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Lioresal 10/25 mg tablets
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Lioresal is indicated for muscle spasticity of various origins.
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4.3 Contra-indications
e Peptic ulceration
4.4 Special warnings and precautions for use

Psychiatric and nervous system disorders
Psychotic disorders, schizophrenia, depressive or manic disorders, confusional states or Parkinson's disease
may be exacerbated by treatment with Lioresal.

Suicide and suicide-related events have been reported in patients treated with baclofen. In most cases, the
patients had additional risk factors associated with an increased risk of suicide including alcohol use
disorder, depression and/or a history of previous suicide attempts. Close supervision of patients with
additional risk factors for suicide should accompany drug therapy. Patients (and caregivers of patients)
should be alerted about the need to monitor for clinical worsening, suicidal behaviour or thoughts or unusual
changes in behaviour and to seek medical advice immediately if these symptoms present.

Cases of misuse, abuse and dependence have been reported with baclofen. Caution should be exercised in
patients with a history of substance abuse and the patient should be monitored for symptoms of baclofen
misuse, abuse or dependence e.g. dose escalation, drug-seeking behaviour, development of tolerance.

Epilepsy
Lioresal may also exacerbate epileptic manifestations but can be employed provided appropriate supervision
and adequate anticonvulsive therapy are maintained.

Others
Lioresal should be used with extreme care in patients already receiving antihypertensive therapy,
(see section 4.5).



Renal impairment

Neurological signs and symptoms of overdose including clinical manifestations of toxic
encephalopathy (e.g. confusion, disorientation, somnolence and depressed level of
consciousness) have been observed in patients with renal impairment taking oral baclofen at
doses of more than 5mg per day. Patients with impaired renal function should be closely monitored
for prompt diagnosis of early symptoms of toxicity.

Cases of baclofen toxicity have been reported in patients with acute renal failure (see section 4.9).

Abrupt withdrawal:

Treatment should always, (unless serious adverse effects occur), be gradually discontinued by
successively reducing the dosage over a period of about 1-2 weeks. Anxiety and confusional state,
delirium, hallucination, psychotic disorder, mania or paranoia, convulsion (status epilepticus),
dyskinesia, tachycardia, hyperthermia, rhabdomyolysis ...

Drug withdrawal reactions including postnatal convulsions in heonates have been reported after
intrauterine exposure to oral Lioresal (see section 4.6).

Treatment should always, (unless serious adverse effects occur), therefore be gradually
discontinued by successively reducing the dosage over a period of about 1-2 weeks.

Paediatric patients
Use in this patient population should be based on the physician’s consideration of individual
benefit and risk of therapy.

4.6 Pregnancy and lactation

Pregnancy

During pregnancy, especially in the first 3 months, Lioresal should only be employed if its use is of
vital necessity. The benefits of the treatment for the mother must be carefully weighed against the
possible risks for the child. Baclofen crosses the placental barrier.

Foetal/neonatal adverse reactions
Drug withdrawal reactions including postnatal convulsions in neonates have been reported after
intra-uterine exposure to oral Lioresal (see section 4.4).

4.8 Undesirable effects

Adverse effects occur mainly at the start of treatment (e.g. sedation, somnolence and nausea), if
the dosage is raised too rapidly, if large doses are employed, or in elderly patients.

Should nausea persist following a reduction in dosage, it is recommended that Lioresal be ingested with food
or a milk beverage.

An undesirable degree of muscular hypotonia - making it more difficult for patients to walk or fend
for themselves - may occur and can usually be relieved by re-adjusting the dosage (i.e. by
reducing the doses given during the day and possibly increasing the evening dose).

Nervous system disorders

Unknown: Sleep Apnoea syndrome*

*Drug withdrawal syndrome including postnatal convulsions in neonates has also been reported
after intra-uterine exposure to oral Lioresal.



* Cases of central sleep apnoea syndrome have been observed with baclofen at high doses (= 100
mgq) in patients who are alcohol dependent.

4.9 Overdose

Symptoms: rhabdomyolysis. Patients with renal impairment can develop signs of overdose even
on low doses of oral Lioresal (see section 4.2 and section 4.4).
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