PATIENT INFORMATION LEAFLET

Brivaracetam Tablets IP (25/ 50/ 75/ 100 mg)

BRICAM 25/50/75/100

Read all of this leaflet carefully before you start taking this medicine

because it containsimportantinformation foryou.

- Keep thisleaflet. Youmay need toread it again.

- Ifyouhave 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 harmthem, eveniftheirsigns of illness are the same as yours.

- Ifyou get any side effects, talk to your doctor or pharmacist. This includes any
possible effects not listed in thisleaflet.

Whatisin this leaflet:

1.WhatBricam isand whatitis used for
2.Whatyouneed toknow before you take Bricam
3.How totake Bricam

4.Possibleside effects

5.How tostore Bricam

6. Contents of the packand otherinformation

1.WhatBricamis and whatitis used for

Bricam contains the active substance Brivaracetam. It belongs to a group of

medicines called‘anti-epileptics’ These medicines are used to treat epilepsy.

< Bricamisusedinadults, adolescentsand children from 2 years of age.

< Itisusedtotreatatype of epilepsy that has partial seizures with orwithouta
secondary generalisation.

< 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
thebrain —thisis called a‘secondary generalisation’

«+ Youhave been given this medicine tolower the number of fits (seizures) you
have.

< Bricamisused togetherwith othermedicines for epilepsy.

2.Whatyou need to know before you take Bricam

< DonottakeBricamif:

< you are allergic to Brivaracetam, other similar chemical compounds as
levetiracetam or piracetam or any of the other ingredients of this medicine .If
youare notsure, talk toyour doctor or pharmacist before taking Bricam.

Warnings and precautions

Talktoyour doctor or pharmacist before taking Bricamif:

<+ You have thoughts of harming or killing yourself. A small number of people
being treated with anti-epileptic medicines such as Bricam have had
thoughts ofharming or killing themselves. If you have any of these thoughts
atanytime, contactyour doctorimmediately.

<+ Youhaveliver problems - your doctor may need to adjust your dose.

Children
Bricam is not recommended for use in children under 2 years ofage.

Othermedicinesand Bricam

Tell your doctor or pharmacist if you are taking, have recently taken or might

takeany other medicines.

In particular, tell your doctor if you are taking any of the following medicines —

thisis because your doctor may need to adjust your Bricam dose:

< Rifampicin - amedicine used to treat bacterial infections.

< StJohn's wort (also known as Hypericum perforatum) - a herbal medicine
used totreat depression and anxiety as well as other conditions.

Bricamwithalcohol

<+ Combining this medicine with alcohol is not recommended.

<+ Ifyou drink alcohol while taking Bricam the negative effects of alcohol may
beincreased.

Pregnancyand breast-feeding

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 Bricam if you are pregnant, as the effects of
Bricam on pregnancy and the unborn baby are not known.

Itis not recommended to breast-feed your baby while taking Bricam, as Bricam
passesinto breast milk.

Do not stop treatment without talking to your doctor first. Stopping treatment
couldincrease yourseizures and harm your baby.

Drivingand usingmachines

<+ Youmayfeel sleepy, dizzy ortired while taking Bricam.

<+ 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.

Bricam contains lactose and sodium

Bricam film-coated tablets contain:

< lactose (atype of sugar) - If you have been told by your doctor that you have
an intolerance to some sugars, contact your doctor before taking this
medicine.

< sodium — This medicine contains less than 1 mmol sodium (23mg) per
tablet, thatis to say essentially‘sodium free’

3.HowtotakeBricam

Always take this medicine exactly as your doctor has told you. Check with your
doctor or pharmacist if you are not sure. Other form(s) of this medicine may be
more suitable for certain patients e.g. children (if tablets can not be swallowed
in whole, for example); ask your doctor or pharmacist. You will take Bricam
togetherwith other medicines for epilepsy.

Howmuch totake

Your doctor will work out the right daily dose for you. Take the daily dose in two

equal divided doses, approximately 12 hours apart.

Adolescentsand children weighing 50kg ormore, and adults

< The recommended dose is from 25 mg to 100 mg taken twice a day. Your
doctormay then decide to adjust your dose to find the best dose foryou.

Adolescentsand children weighing from 20 kg to less than 50 kg

«+ The recommended dose is from 0.5 mg to 2 mg for each kg of bodyweight,
takentwiceaday.

Your doctor may then decide to adjust your dose tofind the best dose for you.

Children weighing from 10kg toless than 20 kg

< Therecommended dose is from 0.5 mg to 2.5 mg for each kg of bodyweight,
takentwiceaday.

Your child’s doctor may then decide to adjust your child’s dose to find the best

dose foryour child.

People with liver problems

Ifyou have problems with your liver:

< As an adolescent or child weighing 50 kg or more, or as an adult, the
maximum dose you will takeis 75 mg twice aday.

<+ 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.

<+ Asa child weighing from 10 kg to less than 20 kg, the maximum dose your
child will takeis 2mg for each kg of bodyweight twice aday.




How to take Bricam Tablets
< Swallow the tablets whole witha glass of liquid.
< Themedicine may be taken with orwithout food.

How long to take Bricam for
Bricam is along term treatment — keep taking Bricam until your doctor tells you
tostop.

Ifyou take more Bricam than you should

If you have taken more Bricam than you should, talk to your doctor. You may feel
dizzyandsleepy.

You may also have any of the following symptoms: feeling sick, a feeling of
‘spinning;, problems of keeping your balance, anxiety, feeling very tired,
irritability, being aggressive, not being able to sleep, depression, thoughts or
attempts of harming or killing yourself.

Ifyouforget to take Bricam

< Ifyoumissadose takeitassoonasyouremember.

<+ Thentakeyournextdose at the time you would normally takeit.
< Donottakea double dose tomake up foraforgotten dose.

< Ifyouarenotsure whatto do, ask your doctor or pharmacist.

Ifyoustop taking Bricam

<+ 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.

< Ifyourdoctorasks you to stop taking this medicine they will lower your dose
gradually. This helps to stop your fits coming back or getting worse

< Ifyouhaveanyfurther questions on the use of this medicine, ask your doctor
orpharmacist.

4.Possibleside effects

Like all medicines, this medicine can cause side effects, although not everybody

getsthem.

Very common: may affect more than 1in 10 people

< Feelingsleepy ordizzy

Common: mayaffectupto 1in 10 people

< Flu

< Feeling verytired (fatigue)

< Convulsion, afeeling of spinning’ (vertigo)

< Feelingand beingsick, constipation

<+ Depression, anxiety, not being able tosleep (insomnia), irritability

< Infectionsofthe nose and throat (such as the‘common cold’), cough

< Decreased appetite

Uncommon: mayaffectupto 1in 100 people

< Allergicreactions

<+ Abnormal thinking and/or loss of touch with reality (psychotic disorder),
beingaggressive, nervous excitement (agitation)

< Thoughts orattempts of harming or killing yourself: tell your doctor straight
away

< Adecreaseinwhite blood cells (called'neutropenia’) - shown in blood tests

Additional side effectsin children

Common: mayaffectupto 1in 10 people

Restlessness and hyperactivity (psychomotor hyperactivity)

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist. This includes any
possible side effectsnot listed in this leaflet.

Qe

Manufactured by :

Quest Pharmaceuticals Pvt. Ltd.
Chhata Pipara, Bara, Nepal

5.Howtostore Bricam

< Keepthismedicine out of the sightand reach of children.

<+ Do not use this medicine after the expiry date which is stated on the carton
and blisterafter EXP.

< Theexpiry datereferstothelast day of thatmonth.

< Thismedicinal product does not require any special storage conditions.

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

6. Contents of the pack and otherinf

What Bricam contains

Theactive substanceis Brivaracetam.

Each film-coated tablet contains 25 mg, 50mg, 75 mg, or 100 mg Brivaracetam.
Bricam25

Each film coated tablet contains:

BrivaracetamIP25mg

Colours: Iron Oxide Black, Iron Oxide Yellow &Titanium Dioxide

Bricam 50

Each film coated tablet contains:
BrivaracetamIP 50mg

Colours: Iron Oxide Yellow &Titanium Dioxide

Bricam75

Eachfilm coated tablet contains:

BrivaracetamIP75mg

Colours: Iron Oxide Black, Iron Oxide Red & Titanium Dioxide

Bricam 100

Eachfilm coated tablet contains:
BrivaracetamIP 100mg

Colours: Sunset Yellow Lake &Titanium Dioxide

WhatBricam looks like and contents of the pack

Bricam 25 mg are grey, round, biconve, film coated tablets with breakline on
oneside. The packsizeis 10x 10in Alu-Alu Blister. 10 tablets are packed in a strip
using HSL coated printed aluminium foil on one side and plain cold form foil
consisting of threelayers (PVC, Aluminiumand Nylon) on the otherside.

Bricam 50 mg are yellow, round, biconvex, film coated tablets with breakline on
oneside. The packsizeis 10x 10in Alu-Alu Blister. 10 tablets are packed in astrip
using HSL coated printed aluminium foil on one side and plain cold form foil
consisting of three layers (PVC, Aluminium and Nylon) on the other side.

Bricam 75 mg are red, round, biconvex, film coated tablets with breakline on
oneside. The packsizeis 10x 10in Alu-Alu Blister. 10 tablets are packed in a strip
using HSL coated printed aluminium foil on one side and plain cold form foil
consisting of three layers (PVC, Aluminium and Nylon) on the other side.

Bricam 100 mg are orange, oblong, biconvex, film coated tablets. The pack size
is 10 x 10 in Alu-Alu Blister. 10 tablets are packed in a strip using HSL coated
printed aluminium foil on one side and plain cold form foil consisting of three
layers (PVC, Aluminium and Nylon) on the other side.

For further information
Quest Pharmaceuticals Pvt. Ltd.
Tripureshwor, Kathmandu
Tel. 01-4240304, Email : quest ktm@quest.com.np,
Website : www.quest.com.np
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