PATIENT INFORMATION LEAFLET

Lacosamide Tablets BP (50/ 100/ 150/ 200 mg)

EPSA 50/100/150/200

Othermedicinesand EPSA

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medicines.

In particular, tell your doctor or pharmacist if you are taking any of the following medicines that
affect your heart- thisis because EPSA can alsoaffect your heart:

< medicines totreat heart problems;

< medicines which can increase the “PR interval” on a scan of the heart (ECG or

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

containsimportantinformation foryou.

< Keepthisleaflet.Youmay needtoreaditagain.

< Ifyouhaveanyfurther questions, ask your doctor or pharmacist.

< Thismedicine has been prescribed for you only. Do not passit on to others. It may harm them,
eveniftheirsigns ofillness are the same asyours.

< Ifyou get any side effects, talk to your doctor or pharmacist. This includes any possible side
effects not listed n this leaflet.

Whatisin thisleaflet:

1.What EPSAisand whatitis used for
2.Whatyouneed to know before you take EPSA
3.Howto take EPSA

4.Possibleside effects

5.Howtostore EPSA

6. Contentsofthe pack and otherinformation
1.What EPSAisand whatitis used for

WhatEPSAis

elec i such as medicines for epilepsy or pain called carbamazepine,
lamotrigine or pregabalin;

< medicines used totreat certain types of irregular heart beat or heart failure.

< Ifany ofthe above apply to you (or you are not sure), talk to your doctor or pharmacist before
taking EPSA.

Also tell your doctor or pharmacist if you are taking any of the following medicines - this is

ffect of EPSA on your body:

mayincreaseor
«+ medicines forfungal infectionssuc
< medicinesfor HIV such s ritonavir;
< medicines used totreat bacterial infections such as clarithromycin or rifampicin;
< aherbal medici totreat mil { depi lled St. John's wort.

If any of the above apply to you (or you are not sure), talk to your doctor or pharmacist before
taking EPSA.

EPSAwithalcohol
y precaution donot take EPSAwithalcohol.

Pregnancyandbreast-feeding

Fe I ives wi doctor.

Ifyou re pregnant or breast-feeding, think you may be pregnant or planning to have a baby, ask
yourdoctor or pharmacist for advice before taking this medicine.

EPSA containslacosamide. Thi p i iepilepticmedicines”.

These medicinesare used totreat epilepsy.
<+ Youhave been given this medicine to lower the number offits (seizures) you have.

What EPSAis used for

< EPSAisused:

< onits own and in association with other ic medicines in adult and
children aged 2 years and older to treat a certain type of epilepsy characterised by the
occurrence of partial-onset seizure with or without secondary generalisation. In this type of
epilepsy, fitsfirst affect only one side of your brain. However, these may then spread to arger
areason both sides ofyour brain;

 inassociation with other es in adults, and children aged 4
years and older to treat primary generalised tonic-clonic seizures (major fits, including loss
of consciousness) in patients with idiopathic generalised epilepsy (the type of epilepsy that
isthoughtto haveagenetic cause).

2.What ¥ EPSA

Donottake EPSA

«if you are allergic to lacosamide, or any of the other ingredients of this medicine If you are
not llergic, pl ithyour doctor.

% ifyou have a certain type of heart beat problem called second- or third-degree AV block. Do
not take EPSA if any of the above applies to you. If you are not sure, talk to your doctor or
pharmacist before taking this medicine.

Warnings and precautions

Talktoyourdoctor before taking EPSAif:

< you have thoughts of harming or killing yourself. A small number of people being treated
with antiepileptic medicinal products such as lacosamide have had thoughts of harming or
killing themselves. If you have any of these thoughts at any time, tell your doctor straight
away.

% youhavea heart problem that affects the beat of your heart and you often have a particulary

Itisnot to take EPSA if you are pregnant, as the effects of EPSA on pregnancy and
the unborn baby are notknown.

It is not recommended to breast-feed your baby while taking EPSA, as EPSA passes into the
breastmilk.

Seek advice immediately from your doctor if you get pregnant or are planning to become
pregnant.They will help you decideifyou should take EPSA or not.

Do not stop treatment without talking to your doctor first as this could increase your fits
(seizures). Aworsening of your disease can also harm your baby.

Drivingand usingmachines
Do not drive, cycle or use any tools or machines until you know how this medicine affects you.
Thisisb EPSAmay i s

3.Howtotake EPSA

Always take this medicine exactly as your doctor or pharmacist 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
children; ask your doctor or pharmacist.

Taking EPSA

< Take EPSAtwice each day - approximately 12 hours apart.

< Trytotakeitataboutthe sametime each day.

<+ Swallowthe EPSAtabletwithaglass of water.

<+ Youmaytake EPSAwith orwithout food.

You will usually start by taking a low dose each day and your doctor will slowly increase this over
anumber of weeks. When you reach the dose that works for you, this is called the “maintenance
dose’, you then take the same amount each day. EPSA is used as a long term treatment. You
should continue to take EPSA until your doctor tells you tostop.

Howmuchtotake
Listed below are the normal recommended doses of EPSA for different age groups and weights.
Your doctor may prescribe a different dose if you have problems with your kidneys or with your

liver. d

slow, fast orirreqular heartbeat (such as AV block, atri ial flutter).

< youh. i h tfailure orhave had aheartattack.

% you are often dizzy or fall over. EPSA may make you dizzy - this could increase the risk of
accidental injury or a fall. This means that you should take care until you are used to the
effects of this medicine.

If any of the above apply to you (or you are not sure), talk to your doctor or pharmacist before

taking EPSA.

If you are taking EPSA, talk to your doctor if you are experiencing a new type of seizure or

worsening of existing seizures.

Ifyou are taking EPSA and you are experiencing symptoms of abnormal heartbeat (such as slow,

rapid or irregular heartbeat, palpitations, shortness of breath, feeling lightheaded, fainting),

seek medical adviceimmediately.

Children

EPSAis not recommended for children aged under 2 years with epilepsy characterised by the
occurrence of partial-onset seizure and not recommended for children aged under 4 years with
primary generalised tonic-clonic seizures. This is because we do not yet know whether it will

work itissafe for childrenin th

Whenyou take EPSA onitsown

< Theusualstarting dose of EPSAis 50 mg twice aday.

< Yourdoctormayalso prescribe astarting dose of 100mg of EPSA twice a day.

<+ Your doctor may increase your twice daily dose every week by 50 mg. This will be until you
reachamaintenance dose between 100 mgand 300 mg twice aday.

EPSAwith: iepileptic medicine:

% Theusualstarting dose of EPSAis 50mg twicea day.

% Your doctor may increase your twice daily dose every week by 50 mg. This will be until you
reachamaintenance dose between 100mgand 200 mg twicea day.

< If you weigh 50 kg or more, your doctor may decide to start EPSA treatment with a single
“loading” dose of 200 mg. You would then start your ongoing maintenance dose 12 hours
later.

Child d iahi 50kg

< In the treatment of partial-onset seizure: Observe that EPSA is not recommended for
childrenunder 2years of age.

< In the treatment of primary generalised tonic-clonic seizures: Observe that EPSA is not

forcl d f:

< Thedosedependson their body weight. They usually start treatment with the syrupand only




ifthey getthe correct dose with the different tablet
strengths The doctorwill prescri { ishest

Ifyou take more EPSA than you should

If you have taken more EPSA than you should, contact your doctor immediately. Do not try to
drive.

Youmay experience:

< dizziness;

« feelingsick (nausea) or beingssick (vomiting);

< fits (seizures), heart beat problems such a slow, fast or irregular heart beat, coma or a fallin

Ifyouforgettotake EPSA

« Ifyou have missed adose within thefirst 6 hours of the scheduled dose, takeit as soon as you
remember.

< If you have missed a dose beyond the first 6 hours of the scheduled dose, do not take the
missed tabletanymore. Instead take EPSA at the next time that you would normally take t.

< Donottakeadoubleds ke up for d

Ifyoustop taking EPSA

<+ Do not stop taking EPSA without talking to your doctor, as your epilepsy may come back
againorbecome worse.

< Ifyour doctor decides to stop your treatment with EPSA, they will tell you how to decrease
the dose step by step.

Ifyou have any further questions on the use of this medicine, ask your doctor or pharmacist.

4.Possibleside effects

Like all medicines. this medici deeffects althoudt ybadygetsthem.
ideeffectssuch igherafterasingle”loading”dose.
Talktoyour doctoror istif y of i

Very common: may affect more than 1in 10people
« Headache;
< Feelingdizzy orsick (nausea);
<+ Doublevision (diplopia).
Common: may affectupto 1in 10 people
< Shortjerks ofamuscle or group of muscles (myoclonicseizures);
< Difficultiesin coordinating your movements or walking;
«+ Problems in keeping your balance, shaking (tremor), tingling (paresthesia) or muscle
spasms, falling easily and getting bruises;
ithyourmemory, thinking or finding’ , confusion;
< Rapi ftheey vision;
<+ Aspinning sensation (vertigo), feeling drunk;
<+ Being sick (vomiting), dry mouth, constipation, indigestion, excessive gas in the stomach or
bowel, diarrhoea;
o i itvity,difficulty in articulati i inattention;
< Noiseinthe ear suchasbuzzing, ringing or whistling;
< Iitability, trouble sleeping, depression;
< Sleepiness, tiredness or weakness (asthenia);
< Itching, rash.
Uncommon: may affectupto 1in 100 people
< Slowheartrate, palpitations, iregular pulse or other changes in the electrical activity of your
heart (conduction disorder);
» b i i ing thil i there;
> Allergicreaction tomedicineintake, hives;
BloodtestsmayshuwabnormalIlverfunmon,Iwenn]ury
hts of h: icide: tell your doctor straight away;

killingyourselfor
> Feelingangry oragitated;

inking orlosing touch with
> Serious allergic reaction which causes swelling of the face, throat, hands, feet, ankles, or
lowerlegs;
< Fainting;

¥
Not ycannotb

- i (ventriculartac
<+ Asore throat, high temperature and getting more infections than usual. Blood tests may
showasevevede(reasemaspe(\fcdassofwh\le blood cells (agranulocytosis);

< Aserious ski tion which mayi her flu-ik a
rash on the face, extended rash, swollen glands (en\arged Iymph nodes) Blcod tests may
howinc liver

<+ Awidespread rash with blisters and peeling skin, particularly around the mouth, nose, eyes

Manufactured by :
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and genitals (Stevens—Johnson syndrome), and a more severe form causing skin peeling in
morethan 30 % ofthe body surface (toxicepidermal necrolysis);

< Convulsion.

Additional side effectsin children

The additional side effects in children were fever (pyrexia), runny nose (nasopharyngitis), sore
throat (pharyngitis), eating less than usual (decreased appetite), changes in behaviour, not
acting like \hemselves (abnormal behavior) and lacking in energy (lethargy). Feeling sleepy
ide effectin child tmorethan 1in 10 children.

Ty

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.

5. Ilowtostore EPSA
Keepthi i ofthesi fchildren.
Do not use this medicine after the expiry date which s stated on the carton and blister after EXP.
Theexpuydatevefersiothelasldayof(ha(mon(h

require any special storage conditions.
Donatthmwawayanymed\anesV|awastewa1emrhouseholdwaxte Askyourpharma(\sthow

medici

6.C
WhatEPSA contains

< Theactivesubstanceislacosamide.
EPSA50

Eachfilm coated tablet contains:
Lacosamide BP 50mg

Colours: Iron Oxide Yellow &Titanium Dioxide

EPSA100

Eachfilm coated tablet contains:
LacosamideBP 100mg

Colours:Iron Oxide Yellow &Titanium Dioxide

EPSA150

Eachfilm coated tablet contains:
LacosamideBP 150mg

Colours: Iron Oxide Red & Titanium Dioxide

EPSA200

Eachfilm coated tablet contains:
Lacosamide BP 200mg

Colours:Iron Oxide Yellow &Titanium Dioxide

What EPSA looks like and contents of the pack

EPSA 50 is Yellow coloured, round, biconvex, film coated tablets with breakline on one side.
EPSA 50 tablets are packed in PVDC Blister. The pack size is 10 x 10 tablets in a printed paper
cartonwith packinginsert

EPSA 100 is Yellow coloured, round, biconvex, film coated tablets with breakline on one side.
EPSA 100 tablets are packed in PVDC Blister. The pack size is 10 x 10 tablets in a printed paper
cartonwith packing insert

EPSA150is Red coloured, round, biconvex, film coated tablets with breakline on one side. EPSA
150 tablets are packed in PVDC Blister. The pack size is 10 x 10 tablets in a printed paper carton
with packinginsert

EPSA 200 is Yellow coloured, round, biconvex, film coated tablets with breakline on one side.
EPSA 50 tablets are packed in PVDC Blister. The pack size is 10 x 10 tablets in a printed paper
cartonwith packinginsert

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