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(Rocuronium bromide 10 mg/ml)
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Rocurim is indicated in adult and paediatric patients (from term neonates to adolescents [0 to <18
years]) as an adjunct to general anaesthesia to facilitate tracheal intubation during routine sequence
induction and to provide skeletal muscle relaxation during surgery. In adults, Rocurim is also
indicated to facilitate tracheal intubation during rapid sequence induction and as an adjunct in the
intensive care unit (ICU) to facilitate intubation and mechanical ventilation.
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4.8 Undesirable effects

[..]

Tabulated list of adverse reactions

MedDRA SOC Preferred term?
Uncommon/rare? Very rare (<1/10 000) Not Known
(<1/100, >1/10000)

[..]
Eye disorders Mydriasis?3
Fixed pupils®3

L]

MedDRA version 8.1

' Frequencies are estimates derived from post-marketing surveillance reports and data from
the general

literature.
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2 Post-marketing surveillance data cannot give precise incidence figures. For that reason, the
reporting

frequency was divided over three rather than five categories.

3 In the context of a potential increase of permeability or compromise of the integrity of the
Blood-Brain Barrier (BBB).

4 After long-term use in the ICU.
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