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4.4. Special warnings and precautions for use

Concomitant use of cannabidiol

The concomitant use of clobazam with cannabidiol-containing medicinal and non-
medicinal products may result in increased exposure to N-desmethylclobazam, leading
to increased incidence of somnolence and sedation. Dosage adjustment of clobazam
may be necessary. Non-medicinal products containing cannabidiol must not be taken
in combination with clobazam as they contain unknown quantities of cannabidiol and
are of variable quality (see sections 4.5 and 5.2).

4.5. Interaction with other medicinal products and other forms of interaction

Cannabidiol

When cannabidiol and clobazam are co-administered, bi-directional PK interactions
occur. Based on a healthy volunteer study, elevated levels (3- to 4-fold) of N-
desmethylclobazam (an active metabolite of clobazam) can occur when combined with
cannabidiol, likely mediated by CYP2C19 inhibition. Increased systemic levels of these
active substances may lead to enhanced pharmacological effects and to an increase in
adverse drug reactions. Concomitant use of cannabidiol and clobazam increases the
incidence of somnolence and sedation. Reduction in dose of clobazam should be
considered if somnolence or sedation are experienced when clobazam is co-
administered with cannabidiol.
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