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Dispersion for injection

Active ingredient and its quantity: :IMMdI '7'yon "ninn

elasomerane 1.26 mg/vial
MRNA Vaccine encoding the SARS-CoV-2 Spike protein
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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

Table 3: Adverse reactions from Spikevax clinical studies and post authorisation experience in
individuals 18 years of age and older

MedDRA system organ class Frequency Adverse reaction(s)

Skin and subcutaneous tissue disorders Uncommon Urticariaf

Reproductive system and breast disorders Not known Heavy menstrual bleeding#

General disorders Not known Extensive swelling of vaccinated limb
and administration site conditions

{l Urticaria has been observed with either acute onset (within a few days after vaccination) or delayed onset (up to
approximately two weeks after vaccination).
# Most cases appeared to be non-serious and temporary in nature.
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Medison Pharma Ltd.
10 Hashiloach St., P.O.B 7090, Petach-Tikva 4917002 Israel
Tel. +972. 3. 925. 0250, Fax. +972. 3. 922. 5740
medisonpharma.com
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