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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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2. Qualitative and quantitative composition
Active substance:

bBaclofen 2-mgtmt

Baclofen Sintetica 0.5 mg/ml

1 ml of solution for infusion contains 0.5 mg (500 micrograms) baclofen.
20 ml ampoule contains 10 mg (10,000 micrograms) baclofen.
Excipient with known effect

20 ml ampoule contains 69.3 mg sodium.

Baclofen Sintetica 2 mg/ml

1 ml of solution for infusion contains 2.0 mg (2000 micrograms) baclofen, 3.5 mg sodium
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1 ampoule contains 10 mg (10,000 micrograms) baclofen, 17.5 mg sodium
| 20 ml ampoule

Baclofen Sintetica ampoules 40 mg/20 ml solution for infusion

1 ml of solution for infusion contains 2.0 mg (2000 micrograms) baclofen, 3.5 mg sodium
| 1 ampoule contains 40 mg (40,000 micrograms) baclofen; 69.3 mg sodium

Excipient with known effect
5 ml ampoule contains 17.5 mg sodium.
20 ml ampoule contains 69.3 mg sodium.

4. Clinical particulars
[...]

4.4 Special warnings and precautions for use

[...]

Excipients:
Baclofen Sintetica 0.5 mg/ml and Baclofen Sintetica 2 mg/ml 20 ml ampoules contain 69.3 mg

sodium per dose, equivalent to 3.5% of the WHO recommended maximum daily intake of 2 g
sodium for an adult.

Baclofen Sintetica 2 mg/ml 5 ml ampoule contains 17.5 mg sodium per dose, that is to say
essentially 'sodium-free'

This medicinal product may be diluted with sodium-containing solutions (see section 6.2); this
should be considered in relation to the total sodium from all sources that will be administered

to the patient.

6. Pharmaceutical particulars
[...]

6.5 Nature and contents of container

Baclofen Sintetica 0.5 mg/5 ml

Type | clear colourless glass 20 ml ampoules.

Boxes of 1 ampoule or 5 ampoules containing 20 ml of solution.

Baclofen Sintetica 16-2 mg/5-ml
Type | clear colourless glass 5 ml ampoules
Box of 10 ampoules containing 5 ml of solution.

Type | clear colourless glass 20 ml ampoules
Box of 1 ampoule containing 20 ml of solution.

Not all pack sizes may be marketed.
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