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Treatment in combination with other anti-epileptic drugs for patients with
resistant partial epilepsy with or without secondary generalization, that is
where all other appropriate drug combinations have proven inadequate or
have not been tolerated.
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3. PHARMACEUTICAL FORM

Visual field defects (VFD) have been reported in patients receiving vigabatrin with a high prevalence
(about 1/3 of patients). Frequencies found in an open- clinical study are present in section 5.1. The
onset is usually after months to years of vigabatrin therapy. The degree of visual field restriction may
be severe and this may have practical consequences for the patient. Most of the patients with perimetry-
confirmed defects have been asymptomatic.Hence, this undesirable effect can only be reliably detected
by systematic perimetry which is usually possible only in patients with a developmental age of more
than 9 years. A specifically developed method based on field specific Visual Evoked Potentials (VEP)
is available from the company on request to test the presence of peripheral vision in children aged 3
years and above. At present this method has not been validated in the detection of vigabatrin-attributed
visual field defects. Electroretinography may be useful but should be used only in adults who are
unable to cooperate with perimetry or in the very young (see Visual Field Defects).

Available data suggests that visual field defects are irreversible even after discontinuation of vigabatrin.
A deterioration of VVFD after the treatment is discontinued cannot be excluded.

Therefore, vigabatrin should only be used after a careful assessment of the balance of benefits and risk
compared with alternatives.

Vigabatrin is not recommended for use in patients with any pre-existing clinically significant visual field
defect.

Patients should undergo systematic screening examination when starting vigabatrin and at regular
intervals for detection of visual field defects. Visual field testing should continue at 6-month intervals
for the whole duration of treatment (see Visual Field Defects).

[***]

4.4  Special Warnings and precautions for use

Visual Field Defects (VFD)

Pooled data from prevalence surveys suggest that as many as 1/3 of patients receiving vigabatrin therapy
have VFDs. Males may be at greater risk than females. Frequencies found in an open clinical study are
presented in section 5.1. A possible association between the risk of visual field defects and the extent of
vigabatrin exposure,both in terms of daily dose (from 1 gram to more than 3 grams) and in terms of
duration of treatment (maximum during the first three years) has been shown in this study.

Interactions to be taken into account

The concomitant use of vigabatrin and clonazepam may exacerbate the sedative effect (see section
4.5). Need for concomitant use must be carefully assessed.

[***]
4.5 Interaction with other medicinal products and other forms of interaction

The concomitant use of vigabatrin and clonazepam may exacerbate the sedative effect (see Section 4.4)

[***]
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4.8. Undesirable effects
Very common |Common Uncommon (Rare Very rare Not known

Blood and anaemia

lymphatic system

disorders

Psychiatric agitation, hypomania, [suicide attempt hallucination

disorders* aggression, mania,
nervousness, psychotic
depression, disorder
paranoid
reaction
insomnia .

Nervous system  |somnolence speech disorder, [coordination |encephalopathy** |optic neuritis  [Cases of brain MRI

disorders headache, abnormal abnormalities have
dizziness, (ataxia) been reported (see
paraesthesia, section 4.4).
disturbance in Movement disorder,
attention and including dystonia,
memory dyskinesia and
impairment, hypertonia have
mental been reported, either
impairment alone or in
(thought association with
disturbance), abnormalities in
tremor MRI (see section

4.4).
Eye disorders visual field vision blurred, retinal disorder optic atrophy
defect diplopia, (such as peripheral

nystagmus retinal atrophy)

Gastrointestinal nausea,

disorders vomiting,
abdominal pain

Hepato-biliary hepatitis

disorders

Skin and alopecia . rash angioedema,

subcutaneous urticaria

tissue disorders

Musculoskeletal  |arthralgia

and connective

tissue disorders

General Disorders |fatigue oedema,

and administration irritability

site conditions

Investigations*** weight
increased

[***]
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