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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

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

[***]

4.4  Special Warnings and precautions for use

Visual Field Defects (VFD)

However, the VFDs reported in patients receiving vigabatrin have ranged from mild to severe. Severe
cases may be characterized by tunnel vision. Blindness was also reported in severe cases.

Visual acuity

The prevalence of reduced visual acuity in vigabatrin treated patients is unknown.

Retinal disorder, blurred vision, optic atrophy or optic neuritis may lead to decrease in visual acuity
(see section 4.8). Visual acuity should be assessed during ophthalmological consultations, before
initiation of vigabatrin treatment and at six-month intervals during treatment.

[***]
4.8. Undesirable effects

|Very common |Common Uncommon (Rare Very rare Not known
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Eye disorders

visual field
defect

vision blurred,
diplopia,
nystagmus

retinal disorder
(such as peripheral
retinal atrophy)

optic atrophy

Reduced visual
acuity

[***]
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