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This document is a summary of the European Public Assessment Report (EPAR). It explain
the Committee for Medicinal Products for Human Use (CHMP) assessed the studies per , to

reach their recommendations on how to use the medicine.

If you need more information about your medical condition or your treatment, r ckage
Leaflet (also part of the EPAR) or contact your doctor or pharmacist. If you w r
information on the basis of the CHMP recommendations, read the Scientific @ﬁon (also part
of the EPAR). Fo \

U

tablets (round: 400 mg; oblong: 600 mg and 800 mg).

What is Exalief used for? \O

Exalief is used to treat adults with partial-onset @ (epileptic fits) with or without secondary

What is Exalief? @
Exalief is amedicine that contains the active substance edli ca@e acetate. It is available as white

generalisation. Thisis atype of epilepsy where h electrical activity in one side of the brain

causes symptoms such as sudden, jerky mo of one part of the body, distorted hearing, sense of
smell, or vision, numbness or a sudden ear. Secondary generalisation occurs when the
overactivity later reaches the whole brai ief must only be used as an ‘add-on’ to other
anti-epileptic medicines.

The medicine can only be obtain aprescription.

How is Exalief used? Q&

Exalief treatment startsat a of 400 mg once a day, before increasing it to the standard dose of
800 mg once aday af Siqe ortwo weeks. The dose may be increased to 1,200 mg once a day
depending on how fent responds to treatment. Exalief can be taken with or without food.
Exalief should b with caution in patients aged above 65 years because there is not enough

[ edicine' s safety in these patients. Exalief should also be used with caution in
patients ey problems and the dose should be adjusted according to how the kidneys are
functioni he medicine is not recommended in patients with severe problems with their kidneys or
liv ief isalso not recommended in children below 18 years of age.

oes Exalief work?
The active substance in Exalief, edlicarbazepine acetate, is converted into the anti-epileptic medicine
edlicarbazepine in the body. Epilepsy is caused by excessive electrical activity in the brain. For
electrical impulsesto travel aong nerves there needsto be arapid movement of sodium into the nerve
cells. Edlicarbazepine is thought to work by blocking ‘ voltage-gated sodium channels', which stops
sodium entering the nerve cells. This reduces the activity of the nerve cellsin the brain, reducing the
intensity and the number of seizures.
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How has Exalief been studied?

The effects of Exalief werefirst tested in experimental models before being studied in humans.
Three main studies were performed, involving atotal of 1,050 adults with partial-onset seizures that
were not controlled by other medicines. All three studies compared Exalief given at different doses
(400 mg, 800 mg or 1200 mg once a day) with placebo (a dummy treatment). All of the patients aso
received other anti-epileptic medicines. The main measure of effectiveness for the three studies was
the reduction in the number of seizures over 12 weeks.

What benefit has Exalief shown during the studies?

Looking at the results of the three studies taken together, Exalief 800 mg and 1200 mg were more
effective than placebo at reducing the number of seizures, when used as add-ons to other anti-epileptic
medicines. At the start of the study, patients had around 13 seizures per month. Over the 12 week
treatment, this fell to 9.8 and 9 seizures per month in patients taking Exalief 800 mg and Exalieb

1200 mg respectively, compared with 11.7 per month in those taking placebo. 6
*

What is the risk associated with Exalief? \1

Almost a half of the patients treated with Exalief experience side effects. The most ¢ side

effects with Exalief (seenin more than 1 patient in 10) are dizziness and somnolence (sl eepiness). For
thefull list of all side effects reported with Exalief, see the Package L eaflet.

Exalief should not be used in people who may be hypersensitive (alergic) itarbazepine acetate,
any of the other ingredients or other carboxamide derivatives (medicines v@asi milar structureto
edlicarbazepine acetate, such as carbamazepine or oxcarbazepine). It must not be used in people with
second or third degree atrioventricular block (a problem with electri smission in the heart).

Why has Exalief been approved?

The Committee for Medicinal Products for Human Use (C@deci ded that Exalief’ s benefits are
greater than its risks for the treatment of partial-onset s&p with or without secondary
generalisation in adults who are also taking other anti=gpil&psy medicines. The Committee
recommended that Exalief be given marketing au ion.

Other information about Exalief:

The European Commission granted am img authorisation valid throughout the European Union
for Exalief to Bid - Portela& Ca, pril 20009.

Thefull EPAR for Exalief can b here.
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www.emea.europa.eu/humandocs/Humans/EPAR/exalief/exalief.htm



