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Baclofen Sintetica is indicated in patients with severe chronic spasticity resulting from trauma,
multiple sclerosis or other spinal cord disorders, who are unresponsive to oral baclofen or
other orally administered antispastic agents and/or those patients who experience
unacceptable side effects at effective oral doses.
Baclofen Sintetica is effective in adult patients with severe chronic spasticity of cerebral origin,
resulting e.g. from cerebral palsy, brain trauma or cerebrovascular accident; however, clinical
experience is limited.
Pediatric population:
Baclofen Sintetica is indicated in patients aged 4 to <18 years with severe chronic spasticity
of cerebral origin or of spinal origin (associated with injury, multiple sclerosis, or other spinal
cord diseases) who are unresponsive to orally administered antispastics (including oral
baclofen) and/or who experience unacceptable side effects at effective oral doses.
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4.2 Posology and method of administration

Treatment withdrawal (including associated with catheter or device malfunction)
In most cases, symptoms of withdrawal appeared within hours to a few days
following interruption of baclofen therapy. Common reasons for abrupt
interruption of intrathecal baclofen therapy included malfunction of the catheter
(especially disconnection), low volume in the pump reservoir, end of pump
battery life and device malfunction. Device malfunction resulting in altered drug
delivery leading to withdrawal symptoms including death has been reported.

4.6 Fertility, pregnancy and lactation

Women of child bearing potential

Preconceptual counselling before programmable baclofen pump placement and in
women with intrathecal baclofen pumps already implanted is recommended to
ensure proper preparation and management throughout pregnancy and the
peripartum period.

4.8 Undesirable effects

Adverse events associated with the delivery system

Adverse events associated with the delivery system (inflammatory mass at the tip of the
catheter, catheter dislocation with possible complications, pocket infection, meningitis,
overdose due to wrong manipulation of the device) have been reported.
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Device malfunction resulting in altered drug delivery leading to withdrawal symptoms including
death has been reported.
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https://data.health.gov.il/drugs/index.html#!/byDrug
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