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& spikevax:

Dispersion for injection

Active ingredient and its quantity:
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MRNA Vaccine encoding the SARS-CoV-2 Spike protein 1.26 mg/vial

NN

Spikevax is indicated for active immunisation to prevent COVID-19 caused by SARS-CoV-2 in
individuals 18 years of age and older.
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4.8. Undesirable effects
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Table 1: Adverse reactions from Spikevax clinical trials and post authorisation experience in individuals

18 years of age and older

MedDRA system organ class Frequency Adverse reaction(s)
Nervous system disorders Rare Paraesthesia
Gastrointestinal disorders Uncommon Abdominal pain***

General disorders
and administration site conditions

Very common

Injection site erythema

Common

*** Abdominal pain was observed in the paediatric population (5 to 11 years of age): 0.2% in the Spikevax group and 0% in the

placebo group.
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