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monobasic monohydrate.
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Fabrazyme 35 mg

The powder for concentrate for solution for infusion has to be reconstituted with water for
injection, diluted with 0.9% sodium chloride solution for injection and then administered
by intravenous infusion.

Aseptic Technique should be used.

The number of vials should be determined to be reconstituted based on the individual
patient’s weight and the required vials should be removed from the refrigerator in order to
allow them to reach room temperature (in approximately 30 minutes). Each vial of
Fabrazyme is intended for single use only.

Reconstitution

Each vial of Fabrazyme 35 mg has to be reconstituted with 7.2 ml water for
injections. Forceful impact of water for injection on the powder and foaming should be
avoided. This is done by slow drop-wise addition of the water for injection down the inside
of the vial and not directly onto the lyophilisate. Each vial should be rolled and tilted gently.
The vial should not be inverted, swirled or shaken.

The reconstituted solution contains 5 mg agalsidase beta per ml, and appears as a clear
colourless solution. The pH of the reconstituted solution is approximately 7.0. Before
further dilution, the reconstituted solution in each vial should be visually inspected for
particulate matter and discolouration. The solution should not be used if foreign particles are
observed or if the solution is discoloured.

After reconstitution it is recommended to promptly dilute the vials to minimise protein
particle formation over time.

Dilution

Prior to adding the reconstituted volume of Fabrazyme required for the patient dose, it is
recommended to remove an equal volume of 0.9% sodium chloride solution for injection
from the infusion bag.

The airspace within the infusion bag should be removed to minimise the air/liquid interface.
7.0 ml (equal to 35 mg) of the reconstituted solution from each vial up to the total volume
required should be slowly withdrawn for the patient dose. Filter needles should not be used
and foaming should be avoided.

The reconstituted solution should slowly be injected directly into the 0.9% sodium chloride
solution for injection (not in any remaining airspace) to a final concentration between

0.05 mg/ml and 0.7 mg/ml. The total volume of sodium chloride 0.9% solution for infusion
should be determined (between 50 and 500 ml) based on the individual dose. For doses lower
than 35 mg a minimum of 50 ml should be used, for doses 35 to 70 mg use a minimum of
100 ml, for doses 70 to 100 mg use a minimum of 250 ml and for doses greater than 100 mg
use only 500 ml. The infusion bag should be gently inverted or lightly massaged to mix the
diluted solution. The infusion bag should not be shaken or excessively agitated.

Administration

It is recommended to administer the diluted solution through an in-line low protein-binding
0.2 um filter to remove any protein particles which will not lead to any loss of agalsidase beta
activity.The initial infusion rate should be no more than 0.25 mg/min (15 mg/hour) to



minimise the potential occurrence of infusion-associated reactions. After patient tolerance is
established, the infusion rate may be increased gradually with subsequent infusions.

Any unused product or waste material should be disposed of in accordance with local
requirements.
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