Laxifen

Baclofen

COMPOSITION
Laxifen 5 Tablet: Each tablet contains Baclofen BP 5 mg.
Laxifen 10 Tablet: Each tablet contains Baclofen BP 10 mg.

PHARMACOLOGY

Laxifen (Baclofen) is an effective muscle relaxant and antispastic agent
with a spinal site of action. Its mode of action is not fully understood
Laxifen (Baclofen) inhibits both monosynaptic 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 Laxifen (Baclofen) also exerts an antinociceptive effect but
the clinical significance of this is unknown.

INDICATION

® Spasm

o Reflex muscle contractions

e Indirect effects of treatment with Baclofen include, improved sleep
patterns, improvement in bladder and sphincter function and helps in
the prevention and healing of decubitus ulcers

Spasticity resulting from multiple sclerosis

Spinal cord injuries and other spinal cord diseases

Muscle spasm of cerebral origin especially infantile cerebral palsy
Cerebrovascular accidents or neoplastic or degenerative brain disease
e Tension-type headache

DOSAGE AND ADMINISTRATION

Adults and Children over 10 years: 5 mg 3 times a day preferably with or
after food, gradually increased max: 100 mg daily.

Chilren<10 years: Treatment is usually started with 2.5 mg (2.5 ml)
given 4 times daily then raised according to requirement. daily mainten-
nence dose -

12 months - 2 Years : 10- 20 mg (10-20 ml)

2 years -6years  :20-30 mg (20-30 ml)

6 years -10 years  :30- 60 mg (30-60 ml)

CONTRAINDICATION
Laxifen (Baclofen) tablet is contraindicated in patients with hypersensitivi-
ty to Baclofen and peptic ulceration.

WARNINGS AND PRECAUTIONS

Psychiatric and nervous system disorders: Psychotic disorders,
schizophrenia, depressive or manic disorders, confusional states or
Parkinson's disease may be exacerbated by treatment with Baclofen.
Patients suffering from these conditions should therefore be treated
cautiously and kept under close surveillance. Epilepsy: Baclofen may also
exacerbate epileptic manifestations but can be employed provided
appropriate supervision and adequate anticonvulsive therapy are
maintained. Others: Baclofen should be used with extreme care in
patients already receiving antihypertensive therapy. Baclofen should be
used with caution in patients suffering from cerebrovascular accidents or
from respiratory or hepatic impairment. Renal impairment: Signs of
overdose have been observed in patients with renal impairment taking
oral Baclofen at doses of more than 5 mg per day. Baclofen should be
used with caution in patients with renal insufficiency and should only be
administered to patients with end-stage renal failure (CKD stage 5, GFR <
15 mL/min) when benefit outweighs risk.

SIDE EFFECTS

Unwanted 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. They are often transitory and can be
attenuated or eliminated by reducing the dosage; they are seldom severe
enough to necessitate withdrawal of the medication. Should nausea
persist following a reduction in dosage, it is recommended that Baclofen
be ingested with food or a milk beverage. In patients with a history of
psychiatric illness or with cerebrovascular disorders (e.g. stroke) as well

as in elderly patients, adverse reactions may assume a more Serious
form. Lowering of the convulsion threshold and convulsions may occur,
particularly in epileptic patients. Nervous system disorders: Very
common- Sedation, somnolence; Common Respiratory depression,
lassitude, exhaustion, confusional state, dizziness, headache, insomnia,
euphoric mood, depression, muscular weakness, ataxia, tremor, halluci-
nations, nightmares, myalgia, nystagmus, dry mouth; Rare-Paraesthesia,
dysarthria, dysgeusia; Very rare- Hypothermia.

USE IN PREGNANCY AND LACTATION

During pregnancy, especially in the first 3 months, Baclofen 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. In mothers taking
Baclofen in therapeutic doses, the active substance passes into the breast
milk, but in quantities so small that no undesirable effects on the infant
are to be expected.

DRUG INTERACTIONS

Where Baclofen is taken concomitantly with other drugs acting on the
CNS, with synthetic opiates or with alcohol, increased sedation may
occur. The risk of respiratory depression is also increased. Careful
monitoring of respiratory and cardiovascular functions is essential
especially in patients with cardiopulmonary disease and respiratory
muscle weakness. During concurrent treatment with tricyclic antidepres-
sants, the effect of Baclofen may be potentiated, resulting in pronounced
muscular hypotonia. Since concomitant treatment with Baclofen and
anti-hypertensives is likely to increase the fall in blood pressure, the
dosage of antihypertensive medication should be adjusted accordingly. In
patients with Parkinson's disease receiving treatment with Baclofen and
levodopa plus carbidopa, there have been reports of mental confusion,
hallucinations, nausea and agitation.

OVERDOSE

Symptoms: Prominent features are signs of central nervous depression
drowsiness, impairment of consciousness, respiratory depression,
coma. Also liable to occur are: confusion, hallucinations, agitation,
accommodation disorders, absent pupillary reflex, generalised muscular
hypotonia, myoclonia, hyporeflexia or areflexia, convulsions, EEG
changes (burst suppression pattern and triphasic waves), peripheral
vasodilatation, hypotension or hypertension, bradycardia, tachycardia or
cardiac arrhythmias, hypothermia, nausea, vomiting, diarrhoea,
hypersalivation, elevated LDH, AST and ALP values.

STORAGE .
Do not store above 30 C. protect from light & moisture. Keep out of the
reach of children.

HOW SUPPLIED
Laxifen 5 Tablet: Each box contains 3x10 tablets in blister pack.
Laxifen 10 Tablet: Each box contains 3x10 tablets in blister pack.

| Manufactured by
National Drug Co. Lid.
National  Bangalpara, Dhamrai, Dhaka.
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