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Spinofen

Baclofen

COMPOSITION :
Spinofen tablet:Each tablet contains Baclofen BP 10 mg.

PHARMACOLOGY :

Baclofen is an effective muscle relaxant and antispastic agent. Baclofen inhibits both menosynaptic
and polysynaptic reflexes at the spinal level by stimulating the GABA-B receptors, which inhibits
the release of glutamate and aspartate. It may also act at intraspinal sites producing CNS
depression. Neuromuscular transmission is not affected by Baclofen. Baclofen also exerts an
antinociceptive effect.

THERAPEUTIC INDICATIONS :
Spinofen is indicated for
* Spasm
# Tension type headache
» The alleviation of Spasticity resulting from multiple sclerosis
o Spinal cord diseases
o Muscle spasm of cerebral origin especially infantile cerebral palsy
o Cerebrovascular accidents or neoplastic or degenerative brain disease

DOSAGE & ADMINISTRATION :

Adults : 5mg 3 times daily. Maximum dosage 40-80mg daily in divided doses.

Children : Treatment should be started at a very low dose eg. 0.3 mg/kg per day in divided
doses.The dosage should be raised cautiously at 1-2 week intervals until it is sufficient for the
child's individual needs. The usual dosage range for maintenance therapy is 0.75 to 2 mg/kg body
weight per day. In children aged over 10 years a maximum daily dose of 2.5mg/kg body weight
may be given.

UNDESIRABLE EFFECTS :
The most common side-effects include drowsiness, nausea, dizziness, lassitude, lightheadedness,
confusion, fatigue, muscular pain and weakness and hypotension.

DRUG INTERACTIONS :

Alcohol and other CNS depressants may exacerbate the CNS effects of baclofen and should be
avoided, severe aggravation of hyperkinetic symptoms may possibly occur in patients taking
lithium. There may be increased weakness if baclofen is given to patients taking a tricyclic
antidepressant and there may be an increased hypotensive effect if it is given to patients receiving
antihypertensive therapy. Ibuprofen and other drugs that produce renal insufficiency may reduce
baclofen excretion leading to toxicity.

USE IN PREGNANCY & LACTATION :

Pregnancy

The safety of baclofen in women who are or who may become pregnant has not been established.
Lactation

Use of baclofen in lactating women is not recommended. If therapy is considered essential,
alternative feeding arrangment should be made.

PRECAUTIONS :

Baclofen stimulates gastric acid secretion and should be used with caution in patients with a
history of peptic ulcer and avoided in those with active peptic ulcer disease. Liver function should
be monitored in patients with liver disease; patients with renal impairment need a reduced dose.
Baclofen should be used with caution in patients with respiratory impairment. Observations of
increased blood sugar concentrations suggest caution in patients with diabetes mellitus, Care is
also required in the elderly, in whom adverse effects may be more common and in patients with
cerebrovascular disease (who tolerate baclofen poorly). Baclofen may cause drowsiness; patients
affected should not drive or operate machinery.

CONTRAINDICATIONS :
Baclofen is contraindicated in patients with hypersensitivity to any component of this product.

STORAGE CONDITIONS :
Store in a cool and dry place, away from light. Keep out of the reach of children.

COMMERCIAL PACK:
Spinofen tablet: Each commercial box contains 3 x 10 tablets in Alu-PVC blister pack.

Manufactured By :

Sharif Pharmaceuticals Ltd.

Rupganj, Narayanganj, Bangladesh.
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