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Briviact® 10 mg film coated tablets

Briviact® 25 mg film coated tablets
Briviact® 50 mg film coated tablets
Briviact® 75 mg film coated tablets
Briviact® 100 mg film coated tablets
Briviact® oral solution

Briviact® 10 mg/ml Solution for Injection/Infusion
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Briviact is indicated as adjunctive therapy in the treatment of partial onset seizures with or without
secondary generalisation in adults, adolescents and children from 4 years of age with epilepsy.
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4.4 Special warnings and precautions for use

Severe cutaneous adverse reactions (SCARS)

Severe cutaneous adverse reactions (SCARS) including Stevens-Johnson syndrome (SJS),
which can be life-threatening or fatal, have been reported in association with brivaracetam
treatment. At the time of the prescription patients should be advised of the signs and
symptoms and monitored closely for skin reactions. If signs and symptoms suggestive of these
reactions appear, brivaracetam should be withdrawn immediately and an alternative treatment
should be considered.

48 Undesirable effects

Tabulated list of adverse reactions

In the table below, adverse reactions, which were identified based on review of the three
placebo-controlled, fixed-dose studies safety database in subjects = 16 years of age and from
post-marketing experience, are listed by System Organ Class and frequency.

The frequencies are defined as follows: very common (= 1/10), common (= 1/100 to < 1/10),
uncommon (= 1/1,000 to < 1/100) and not known (frequency cannot be estimated from
available data). Within each frequency grouping, undesirable effects are presented in order of
decreasing seriousness.

System organ class Frequency Adverse reactions from-chnicattrials

Infections and Common Influenza

infestations

Blood and lymphatic Uncommon Neutropenia

system disorders

Immune system Uncommon Type | hypersensitivity

disorders

Metabolism and Common Decreased appetite

nutrition disorders

Psychiatric disorders Common Depression, anxiety, insomnia, irritability
Uncommon Suicidal ideation, psychotic disorder,

aggression, agitation

Nervous system Very common Dizziness, somnolence

disorders Common Convulsion, vertigo

Respiratory, thoracic Common Upper respiratory tract infections, cough

and mediastinal

disorders

Gastrointestinal Common Nausea, vomiting, constipation

disorders

Skin and subcutaneous | Not known Stevens-Johnson syndrome®

tissue disorders

General disorders and Common Fatigue

administration site

conditions

(@ Adverse reactions reported in post marketing experience.
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