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@RIZANTIS®

Brivaracetam
Film-coated tablet

Read all of this leaflet carefully before you start taking this medicine because it contains
important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their signs of iliness are the same as yours.

- If you get any side effects, talk to your doctor or pharmacist. This indudes any possible side effects
not listed in this leaflet.

Dosage forms and presentation

BRIZANTIS® contains the active substance brivaracetam. It belongs to a group of medicines
called ‘anti-epileptics’. These medicines are used to treat epilepsy.

Brivaracetam 10, 25, 50, 75 and 100 mg film-coated tablets. They are presented in blister of 10
tablets.

Indications

BRIZANTIS® is used In adults, adolescents and children one month of age and older.

It s used to treat a type of epilepsy that has partial seizures with or without a secondary
generalization.

Partial seizures are fits that start by only affecting one side of the brain. These partial seizures
can spread and extend to larger areas on both sides of the brain — this is called a ‘secondary
generalization'.

You have been given this medicine to lower the number of fits (seizures) you have.
BRIZANTIS® may be used on its own or with other anti epileptic medicines for epilepsy.

|

Marketing Authorization Holder: Cobel Darou Co. Tehran-Iran

Contraindications

Do not take BRIZANTIS® if:

* You are allergic to brivaracetam, other similar chemical compounds as levetiracetam or
piracetam or any of the other ingredients of this medicine (listed In section “contents of
the pack and other information”). If you are not sure, talk to your doctor or pharmacist
before taking BRIZANTIS®.

 You have ever developed as severe skin rash or skin peeling, blistering and/or mouth
sores after taking Brivaracetam.

Wamings and precautions

Talk to your doctor or pharmacist before taking BRIZANTIS® if:

« you have lactose intolerance.

* You have thoughts of harming or killing yourself. If you have any of these thoughts at any
time, contact your doctor immediately.

 You have liver problems - your doctor may need to adjust your dose.

is not for use In children under one month of age.

Other medicines and Brizantis®
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medicines.
In particular, tell your doctor if you are taking any of the following medicines — this is because
your doctor may need to adjust your BRIZANTIS® dose:
* Rifampicin - a medicine used to treat bacterial infections.
St John's wort {also known as Hypericum perforatum) - a herbal medicine used to treat
depression and anxiety as well as other conditions.
BRIZANTIS® with alcohol
* Combining this medicine with alcohol is not recommended.
* If you drink alcohol while taking BRIZANTIS® the negative effects of alcohol may be increased.
gnancy and breast-feeding

an
Fertile women should discuss the use of contraceptives with the doctor.
If you are pregnant or breast-feeding, think you may be pregnant or planning to have a baby,
ask your doctor or pharmacist for advice before taking this medicine.
It is not recommended to take BRIZANTIS® if you are pregnant, as the effects of Brizantis® on
pregnancy and the unbom baby are not known.
Breast-feeding:
Itis not recommended to breast-feed your baby while taking BRIZANTIS®, as Brizantis® passes
into breast milk.
Do not stop treatment without talking to your doctor first. Stopping treatment could increase
your seizures and harm your baby.
Driving and using machines
* You may feel sleepy, dizzy or tired while taking BRIZANTIS®.
» These effects are more likely at the start of the treatment or after a dose increase.
* Do not drive, cycle or use any tools or machines until you know how the medicine affects you.
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Always take this medicine exactly as your doctor has told you. Check with your doctor or
pharmacist if you are not sure.
You will take BRIZANTIS® together with other medicines for epilepsy.

Your doctor will work out the right daily dose for you. Take the daily dose in two equal divided
doses, approximately 12 hours apart.

Adolescents and children weighing 50 kg or more, and adults

* The recommended dose is from 25 mg to 100 mg taken twice a day. Your doctor may then
decide to adjust your dose to find the best dose for you.

Adolescents and children weighing from 20 kg to less than S0 kg

* The recommended dose is from 0.5 mg to 2 mg for each kg of bodyweight, taken twice a day.
Your doctor may then decide to adjust your dose to find the best dose for you.

C$3EL DNROU

Children weighing from 10 kg to less than 20 kg
* The recommended dose is from 0.5 mg to 2.5 mg for each kg of bodyweight, taken twice a day.
Your child’s doctor may then decide to adjust your child’s dose to find the best dose for
your child.
People with liver problems
« As an adolescent or child weighing S0 kg or more, or as an adult, the maximum dose you will
take is 75 mg twice a day.
* As an adolescent or child weighing from 20 kg to less than 50 kg, the maximum dose you will
take is 1.5 mg for each kg of bodyweight twice a day.
* As a child weighing from 10 kg to less than 20 kg, the maximum dose your child will take is 2
mg for each kg of bodyweight twice a day.
How to take BRIZANTIS® tablets
* Swallow the tablets whole with a glass of liquid.
* The medicine may be taken with or without food.
ong to take BRIZANTIS® for
Isalong: —keep taking
If you take more BRIZANTIS® than yo
If you have taken more BRIZANTIS® than you should, talk to your doctor straight away.
ou forget to take BRIZANTIS®
« If you miss a dose, take it as soon as you remember.
« Then take your next dose at the time you would normally take it.
* Do not take a double dose to make up for a forgotten dose.
« If you are not sure what to do, ask your doctor or pharmacist.
ou stop taking BRIZANTIS®
* Do not stop taking this medicine unless your doctor tells you to. This is because stopping
treatment could increase the number of fits you have.
« If your doctor asks you to stop taking this medicine they will lower your dose gradually. This
helps to stop your fits coming back or getting worse
If you have any further questions on the use of this medicine, ask your doctor or pharmacist.

until your doctor tells you to stop.
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Like all medicines, this medicine can cause side effects, although not everybody gets them,
Very Common (may affect more than 1in 10 people)
« feeling sleepy or dizzy
Common (may affect up to 1 in 10 people)
® common cold:
« feeling very tired (fatigue)
* convulsion, a feeling of ‘spinning’ (vertigo)
« feeling and being sick, constipation
« depression, anxiety, insomnia, Irritability
« infections of the nose and throat,, cough
« decreased appetite
Uncommon (may affect up to 1 in 100 people)
« allergic reactions
« abnormal thinking and/or loss of touch with reality (psychotic disorder), being aggressive,
nervous excitement (agitation)
« thoughts or attempts of harming or killing yourself: tell your doctor straight away
= a decrease in white blood cells {called ‘neutropenia’) - shown in blood tests
Additional side effects in children
Common {may affect up to 1 in 10 people)
. andh i
Reporting of side effects
If you get any side effects: talk to your doctor or pharmacist. This indudes any possible side
effects not listed in this leaflet. You can also report side effects directly:
Email: PV@cobeldarou.com
24-hour Tel: 00982188664496
00982188208129

« Keep this medicine out of the sight and reach of children.

= Do not use this medicine after the expiry date which is stated on the carton and blister
after EXP.

« Store below 30° C. Protect from moisture.

*Do not throw away any via or waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help
protect the environment.

The active substance is brivaracetam.

Each BRIZANTIS® 10 film-coated tablet contains 10 mg brivaracetam.
Each BRIZANTIS® 25 film-coated tablet contains 25 mg brivaracetam.
Each BRIZANTIS® 50 film-coated tablet contains 50 mg brivaracetam.
Each BRIZANTIS® 75 film-coated tablet contains 75 mg brivaracetam.
Each BRIZANTIS® 100 film-coated tablet contains 100 mg brivaracetam.
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