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Epidiolex is indicated for use as adjunctive therapy of seizures associated with Lennox-Gastautsyndrome (LGS),
Dravet syndrome (DS), or tuberous sclerosis complex (TSC) in patients 1 yearof age and older.
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5 WARNINGS AND PRECAUTIONS
5.1 Hepatoeeellular Hepatic Injury
.

In the postmarketing setting, cases of cholestatic or mixed patterns of liver injury (i.e., based on calculated ratio of
[ALT/ULN]/[ALP/ULN] less than 2 and between 2-5, respectively) were reported in patients treated with EPIDIOLEX.

Risk Factors for Transaminase Elevation

G.)

In the postmarketing setting, cases of elevated ammonia levels were reported in some EPIDIOLEX-treated patients who
also had transaminase elevations; where data were available, most cases reported concomitant use of valproate,

clobazam, or both. Consider discontinuation or dose adjustment of valproate or clobazam if ammonia level elevations
occur.

6 ADVERSE REACTIONS

The following important adverse reactions are described elsewhere in labeling:
o  Hepateeellular Hepatic Injury [see Warnings and Precautions (5.1)]

.

9 DRUG ABUSE AND DEPENDENCE
9.1 Controlled Substance

EPIDIOLEX is not a controlled substance.
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