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The following information is intended for healthcare professionals only.
Please refer to the Summary of Product Characteristics for complete prescribing
information for Dysport:

Handling

When preparing and handling Dysport solutions, the use of gloves is recommended. If
Dysport dry powder or reconstituted solution should come into contact with the skin or
mucous membranes, they should be washed thoroughly with water. Reconstitution should
be conducted in compliance with good practice, especially with regard to asepsis.

Dysport is supplied as a powder in a colourless injection vial and must be dissolved in sterile
saline solution before use. Each vial of Dysport 300 contains 300 units of toxin-
haemagglutinin complex. Each vial of Dysport 500 contains 500 units of toxin-
haemagglutinin complex.

Instructions for reconstitution
The uncovered central part of the rubber stopper should be cleaned with alcohol
immediately before piercing the septum. A sterile 23 or 25 gauge needle should be used.

Each vial is for single use only.

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 1 ml 0.6 ml
200U 2.5ml 1.5ml

100 U 5 mlf 3ml

*Preservative-free 0.9 % sodium chloride injection
#When using 5 mL of diluent for a 500 Unit vial of
Dysport, no more than 2.5 mL of preservative-free
saline solution (0.9% Sodium Chloride Injection),
should be introduced into the vial. Complete the
following steps:

1. Reconstitute a 500 Unit vial of Dysport with 2.5 mL
of preservative-free saline solution, gently mix, and
set the vial aside.

2. Withdraw 2.5 mL of preservative-free saline
solution, into a 5 mL syringe.

3. Take the 5 mL syringe with 2.5 mL preservative free
saline solution, and, without inverting, draw up

the Dysport solution from the reconstituted vial and
mix gently. The resulting concentration will be 100
Units/ mL.

4. Use immediately after reconstitution in the syringe.
Dispose of any unused preservative-free saline
solution.

For paediatric cerebral palsy spasticity, which is dosed using unit per body weight, further
dilution may be required to achieve the final volume for injection.

Appearance of product after reconstitution:
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A clear, colourless solution, free from particulate matter.

Instructions for use
The units given for Dysport are specific to the preparation and are not interchangeable
with other preparations of botulinum toxin.

Instructions for the use of Dysport in the symptomatic treatment of focal spasticity
affecting the upper limbs in adults, lower limbs in adults affecting the ankle joint due to
stroke or traumatic brain injury, dynamic equinus foot deformity due to spastic cerebral
palsy in ambulant paediatric patients two years of age or older and focal spasticity of upper
limbs or upper and lower limbs in paediatric cerebral palsy patients, 2 years of age or older
300 units Dysport is diluted with 0.6 ml, 1.5 ml or 3 ml NaCl injection B.P. (0.9% w/v) to a
concentration of 500 units, 200 units or 100 units Dysport per ml, respectively.

500 units Dysport is diluted with 1 ml, 2.5 ml or 5 ml NaCl injection B.P. (0.9% w/v) to a
concentration of 500 units, 200 units or 100 units Dysport per ml, respectively.

Dysport must be administered intramuscularly.

Treatment of Spasmodic torticollis in adults

When treating spastic torticollis,

Dysport 300 units is diluted with 0.6 ml of 0.9% sodium chloride injection to yield a solution
of Dysport with a concentration equivalent to 500 units in 1 ml.

Dysport 500 units is diluted with 1 ml of 0.9% sodium chloride injection to yield a solution of
Dysport with a concentration equivalent to 500 units in 1 ml.

Treatment of blepharospasm and hemifacial spasm in adults

When treating blepharospasm and hemifacial spasm,

Dysport 300 units is diluted with 1.5 ml of 0.9% sodium chloride injection to yield a solution
of Dysport with a concentration equivalent to 200 units in 1 ml.

Dysport 500 units is diluted with 2.5 ml of 0.9% sodium chloride injection to yield a solution
of Dysport with a concentration equivalent to 200 units in 1 ml.

Dysport is administered by subcutaneous injection medially and laterally into the junction
between the preseptal and orbital parts of both the upper and lower orbicularis oculi muscles
of the eyes.

Treatment of Severe primary hyperhidrosis of the axillae

When treating excessive sweating,

Dysport 300 units is diluted with 1.5 ml of 0.9% sodium chloride injection to yield a solution
of Dysport with a concentration equivalent to 200 units in 1 ml.

Dysport 500 units is diluted with 2.5 ml of 0.9% sodium chloride injection to yield a solution
of Dysport with a concentration equivalent to 200 units in 1 ml.

Treatment of glabellar lines and/or lateral canthal lines in adults

When treating glabellar lines and/or lateral canthal lines,

Dysport 300 units is diluted with 1.5 ml of 0.9% sodium chloride injection to yield a solution
of Dysport with a concentration equivalent to 200 units in 1 ml.

Dysport 500 units is diluted with 2.5 ml of 0.9% sodium chloride injection to yield a solution
of Botulinum Toxin Type A with a concentration equivalent to 200 units in 1 ml.

Dysport is administered by intramuscular injection.
For further information see Section 4.2, Posology and method of administration, in the
Summary of Product Characteristics.

Disposal
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Immediately after treatment of the patient, any residual Dysport which may be present in
either vial or syringe should be inactivated with dilute hypochlorite solution (1 % available
chlorine).

Spillage of Dysport should be wiped up with an absorbent cloth soaked in dilute hypochlorite
solution.

Any unused product or waste material should be disposed of appropriately.

DYSP-PIL-0826-V1 Page 12 of 12



