patients who were diagnosed as morbidly obese investigated the time to recovery from
moderate or deep neuromuscular blockade induced by rocuronium or vecuronium. Patients received
2 mg/kg or 4 mg/kg sugammadex, as appropriate for level of block, dosed according to either actual
body weight or ideal body weight in random, double-blinded fashion. Pooled across depth of block
and neuromuscular blocking agent, the median time to recover to a train-of-four (TOF) ratio = 0.9 in
patients dosed by actual body weight (1.8 minutes) was statistically significantly faster (p < 0.0001)
compared to patients dosed by ideal body weight (3.3 minutes).

5.2 Pharmacokinetic properties

ébecial populations:

Obesity:
In one clinical study in morbidly obese patients, sugammadex 2 mag/kg and 4 mg/kg was dosed

according to actual body weight (n=76) or ideal body weight (n=74). Sugammadex exposure
increased in a dose-dependent, linear manner following administration according to actual body
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weight or ideal body weight. No clinically relevant differences in pharmacokinetic parameters were
observed between morbidly obese patients and the general population.
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