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4.  CLINICAL
WARNING: RISKS FROM CONCOMITANT USE WITH OPIOIDS PARTICULARS

e Concomitant use of benzodiazepines and opioids may result in profound
sedation, respiratory depression, coma, and death [see sections 4.4 and 4.5].

e Reserve concomitant prescribing of these drugs for use in patients for
whom alternative treatment options are inadequate.

e Limit dosages and durations to the minimum required.
Follow patients for signs and symptoms of respiratory depression and

sedation.

Respiratory insufficiency Midazolam should be used with caution in patients with 4.4 Special

Midazolam should be used with caution in patients with chronic respiratory chronic respiratory insufficiency because midazolam may warnings and

insufficiency because midazolam may further depress respiration. further depress respiration. Egeecautlons for

The co-administration of midazolam with other sedative/hypnotic agents and CNS

depressants, including alcohol may result in profound sedation, respiratory depression,

coma and death. Limit dosage to the minimum required and follow patients for signs

and symptoms of respiratory depression and sedation.

Pharmacodynamic Drug-Drug Interactions (DDI) Pharmacodynamic Drug-Drug Interactions (DDI) 4.5 Interaction with
other medicinal

The co-administration of midazolam with other sedative/hypnotic agents and CNS The co-administration of midazolam with other products and

depressants, including alcohol, may result in profound sedation, respiratory depression, | sedative/hypnotic agents and CNS depressants, including other forms of

coma and death (see section “Special warnings and precautions for use”). alcohol, is likely to result in enhanced sedation and Interaction

respiratory depression.
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