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INFORMATION FOR THE HEALTHCARE PROFESSIONAL

The following information is intended for healthcare
professionals only:

The lyophilised medicinal product takes 15-20 minutes to
dissolve, although in some cases it may take longer. The fully
reconstituted medicinal product will appear clear to slightly
opalescent, colourless to pale brownish-yellow and may have
a few small bubbles or foam around the edge of the vial.
Because of the viscosity of the reconstituted medicinal product
care must be taken to withdraw all of the medicinal product
from the vial before expelling any air or excess solution from
the syringe in order to obtain the 1.2 ml.

To prepare Xolair 150 mg vials for subcutaneous
administration, please adhere to the following instructions:

1. Draw 1.4 ml of water for injections from the ampoule into a 3 ml
syringe equipped with a large-bore 18-gauge needle.

2. With the vial placed upright on a flat surface, insert the needle
and transfer the water for injections into the vial containing
the lyophilised powder using standard aseptic techniques,
directing the water for injections directly onto the powder.

3. Keeping the vial in an upright position, vigorously swirl it
(do not shake) for approximately 1 minute to evenly wet the
powder.

4. To aid in dissolution after completing step 3, gently swirl the
vial for 5-10 seconds approximately every 5 minutes in order
to dissolve any remaining solids.

Note that in some cases it may take longer than 20 minutes
for the powder to dissolve completely. If this is the case,
repeat step 4 until there are no visible gel-like particles in
the solution.

When the medicinal product is fully dissolved, there should
be no visible gel-like particles in the solution. Small bubbles
or foam around the edge of the vial are common. The
reconstituted medicinal product will appear clear to lightly
opalescent, colourless to pale brownish-yellow. Do not use
if solid particles are present.

5. Invert the vial for at least 15 seconds in order to allow the
solution to drain towards the stopper. Using a new 3-ml
syringe equipped with large-bore, 18-gauge needle, insert
the needle into the inverted vial. Keeping the vial inverted
position the needle tip at the very bottom of the solution in
the vial when drawing the solution into the syringe. Before
removing the needle from the vial, pull the plunger all the way
back to the end of the syringe barrel in order to remove all of
the solution from the inverted vial.

6. Replace the 18-gauge needle with a 25-gauge needle for
subcutaneous injection.

7. Expel air, large bubbles, and any excess solution in order to
obtain the required 1.2 ml dose. A thin layer of small bubbles
may remain at the top of the solution in the syringe. Because
the solution is slightly viscous, it may take 5-10 seconds to
administer the solution by subcutaneous injection.

The vial delivers 1.2 ml (150 mg) of Xolair. For a 75 mg
dose, draw up 0.6 ml into the syringe and discard the
remaining solution.

8. The injections are administered subcutaneously in the deltoid
region of the arm, the lower abdomen (but not the area
5 centimetres around the navel), or the thigh.
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