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Polyethylene glycol 4000, Polysorbate 20, Citric acid monohydrate, Disodium hydrogen
phosphate anhydrous, Sodium hydroxide, Sodium dihydrogen phosphate monohydrate,
Water for injection.
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The following information is intended for medical or healthcare professionals only
and should be read by the medical or healthcare professional in conjunction with the
full prescribing information (Summary of Product Characteristics).

The suspension for injection is for single use only. It should be inspected visually for
foreign matter before administration. Do not use if the syringe is not visually free of foreign
matter.

The pack contains a pre-filled syringe and 2 safety needles (a 1%-inch 22-gauge needle
[38.1 mm x 0.72 mm] and a 1l-inch 23-gauge needle [25.4 mm x 0.64 mm]) for
intramuscular injection.

Pre-filled Syringe

22G x 174" 23G x 1"
Gray hub Blue hub

<«—{ Hub —» >
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1. Shake the syringe vigorously for a minimum of 10 seconds to ensure a homogeneous
suspension.

U

2. Select the appropriate needle.

The first initiation dose of Xeplion (150 mg) is to be administered on Day 1 in the DELTOID
muscle using the needle for DELTOID injection. The second initiation dose of Xeplion (100
mg) is to also be administered in the DELTOID muscle one week later (Day 8) using the
needle for DELTOID injection.

If the patient is being switched from risperidone long-acting injection to Xeplion, the first
injection of Xeplion (ranging from 50 mg to 150 mg) can be administered in either the
DELTOID or GLUTEAL muscle using the appropriate needle for the injection site at the
time of the next scheduled injection.

Thereafter, the monthly maintenance injections can be administered in either the
DELTOID or GLUTEAL muscle using the appropriate needle for the injection site.

For DELTOID injection, if the patient weighs < 90 kg, use the 1-inch, 23-gauge needle
(25.4 mm x 0.64 mm) (needle with blue-coloured hub); if the patient weighs = 90 kg, use
the 1%-inch, 22-gauge needle (38.1 mm x 0.72 mm) (needle with grey-coloured hub).
For GLUTEAL injection, use the 1%-inch, 22-gauge needle (38.1 mm x 0.72 mm) (needle
with grey-coloured hub).
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3. Hold the syringe with the tip cap pointing up, remove the rubber tip cap with a gentle
twisting motion.

4. Peel the safety needle blister pouch half way open. Grasp the needle sheath using the
plastic peel pouch. Hold the syringe pointing up. Attach the safety needle to the syringe
using a gentle twisting motion to avoid needle hub cracks or damage. Always check for
signs of damage or leaking prior to administration.
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5. Pull the needle sheath away from the needle with a straight pull. Do not twist the sheath
as the needle may be loosened from the syringe.

i)

6. Bring the syringe with the attached needle in upright position to de-aerate.
De-aerate the syringe by moving the plunger rod carefully forward.

7. Inject the entire contents intramuscularly slowly, deep into the selected deltoid or
gluteal muscle of the patient. Do not administer intravascularly or subcutaneously.
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8. After the injection is complete, use either thumb or finger of one hand (8a, 8b) or a flat
surface (8c) to activate the needle protection system. The system is fully activated
when a ‘click’ is heard. Discard the syringe with needle appropriately.

8a
= \

]

8b
%
e
~ |
\ 4

8c

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