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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.

Baclofen 2 mg/ml :7'v® a'>n
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4.4 Special warnings and precautions for use

Treatment withdrawal

Patients and caregivers should be advised of the importance of keeping scheduled refill
visits and should be educated on the signs and symptoms of baclofen withdrawal
particularly those seen early in the withdrawal syndrome (e.g. priapism)

Scoliosis

The onset of scoliosis or worsening of a pre-existing scoliosis has been reported in
patients treated with Baclofen Sintetica. Signs of scoliosis should be monitored during
treatment with Baclofen Sintetica.

4.8 Undesirable effects

Musculoskeletal and connective tissue disorders
Not Known: Scoliosis

Reproductive system and breast disorders

Not known: Erectile dysfunction
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