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L-arginine hydrochloride, L-histidine hydrochloride monohydrate, L-histidine, Polysorbate 20
and Water for injections.
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The following information is intended for healthcare
professionals only:

INSTRUCTIONS FOR USE OF XOLAIR PRE-FILLED SYRINGE
Read ALL the way through these instructions before injecting. The
box contains Xolair pre-filled syringe(s) individually sealed in a
plastic tray.

Xolair PFS 0.5 ml solution (75 mg)

Finger grips Syringe E(I;;rljger

guard wings

g

Syringe guard
Viewing window
Label & expiry date

Needle cap

|

Xolair PFS 1 ml solution (150 mg)

Finger grips Syringe Plunger
Need| Syringe guard guard wings head
eedle cap Viewing window Plunger
i Label & expiry date i

After the medicine has been injected, the syringe guard will be
activated to cover the needle. This is intended to protect against
accidental needlestick injuries.

Other items you need for your injection:

The injection site
The injection site is the place on the body where
you are going to use the syringe.

» The recommended site is the front of the thighs.
You may also use the lower abdomen, but not
the area 5 centimeters around the navel (belly
button).

+ If you need to give more than one injection for
the full dose, choose a different injection site
each time you inject.

» Do notinjectinto areas where the skin is tender,
bruised, red or hard. Avoid areas with scars or
stretch marks.

Hold the syringe as shown. Slowly
depress the plunger as far as it will go
so that the plunger head is completely
between the syringe guard wings.

If a healthcare professional is giving the injection,

/\ the outer upper arms may also be used. Keep the plunger fully depressed

while you carefully lift the needle
straight out from the injection site.

Preparing Xolair PFS

Note: Depending on the dose prescribed by the doctor, you may need
to prepare one or more pre-filled syringes and inject the contents of
them all. The following table gives examples of how many injections
of each dose strength is needed for a given dose:

Dose  Syringes needed for the dose
75mg  1blue

Slowly release the plunger and allow
the syringe guard to automatically
cover the exposed needle.

There may be a smallamount of blood
at the injection site. You can press a
cotton ball or gauze over the injection
site and hold it for 30 seconds. Do
not rub the injection site. You may
cover the injection site with a small
adhesive bandage, if needed.

150 mg 1 purple (150 mg

225mg 1blue (75mg) + 1 purple (150 mg

300 mg 2 purple (150 mg

450 mg 3 purple (150 mg

I

¢ Alcohol swab
+ QO+ B
)
Important safety information

+ Cotton ball or gauze

» Sharps disposal container

Caution: Keep the syringe out of the sight and reach of

children.

* The needle cap of the syringe may contain dry rubber (latex),
which should not be handled by anyone who is sensitive to this
substance.

» Do not open the sealed outer box until you are ready to use this
medicine.

* Do not use this medicine if either the seal on the outer box or the
seal of the plastic tray is broken, as it may not be safe for you to
use.

* Do not use if the syringe has been dropped onto a hard surface
or dropped after removing the needle cap.

* Never leave the syringe where others might tamper with it.

* Do not shake the syringe.

» Be careful not to touch the syringe guard wings before use. If the
wings are touched, the syringe guard may be activated too early.

* Do not remove the needle cap until just before you give the
injection.

* The syringe cannot be re-used. Dispose of the used syringe
immediately after use in a sharps container.

Storage of Xolair PFS

« Store this medicine sealed in its outer box to protect it from light.
Store in the refrigerator between 2°C and 8°C. DO NOT FREEZE.

* Remember to take the syringe out of the refrigerator and allow it
to reach room temperature (25°C) before preparing it for injection
(it will take about 30 minutes). Leave the syringe in the box to
protect it from light. The total time that the syringe is kept at room
temperature (25°C) before use must not exceed 48 hours.

* Do not use the syringe after the expiry date which is stated on
the outer box and syringe label. If it has expired, return the entire
pack to the pharmacy.

-y =y -y =y
|y |y |y |y Yy
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525mg 1blue (75mg) + 3purple (150 mg ’ Disposal instructions

Frrr

1. Take the box containing the syringe out of the refrigerator and
leave it unopened for about 30 minutes so that it reaches room
temperature (leave the syringe in the box to protect it from light).

2.When you are ready to use the syringe, wash your hands thoroughly
with soap and water.

3.Clean the injection site with an alcohol swab.

4.Remove the plastic tray from the box and peel back the paper
cover. Gripping the middle of the blue/purple syringe guard, lift
the syringe out of the tray.

5.Inspect the syringe. The liquid should be clear to slightly cloudy.
Its color may vary from colorless to pale brownish-yellow. You may
see an air bubble, which is normal. DO NOT USE if the syringe is
broken or if the liquid looks distinctly cloudy or distinctly brown,
or contains particles. In all these cases, return the entire pack to
the pharmacy.

6.Holding the syringe horizontally, look into the viewing window to
check the expiry date printed on the label. Note: It is possible to
rotate the inner part of the syringe assembly so that the label can
be read in the viewing window. DO NOT USE if the product has
expired. If expired, return the entire pack to the pharmacy.

( )
( )
( )
375mg 1blue (75mg) + 2 purple (150 mg)
( )
( )
( )

600 mg 4 purple (150 mg Dispose of the used syringe
immediately in a sharps container
(closable, puncture-resistant
container). For the safety and health
of you and others, needles and used
syringes must never be re-used. Any
unused medicinal product or waste
material should be disposed of in
accordance with local requirements.
Do not throw away any medicines via

wastewater or household waste.

How to use Xolair PFS

Carefully remove the needle cap from
the syringe. Discard the needle cap.
You may see a drop of liquid at the
end of the needle. This is normal.

Gently pinch the skin at the injection
site and insert the needle as shown.
Push the needle all the way in to
ensure that the medicine can be fully
administered.






