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EPIDIOLEX is indicated for use as adjunctive therapy of seizures associated with Lennox-Gastaut syndrome or Dravet

syndrome in patients 2 years of age and older.
Epidiolex is indicated for use as adjunctive therapy of seizures associated with tuberous sclerosis complex (TSC) in

patients 1 year of age and older.
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3.4 Ac

Food may affect EPIDIOLEX levels [see Clinical Pharmacology (11.3)]. Consistent dosing of
EPIDIOLEX with respect to meals is recommended to reduce variability in cannabidiol plasma exposure.
A—eCalibrated measuring devices (1 mL either-and 5 mL favatlabletnproduectpackaget-ortl-oral
syringes-fseH—purehased}) will be provided and #s-are recommended to measure and deliver the prescribed
dose accurately [see How Supplied/Storage and Handling (14.1)]. A household teaspoon or tablespoon is
not an adequate measuring device.

Discard any unused EPIDIOLEX remaining 12 weeks after first opening the bottle [see How Supplied/
Storage and Handling (14.2)].

5.2 Somnolence and Sedation

(...)

This medicine can affect a patient’s ability to drive cycle or use any tools or machines safely.
Therefore according to the Israeli transport regulations and the narcotics ordinance, driving is
forbidden during Epidiolex use.

14.1 How Supplied

EPIDIOLEX is a strawberry flavored clear, colorless to yellow solution supplied in a 105 mL amber glass
bottle with a child-resistant closure containing 100 mL of oral solution. Each mL contains 100 mg of
cannabidiol. EPIDIOLEX is packaged in a carton with two | mL calibrated oral syringes, two 5 mL

calibrated oral dosing syringes and-a bottle adapters. A-t-ml-ealibrated-oral-dosingsyringes-may-be
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