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Instructions for Healthcare Professionals
The following information is intended for healthcare professionals only:

WINREVAIR powder and solvent for solution for injection should be reconstituted before use
and administered as a single injection according to patient weight (see section 4.2 of the
Summary of Product Characteristics for recommended dose regimen).

See the separate Instructions for Use booklet provided together with this leaflet for detailed
step by step instructions on how to prepare and administer WINREVAIR powder and solvent
for solution for injection. An overview of the reconstitution and administration instructions is
provided below.

Reconstitution instructions

- Remove the kit from the refrigerator and wait 15 minutes to allow the prefilled
syringe(s) and medicinal product to come to room temperature prior to preparation.

- Check the vial to ensure the medicinal product is not expired. The powder should be
white to off-white and may look like a whole or broken up cake.

- Remove the lid from the vial containing the powder and swab the rubber stopper with
an alcohol wipe.

- Attach the vial adaptor to the vial.

- Visually inspect the prefilled syringe for any damage or leaks and the sterile water
inside to ensure there are no visible particles.

- Break off the cap of the prefilled syringe and attach the syringe to the vial adaptor.

- Inject all of the sterile water from the attached syringe into the vial containing the
powder:

e The prefilled syringe provided with the vial 45 mg contains 1.0 mL of sterile water.
o The prefilled syringe provided with the vial 60 mg contains 1.3 mL of sterile water.
After reconstitution, the 45 mg vial can only provide up to a dose of 0.9 mL of
medicinal product and the 60 mg vial can only provide up to a dose of 1.2 mL of
medicinal product.
The final concentration after reconstitution is 50 mg/mL.

- Gently swirl the vial to reconstitute the medicinal product. Do not shake or vigorously
agitate.

- Allow the vial to stand for up to 3 minutes to allow bubbles to disappear.

- Visually inspect the reconstituted solution. When properly mixed, the reconstituted
solution should be clear to opalescent and colourless to slightly brownish-yellow, and
should not have clumps or powder.

- Unscrew the syringe from the vial adaptor and discard the emptied syringe.

- If prescribed a 2-vial kit, repeat the steps within this section to prepare the second vial.

- Use the reconstituted solution as soon as possible, but no later than 4 hours after
reconstitution.

Dosing syringe preparation

- Before preparing the dosing syringe, visually inspect the reconstituted solution. The
reconstituted solution should be clear to opalescent and colourless to slightly brownish-
yellow, and should not have clumps or powder.

- Swab the vial adaptor with an alcohol wipe.

- Remove the dosing syringe from its packaging and attach the syringe to the vial
adaptor.

- Turn the syringe and vial upside-down and withdraw the appropriate volume for
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injection, based on the patient’s weight.

o If the dose amount requires the use of two vials, withdraw the entire contents of
the first vial and slowly transfer the entire contents into the second vial, to ensure
dose accuracy.

e Turn the syringe and vial upside-down and withdraw the required amount of
medicinal product.

- If necessary, push the plunger in to remove excess medicinal product or air from the
syringe.
- Remove the syringe from the vial adaptor and attach the needle.

Administration instructions

WINREVAIR is to be administered as a single SC injection.

- Select the injection site on the abdomen (at least 5 cm away from navel), upper thigh,
or upper arm and swab with an alcohol wipe. Select a new site for each injection that is
not scarred, tender, or bruised.

e For administration by the patient or caregiver, train them to inject only in the
abdomen or upper thigh (see “Instructions for Use” booklet).

- Perform SC injection.

- Discard the emptied syringe. Do not reuse the syringe.

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

See section 4.4 of the Summary of Product Characteristics for instructions on the traceability
of biological medicinal products.
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