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Each tablet contains 300 or400 mg gabapentin respectively.
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Epilepsy:

- Gabapentin is indicated as adjunctive therapy in the treatment of partial seizures with and
without secondary generalization in adults and adolescents (age 12 and up) with epilepsy.
Treatment of neuropathic pain

- Gabapentin is indicated for the treatment of neuropathic pain in diabetic neuropathy or
post-herpetic neuropathy (neuralgia) in adults.
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4.4. Special warnings and precautions for use

Severe cutaneous adverse reactions (SCARSs)

Severe, cutaneous adverse reactions (SCARSs), including Stevens-Johnson syndrome
(SJS), toxic epidermal necrolysis (TEN) and Drug rash with eosinophilia and systemic
symptoms (DRESS), which can be life-threatening or fatal, have been reported in
association with gabapentin 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symptoms suggestive of these reactions appear, gabapentin should be withdrawn
immediately and an alternative treatment considered (as appropriate).

If the patient has developed a serious reaction such as SJS, TEN or DRESS with the use of
gabapentin, treatment with gabapentin must not be restarted in this patient at any time.

[..]

Paediatric population
The effects of long-term (greater than 36 weeks) gabapentin therapy on learning,
intelligence, and development in children and adolescents have not been adequately
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studied. The benefits of prolonged therapy must therefore be weighed against the potential
risks of such therapy.

[..]

Withdrawal symptoms

After discontinuation of short-term and long-term treatment with gabapentin, withdrawal
symptoms have been observed .

Withdrawal symptoms may occur shortly after discontinuation, usually within 48 hours. Most
frequently reported symptoms include anxiety, insomnia, nausea, pains, sweating, tremor,
headache, depression, feeling abnormal, dizziness, and malaise. The occurrence of
withdrawal symptoms following discontinuation of gabapentin may indicate drug
dependence (see section 4.8). The patient should be informed about this at the start of the
treatment. If gabapentin should be discontinued, it is recommended this should be done
gradually over a minimum of 1 week independent of the indication (see section 4.2).

4.8 Undesirble effects
[...]

Psychiatric disorders
Common hostility, confusion and emotional lability, depression, anxiety,
nervousness, thinking abnormal

Uncommon agitation

Not known suicidal ideation, hallucinations, drug dependence

[.]

Skin and subcutaneous tissue disorders

Common facial oedema, purpura most often described as bruises resulting from
physical trauma, rash, pruritus, ache

Not known Stevens-Johnson syndrome, toxic epidermal necrolysis, angioedema,
erythema multiforme, alopecia, drug rash with eosinophilia and systemic
symptoms (see section 4.4)

[...]

*After discontinuation of short-term and long-term treatment with gabapentin, withdrawal
symptoms have been observed. Withdrawal symptoms may occur shortly after
discontinuation, usually within 48 hours. Most frequently reported symptoms include
anxiety, insomnia, nausea, pains, sweating, tremor, headache, depression, feeling
abnormal, dizziness, and malaise (see section 4.4). The occurrence of withdrawal
symptoms following discontinuation of gabapentin may indicate drug dependence (see
section 4.8). The patient should be informed about this at the start of the treatment. If
gabapentin should be discontinued, it is recommended this should be done gradually over a
minimum of 1 week independent of the indication (see section 4.2).

Under treatment with gabapentin cases of acute pancreatitis were reported. Causality with
gabapentin is unclear (see section 4.4).




In patients on haemodialysis due to end-stage renal failure, myopathy with elevated creatine kinase
levels has been reported.

Respiratory tract infections, otitis media, convulsions and bronchitis were reported only in clinical
studies in children.

Additionally, in clinical studies in children, aggressive behaviour and hyperkinesias were reported
commonly.
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