Abrysvo PIL CC 201025

1986 - (&) paaica) Ualual) daal) o gas Sllgtiall 5 1
Jodd Cda Ada g 335 o sall (3 5u

™ & I
S )
CAall Jolaa jagadl cudag (3 gasa

RSV stabilised prefusion F antigen (subgroup B) 60 mcg
RSV stabilised prefusion F antigen (subgroup A) 60 mcg
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RSV subgroup B stabilised prefusion F antigen 60 mcg"?
RSV subgroup A stabilised prefusion F antigen 60 mcg"?
(RSV antigens)

'glycoprotein F stabilised in the prefusion conformation.
2produced in Chinese Hamster Ovary cells by recombinant DNA technology.
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e mannitol
e sucrose
e sodium chloride
e tris (hydroxymethyl) aminomethane hydrochloride (Tris-HCI)
e tromethamine (Tris base)
e polysorbate 80
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The following information is intended for healthcare professionals only:

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch
number of the administered product should be clearly recorded.

Administration

Abrysvo is for intramuscular use only.

The unopened vial is stable for 5 days when stored at temperatures from 8§°C to 30°C. At the
end of this period Abrysvo should be used or discarded. This information is used to guide

healthcare professionals in case of temporary temperature excursions only.

Storage of reconstituted vaccine

Abrysvo should be used immediately after reconstitution or within 4 hours. Store the
reconstituted vaccine between 15°C and 30°C. Do not freeze reconstituted vaccine.
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Chemical and physical in-use stability has been demonstrated for 4 hours between 15°C and
30°C. From a microbiological point of view, the product should be used immediately. If not
used immediately, in-use storage times and conditions prior to use are the responsibility of the
user.

Preparation for administration

For use of vial of antigens for Abrysvo (powder), pre-filled syringe of solvent and vial
adaptor

The powder must be reconstituted only with the solvent provided in the pre-filled syringe
using the vial adaptor.

Pre-filled syringe containing solvent for Vial containing antigens Vial
Abrysvo for Abrysvo (powder) adaptor
Syringe Luer lock adaptor Vial stopper (with flip off cap

cap removed)

Step 1. Attach vial adaptor

o Peel off the top cover from the vial adaptor packaging and remove the flip off
cap from the vial.

e While keeping the vial adaptor in its packaging, centre over the vial’s stopper
and connect with a straight downward push. Do not push the vial adaptor in at
an angle as it may result in leaking. Remove the packaging.

Step 2. Reconstitute the powder component (antigens) to form Abrysvo

o For all syringe assembly steps, hold the syringe only by the Luer lock adaptor.
This will prevent the Luer lock adaptor from detaching during use.

e Twist to remove the syringe cap, then twist to connect the syringe to the vial
adaptor. Stop turning when you feel resistance.

o Inject the entire contents of the syringe into the vial. Hold the plunger rod

down and gently swirl the vial until the powder is completely dissolved Do not
shake.
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Step 3. Withdraw reconstituted vaccine

o Invert the vial completely and slowly withdraw the entire contents into the
syringe to ensure a 0.5 mL dose of Abrysvo.

e Twist to disconnect the syringe from the vial adaptor.

e Attach a sterile needle suitable for intramuscular injection.

The prepared vaccine is a clear and colourless solution. Visually inspect the vaccine for large
particulate matter and discolouration prior to administration. Do not use if large particulate
matter or discolouration is found.

Disposal

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