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ROCURIM

(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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4.4 Special warnings and precautions for use

[..]

Because rocuronium bromide is always used with other drugs and because of the risk of
malignant hyperthermia during anesthesia, even in the absence of known triggering factors,
physicians should be aware of the early symptoms, confirmatory diagnosis and treatment of
malignant hyperthermia prior to the start of anesthesia. Animal studies have shown that
rocuronium bromide is not a triggering factor for malignant hyperthermia. Rare cases of
malignant hyperthermia with Rocurim have been observed thru post-marketing surveillance;
however, the causal association has not been proven.

[..]

Sodium

This medicine contains less than 1 mmol sodium (23 mq) per vial/ampoule, that is to say essentially
“sodium-free”.
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[..]

4.6 Pregnancy and lactation

[..]

Breast-feeding
It is unknown whether rocuronium bromide is excreted in human breast milk. Animal studies have
shown insignificant levels of rocuronium bromide in breast milk.

Insignificant levels of rocuronium bromide were found in the milk of lactating rats. There are no
human data on the use of Rocurim during lactation. Rocurim should be given to lactating
women only when the attending physician decides that the benefits outweigh the risks. After the
administration of a single dose, it is recommended to abstain from next breastfeeding for five
elimination half-lives of rocuronium, i.e. for about 6 hours.

[...]
4.8 Undesirable effects

[..]

Tabulated list of adverse reactions

MedDRA SOC Preferred term’
Uncommon/rare?
(<1/100, >1/10000)

Very rare (<1/10 000) Not Known

L]

Cardiac disorders

[

| Tachycardia | | Kounis syndrome

General disorders and
administration site
conditions

Drug ineffective
Drug effect/ therapeutic
response decreased

Drug effect/ therapeutic
response increased

Injection site pain

Injection site reaction

Face oedema

Mal | ,
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