DroSuma informacijas harmonizéSana pretepilepsijas zalu
dokumentacija: pretepilepsijas zalu lietoSanas saistiba ar
nedaudz paaugstinatu pasnavibas domu un pasSnavnieciskas
uzvedibas risku

Vérsam Jusu uzmanibu, ka, nemot veéra Eiropas Zalu agentiras (EMEA)
Farmakovigilances darba grupas (PhVWP) 25. julija zinojumu
EMEA/CHMP/PhVWP/386432/2008 ,, PhVWP Report on Antiepileptics and suicidal
behaviour” (zinojuma ieklautie PhVWP ieteikumi pieejami Eiropas Savienibas zalu
parraudzibas atbildigo iestazu vaditaju - Heads of Medicines Agencies - majaslapa
http://www.hma.eu/25.html) un Zalu valsts agenttras lémumu, turpmak visu Latvija

registréto pretepilepsijas lidzeklu dokumentacija jaieklauj $ada informacija:

Zalu apraksts

4.4. apaks$punkts. Ipasi bridinajumi un
piesardziba lietoSana

Sagemti  zigojumi par pasnavibas
domam un pasnavniecisku uzvedibu
pacientiem, kas tiek arstéti ar pretepilepsijas
lidzekliem dazadu indikaciju gadijuma. Ari
randomiz&tu placebo kontrolétu  pétijumu

meta analize sniedz datus par nedaudz
paaugstinatu pasnavibas domu un
pasnavnieciskas uzvedibas risku, lietojot

pretepilepsijas lidzek]us. Sa riska raSanas
mehanisms nav zinams, un pieejamie dati
neizslédz iesp&ju, ka $ads paaugstinats risks
pastav ar1 <aktivas vielas nosaukums >
lietoSanas gadijuma.

Tapéc jauzrauga, vai pacientam
nerodas pasnavibas domas un pasnavnieciskas
uzvedibas simptomi, un jaapsver atbilstoSa
arst€Sana. Pacientam un vina apripétajiem
jaiesaka versties pie arsta, ja pacientam rodas
pasnavibas domas vai pasSnavnieciskas
uzvedibas simptomi.

LietoSanas instrukcija
Iedala ..,Pirms sakat <zalu nosaukums>

lietoSanu”
Pieversiet Ipasu uzmanibu:

Summary of Product Charasteristics

Section 4.4  Special  Warnings  and

Precautions for Use

Suicidal ideation and behaviour have been
reported in patients treated with antiepileptic
agents in several indications. A meta-analysis
of randomised placebo

controlled trials of anti-epileptic drugs has
also shown a small increased risk of

suicidal ideation and  behaviour. The
mechanism of this risk is not known and the
available data do not exclude the possibility
of an increased risk for <drug substance>.
Therefore patients should be monitored for
signs of suicidal ideation and behaviours

and  appropriate  treatment should be
considered. Patients (and caregivers of
patients)

should be advised to seek medical advice
should signs of suicidal ideation or behaviour
emerge.”’

Patient Information Leaflet

Section 2 Before you take X
Take special care with




Daziem cilvékiem, kas arstéti ar
pretepilepsijas lidzekliem, pieméram, tadiem
ka < aktivas vielas nosaukums >, noverotas
paskaitéSanas vai paSnavibas domas. Ja Jums
rodas $adas domas, jebkura laika nekav€joties
sazinieties ar savu arstu.

A small number of people being treated with
anti-epileptics such as << drug substance
>> have had thoughts of harming or killing
themselves. If at any time you have these
thoughts, immediately contact your doctor.’

’




