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The vaccine consists of two containers: one multidose vial containing the antigen
(suspension) and a second multidose vial containing the adjuvant (emulsion). The
suspension is a colourless light opalescent liquid. The emulsion is a whitish
homogeneous liquid.

Prior to administration, the two components should be mixed.

Instructions for mixing and administration of the vaccine:

1. Before mixing the two components, the emulsion and suspension should be
shaken and inspected visually for any foreign particulate matter and/or abnormal
physical appearance.

2. The vaccine is mixed by withdrawing the contents of the vial containing the
emulsion by means of a syringe and by adding it to the vial containing the
suspension.

3. After the addition of the emulsion to the suspension, the mixture should be well

shaken. The mixed vaccine is a whitish emulsion. In the event of other variation

being observed, discard the vaccine.

The volume of the vaccine (5 ml) after mixing corresponds to 10 doses of vaccine.

After mixing, the vaccine should be used within one working day.

The vial should be shaken prior to each administration.

Each vaccine dose of 0.5 ml is withdrawn into a syringe for injection. The vaccine

should be allowed to reach room temperature before use.

8. The needle used for withdrawal must be replaced by a needle suitable for
intramuscular injection.

9. Store the vial containing the mixed vaccine in the refrigerator (2°C - 8°C) between
vaccine administration.

NS e
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1. NAME AND COMPOSITION OF THE MEDICINAL PRODUCT

® [nactivated H5N1 Influenza Vaccine (Whole Virion, Vero Cell Derived),

monovalent, strain A / Indonesia / 05 /2005 (H5N1) containing 7.5

micrograms haemagglutinin per 0.5 ml dose.
® Suspension for injection in multi-dose vial.

® The vaccine is adjuvanted with Aluminum hydroxide, hydrated, 0.28 — 0.41

mg Al3+ per 0.5 ml dose.

® This is a multi-dose vial containing 10 doses per vial.
® Each pack contains 20 vials, pack does not contain syringe and needle.

2. INSTRUCTIONS FOR USE AND DISPOSAL

The vaccine should be allowed to reach room temperature before use.
Shake before use. Do not use in case of discoloration or leakage.
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. Remove syringe from sterile cover.

. Syringe plunger must be fully inserted.

B W N =

position.
. Remove air from syringe while still inserted in vial.

AN

. Remove needle guard. If a syringe without needle is used, attach sterile needle.

. Insert needle in multi dose vial and draw 0.5 ml (one dose) from vial in bottom up

. Turn vial bottom down and remove syringe needle from vial.

7. Vaccinate by intramuscular injection into the upper arm (deltoid muscle). If

alcohol is used at the injection site, it should be allowed to dry completely before
vaccination, and should not come in contact with the vaccine. Do not administer

intravascularly.
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8. Do not reapply needle guard.

9. Syringes should be disposed in a closed container. Any unused product or waste
material should be disposed of in accordance with local requirements.

Keep out of the reach and sight of children.

Contains no preservative - vial to be used within one vaccination session.
Please consult the Patient Leaflet or full prescribing information for additional
information on the product.

0707167

Manufactured by Baxter AG, Austria
INSTRUCTIONS FOR USE
Inactivated H5N1 Influenza Vaccine
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