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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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4.8  Undesirable effects

Table 1. Adverse reactions

Nervous system disorders

System Organ Class Frequency Adverse reactions
Blood and lymphatic system disorders Uncommon lymphadenopathy
Immune system disorders Uncommon hypersensitivitr};srﬁjlctions (such as
Very common headache

Very rare

Guillain-Barré syndrome

Gastrointestinal disorders

Uncommon

nausea, abdominal pain, vomiting

Musculoskeletal and connective tissue
disorders

Very common

myalgia, arthralgia

Very common

injection site pain, injection site
erythema , fatigue

General disorders and administration

site conditions

Common injection site swelling, fever, chills
Uncommon injection site pruritus
pain, malaise
Not known injection site necrosis'

! Adverse reaction from spontaneous reporting.




Description of selected adverse reactions

In a US post-marketing observational study in individuals aged 65 years and older, an increased risk of Guillain-Barré

syndrome (estimated 7 excess cases per million doses administered) was observed during the 42 days following vaccination
with Arexvy.
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