Package leaflet: Information for the user

Comirnaty 30 micrograms/dose concentrate for dispersion for injection
Adults and adolescents from 12 yearsCOVID-19 mRNA Vaccine (nucleoside modified)
tozinameran

vThis medicine is subject to additional monitoring. This will allow quick identification of new
safety information. You can help by reporting any side effects you may get. See the end of section 4
for how to report side effects.

Read all of this leaflet carefully before you receive this vaccine because it contains important

information for you.

® Keep this leaflet. You may need to read it again.

® If you have any further questions, ask your doctor, pharmacist or nurse.

° If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible
side effects not listed in this leaflet. See section 4.

What is in this leaflet

1. What Comirnaty is and what it is used for

2. What you need to know before you receive Comirnaty
3.  How Comirnaty is given

4. Possible side effects

5. How to store Comirnaty

6. Contents of the pack and other information

1. What Comirnaty is and what it is used for
Comirnaty is a vaccine used for preventing COVID-19 caused by SARS-CoV-2 virus.

Comirnaty 30 micrograms/dose concentrate for dispersion for injection is given to adults and
adolescents from 12 years of age and older.

The vaccine causes the immune system (the body’s natural defences) to produce antibodies and blood
cells that work against the virus, so giving protection against COVID-19.

As Comirnaty does not contain the virus to produce immunity, it cannot give you COVID-19.

2, What you need to know before you receive Comirnaty

Comirnaty should not be given
° if you are allergic to the active substance or any of the other ingredients of this medicine (listed
in section 6)

Warnings and precautions
Talk to your doctor, pharmacist or nurse before you are given the vaccine if:

° you have ever had a severe allergic reaction or breathing problems after any other vaccine
injection or after you were given Comirnaty in the past.

e you are feeling nervous about the vaccination process or have ever fainted following any needle
injection.

® you have a severe illness or infection with high fever. However, you can have your vaccination
if you have a mild fever or upper airway infection like a cold.

° you have a bleeding problem, you bruise easily or you use a medicine to prevent blood-clots.
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It is recommended to receive the second dose of the same vaccine 3 weeks after the first dose to
complete the vaccination course.

A booster dose (third dose) of Comirnaty may be given at least 6 months after the second dose in
individuals 18 years of age and older.

If you are immunocompromised, you may receive a third dose of Comirnaty at least 28 days after the
second dose.

If you have any further questions on the use of Comirnaty, ask your doctor, pharmacist or nurse.

4. Possible side effects
Like all vaccines, Comirnaty can cause side effects, although not everybody gets them.

Very common side effects: may affect more than 1 in 10 people
° injection site: pain, swelling
. tiredness

o headache

° muscle pain

® chills

® joint pain

e diarrhoea

® fever

Some of these side effects were slightly more frequent in adolescents 12 to 15 years than in adults.

Common side effects: may affect up to 1 in 10 people

® injection site redness
e nausea
® vomiting

Uncommon side effects: may affect up to 1 in 100 people
e enlarged lymph nodes (more frequently observed after the booster dose)

° feeling unwell

arm pain

insomnia

injection site itching

allergic reactions such as rash or itching
feeling weak or lack of energy/sleepy
decreased appetite

excessive sweating

night sweats

Rare side effects: may affect up to 1 in 1,000 people
° temporary one sided facial drooping
® allergic reactions such as hives or swelling of the face

Very rare side effects: may affect up to 1 in 10,000 people
® inflammation of the heart muscle (myocarditis) or inflammation of the lining outside the heart
(pericarditis) which can result in breathlessness, palpitations or chest pain
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