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Each tablet contains 25 or 50 or 75 or 100 or 150 or 200 or 225 or 300 mg of Pregabalin.
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Lyrica is indicated for:
- Treatment of peripheral and central neuropathic pain in adults.
- Management of fibromyalgia.
- Treatment of Generalised Anxiety Disorder (GAD) in adults.
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4.4 Special warnings and precautions for use

Severe cutaneous adverse reactions (SCARS)

SCARs including Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN), which can be life-
threatening or fatal, have been reported rarely in association with pregabalin treatment. At the time of
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If signs and symptoms suggestive of these reactions appear, pregabalin should be withdrawn immediately
and an alternative treatment considered (as appropriate).

Suicidal ideation and behaviour

Suicidal ideation and behaviour have been reported in patients treated with anti-epileptic agents in several
indications. A meta-analysis of randomised placebo controlled studies of anti-epileptic drugs has also shown
a small increased risk of suicidal ideation and behaviour. The mechanism of this risk is not known.

Cases of suicidal ideation and behaviour have been observed in patients treated with pregabalin in the
postmarketing experience (see section 4.8). An epidemiological study using a self-controlled study design
(comparing treatment periods with non-treatment periods within an individual) showed evidence of an
increased risk of new onset of suicidal behaviour and death by suicide in patients treated with pregabalin.

Patients (and caregivers of patients) should be advised to seek medical advice should signs of suicidal
ideation or behaviour emerge. Patients should be monitored for signs of suicidal ideation and behaviour and
appropriate treatment should be considered. Discontinuation of pregabalin treatment should be considered in
case of suicidal ideation and behaviour.

4.8 Undesirable effects

Psychiatric disorders
Rare: Disinhibition, suicidal behaviour, suicidal ideation

Skin and subcutaneous tissue disorders
Rare: Toxic epidermal necrolysis, Stevens-Johnson syndrome, cold sweat
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