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Baclofen sintetica 2mag/ml
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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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4.4 Special warnings and precautions for use
Psychotic disorders, schizophrenia, confusional states or Parkinson's disease may be
exacerbated by treatment with oral baclofen. Patients suffering from these conditions should
therefore be treated cautiously and kept under close surveillance.
Close supervision of patients with additional risk factors for suicide should accompany
therapy with Baclofen Sintetica. 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 (see section
4.8 — Psychiatric disorders).
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