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Dysport 300 300 vaivorT
Dysport 500 500 vaooT

Powder for solution for injection

Clostridium botulinum type A toxin-haemagglutinin complex : '7'v9 2 n
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Dysport is indicated for symptomatic treatment of focal spasticity of:
- Upper limbs in adults due to stroke or traumatic brain injury.
- Lower limbs in adults affecting the ankle joint due to stroke or traumatic brain
injury (TBI).
- Dynamic equinus foot deformity in ambulant paediatric cerebral palsy patients,
two years of age or older.
- Upper limbs in pediatric cerebral palsy patients, two years of age or older.

Dysport is indicated in adults for symptomatic treatment of:
- Spasmodic torticollis
- Blepharospasm
- Hemifacial spasm

Dysport is indicated for symptomatic treatment of persistent severe primary hyperhidrosis of
the axillae, which interferes with the activities of daily living and is resistant to topical
treatment.

Dysport is indicated for the temporary improvement in the appearance of moderate to severe:

- Glabellar lines (vertical lines between the eyebrows) seen at frown and/or
- Lateral canthal lines (crow’s feet lines) seen at maximum smile
in adult patients under 65 years, when the severity of these lines has an important
psychological impact on the patient.
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4.4 Special warnings and precautions for use

[...]

Cases of iatrogenic botulism have been reported following injection of botulinum toxin
products.

[...]

Dry eye has been reported with the use of Dysport in the treatment of glabellar lines, lateral
canthal lines, blepharospasm and hemifacial spasm (see section 4.8). Reduced tear
production, reduced blinking, and corneal disorders, may occur with the use of botulinum
toxins, including Dysport.

[.--]

Patients and their care-givers must be warned of the necessity to seek immediate medical
treatment if they experience any signs or symptoms consistent with the spread of botulinum
toxin effect or in case of swallowing, speech or respiratory problems.

[..]

49 Overdose

[...]

General supportive care is advised. In the event of overdose or spread of toxin, the patient
should be medically monitored for signs and/or symptoms of excessive muscle weakness or
muscle paralysis. Symptomatic treatment should be instigated if necessary.

[.]
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44 Special warnings and precautions for use

[...]

When treating glabellar lines, it is essential to study the patient’s facial anatomy prior to
administration. Facial asymmetry, ptosis, excessive dermatochalasis, scarring and any
alterations to this anatomy, as a result of previous surgical interventions should be taken into
consideratio

6.4 Special precautions for storage
Unopened vial:

Store in a refrigerator (2°C - 8°C).

Do not freeze.
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6.6 Special precautions for disposal and other handling

[.]

Instructions for reconstitution

[...]
Reconstitution instructions are specific for each of the 300 unit vial and the 500 unit vial.
These volumes yield concentrations specific for the use for each indication.

Resulting Dose Diluent* per Diluent* per
Unit per ml 500 U vial 300 U vial
500U I ml 0.6 ml
200U 2.5ml 1.5 ml

100 U 5 mlg 3 ml

*Preservative-free 0.9 % sodium chloride injection
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Instructions for reconstitution

[...]
Reconstitution instructions are specific for each of the 300 unit vial and the 500 unit
vial. These volumes yield concentrations specific for the use for each indication.

Resulting Dose Diluent™* per Diluent™* per
Unit per ml 500 U vial 300 U vial
500U I ml 0.6 ml
200U 2.5ml 1.5ml

100 U 5 mlg 3ml

*Preservative-free 0.9 % sodium chloride injection
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