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Active substances (n"7'vo nmnin)
CANNABIDIOL DRUG SUBSTANCE (CBD BDS)
DELTA-9-TETRAHYDROCANNABINOL DRUG SUBSTANCE ( THC BDS )

OROMUCOSAL SPRAY
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Sativex is indicated, as add-on treatment, for symptom relief in patients with moderate to severe spasticity due to
multiple sclerosis (MS) who have not responded adequately to other medication and who demonstrate at least 20 %
improvement in spasticity related symptoms during a four week trial of therapy.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
(...
Excipient(s) with known effect:
eaeh-Each 100 microlitre spray alse-contains up to 40 mg ethanol.
Each 100 microlotre spray contains 52 mg propylene glycol.

4. CLINICAL PARTICULARS

(..)
4.4 Special warnings and precautions for use

C...)

Excipients
Each actuation contains up to 40 mg of ethanol, equivalent to 50% by volume of ethanol. , that is

approximately 480me per maximal daily dose (for an adult weighing 70 ke) equivalent to around 10 mL of
beer or SmL of wine. The small amount of alcohol in this medicine will not have any noticeable effects.

This medicine contains 52 mg propylene glycol in each 100 microlitre spray
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