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Respiratory Syncytial Virus (RSV) vaccine (recombinant, adjuvanted)

Powder and suspension for suspension for injection
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Before reconstitution, the powder (antigen) vial contains:
RSVPreF3! antigen 163 micrograms

After reconstitution, one dose (0.5 mL) contains:
RSVPreF3! antigen 120 micrograms

! Respiratory Syncytial Virus recombinant glycoprotein F stabilised in the pre-
fusion conformation = RSVPreF3
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Arexvy is indicated for active immunisation for the prevention of lower respiratory tract disease (LRTD)
caused by respiratory syncytial virus in adults 60 years of age and older.
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1. NAME OF THE MEDICINAL PRODUCT
AREXVY

Respiratory Syneytial Virus (RSV) vaceine (recombinant, adjuvanted)

4.4 Special warnings and precautions for use

Prior to immunisation

Appropriate medical treatment and supervision should always be readily available in case of an
anaphylactic event following the administration of the vaccine. Elese-observationforatleast 15



4.5 Interaction with other medicinal products and other forms of interaction
Use with other vaccines

Arexvy may be administered conconlltantly with nlactn ated sea sonal m.ﬂucnza vaceines {qﬂﬂdfﬁﬂleﬂt—(
standard dose; unadjuvanted-—inaetiv : :
ea%aﬂm—i-bi—&eﬂ%eﬁ&eﬁﬂie—nﬂmuﬁef&speﬂ&e&ﬂth&eﬂ- lugh dose una dun anted or standar d dose
adjuvanted).

Upon concomitant a&mshﬁtlon%ﬁua—ﬂiHepﬂfat&ﬂfhﬁftﬁ&aﬁen—gﬁeﬁp—w&&ma—Hwevﬂ
Heweverof Arexvy with seasonal influenza vaccines, numerically lower RSV A and B neutralising titres

and numm‘lcally lomer influenza A and B haemagglutmahon mlnbltlon titres were observed-whea

'lclnnnwnanon Thls was not observ ed conswtenth across studies. The clnncql Ielexancc of 'rhese

findings is unknown.

If Arexvy is to be given at the same time as another injectable vaccine, the vaccines should always be
administered at different injection sites.

Concomitant administration of Arexvy with other vaceines than those listed above has not been studied.

6.1 List of excipients

Powder (RSVPreF3 antigen)

Trehalose dihydrate

Potassium dihydrogen phosphate
Dipotassium phosphate
Polysorbate 80

Suspension (ASOLE Adjuvant System)

Sodium chloride

Potassium dihydrogen phosphate

Dioleoyl phosphatidylcholine

Disodium phosphate anhydrous

Cholesterol

3-0O-desacyl-4’-monophosphoryl lipid A (MPL
Purified Quillaja Saponin (0S-21

Water for injection
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