SpikoGen’

Recombinant COVID-19 Vaccine

O

SpikoGen® Recombinant COVID-19 Antigen and Adjuvant
are individually in two multiple-dose vials

Each Prepared COVID-19 Vaccine vial is only Intramuscularly
Injected into 16 people

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.

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

e 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 SpikoGen® is and what it is used for
2. Whatyou need to know before you receive SpikoGen®
3. How SpikoGen® is given
4. Possible side effects
5. How to store SpikoGen®
6. Contents of the pack and other information
6 What SpikoGen® is and what it is used for ]

SpikoGen® s a vaccine used for active immunisation to prevent
COVID-19 disease caused by SARS-CoV-2. SpikoGen® is
given to adults and adolescents from 18 years. The vaccine
triggers the body's natural production of antibodies and
stimulates immune cells to protect against COVID-19 disease.

6 What you need to know before you receive ]
SpikoGen®

o if you are allergic to the active substance or any of the other
ingredients of this medicine (listed in section 6). Signs of
an allergic reaction may include itchy skin rash, shortness
of breath and swelling of the face or tongue. Contact your
doctor or healthcare professional immediately or go to the
nearest hospital emergency room right away if you have an
allergic reaction. It can be life-threatening.

( Warnings and precautions

Talk to your doctor, pharmacist or nurse before you are given

the vaccine if you have:

e ever had a severe allergic reaction or breathing problems
after any other vaccine injection or after you were given
SpikoGen® in the past

¢ a severe illness with high fever

® However, a mild fever or upper airway infection, like a cold,
are not reasons to delay vaccination.

® a weakened immune system due to HIV infection, or
autoimmune disease are on a medicine that affects your
immune system

¢ a bleeding disorder, which may cause easily bleeding or if
you are under anticoagulation therapy.

¢ As with any vaccine, SpikoGen® may not fully protect all those
who receive it. No data are currently available in individuals
with a weakened immune system or who are taking chronic
treatment that suppresses or prevents immune responses.

( Children and adolescents

SpikoGen® is not recommended for children under 18 years.

( Other medicines and SpikoGen®

Tell your doctor or pharmacist if you are using, have recently
used or might use any Immunosuppressive drugs or
anticoagulants or have recently received any other vaccine.

( Pregnancy and breast-feeding
If you are pregnant or breast-feeding, think you may be
pregnant or are planning to have a baby, ask your doctor or
pharmacist for advice before you receive this vaccine.

( Driving and using machines

SpikoGen® has no or negligible influence on the ability to drive
and use machines. However, some of the effects mentioned
under section 4 'Possible side effects’ may temporarily affect
the ability to drive or use machines. Do not drive or operate
machinery until you are sure that you are not affected.

8 How SpikoGen® is given

SpikoGen® is given after mixing with the adjuvant as an
injection of TmL into deltoid muscle.

You will receive 2 injections, given at least 21 days apart.

If you receive one dose of SpikoGen®, you should receive
the second dose of the same vaccine at least 21 days later
to complete the vaccination series. Protection against
COVID-19 disease may not be maximally effective until 14
days after the second dose. If you have any further questions
on the use of SpikoGen®, ask your doctor, pharmacist or
nurse.

( Dosing and Schedule

The SpikoGen® Recombinant COVID-19 Vaccine is
administered intramuscularly as a series of two doses (1 mL
each) at least 21 days apart.

There are no data available on the interchangeability of
the SpikoGen® Recombinant COVID-19 Vaccine with other
COVID-19 vaccines to complete the vaccination series.
Individuals who have received one dose of the SpikoGen®
Recombinant COVID-19 Vaccine should receive a second
dose of the SpikoGen® Recombinant COVID-19 Vaccine to
complete the vaccination series.

( Dose Preparation

¢ The SpikoGen® Recombinant COVID-19 antigen and adjuvant
multiple-dose vials are preservative-free.
® Remove the required number of vial(s) from the refrigerator

and allow them to reach room temperature before
administration.

e Swirl vial gently after mixing with adjuvant and between
each withdrawal. Do not shake. Do not dilute the vaccine
(the adjuvant and antigen mixture).

e The SpikoGen® Recombinant COVID-19 Vaccine is a
white to off-white solution. Visually inspect the SpikoGen®
Recombinant COVID-19 Vaccine vials for particulate matter
and/or discoloration prior to administration. If either of these
conditions exists, the vaccine should not be administered.

The SpikoGen® Recombinant COVID-19 antigen and the

adjuvantare supplied in two multiple-dose vial presentations:

® The antigen is a multiple-dose vial containing 16 doses:
(0.5 mL each).

e The adjuvant is a multiple-dose vial containing 16 doses:
(0.5 mL each).

e Withdraw the adjuvant completely from its vial and add it
to the antigen vial (the bigger vial) prior to injection.

e Each dose for injection must contain 1 mL. ( for each person)

e If the amount of the vaccine (the adjuvant and antigen
mixture), remaining in the vial cannot provide a full dose
of 1 mL, discard the vial and contents. Do not pool the
vaccine remaining from multiple-dose vials.

e Pierce the stopper at a different site each time.

e After the first dose has been withdrawn, the vial should be
held between 2°C to 8°C. Record the date and time of first
use on the SpikoGen® Recombinant COVID-19 Vaccine vial
label. After opening, the antigen should be mixed with the
adjuvant and administered by a healthcare professional.
After preparation, it should be used within 24 hours. Any
unused vaccine should be discarded.

( Administration

Visually inspect each dose of the SpikoGen® Recombinant

COVID-19 Vaccine in the dosing syringe prior to administration.

During the visual inspection,

e verify the final dosing volume of 1 mL.

e confirm there are no particulates and that no discoloration
is observed.

Do not administer if vaccine is discolored or contains

particulate matter. Administer the SpikoGen® Recombinant

COVID-19 Vaccine intramuscularly.

@ Possible side effects ]

Like all vaccines, SpikoGen® can cause side effects, although
not everybody gets them. Most side effects are mild or
moderate and go away within a few days of appearing. If side
effects such as pain and/or fever are troublesome, they can be
treated by medicines for pain and fever such as paracetamol.

Side effects may occur with the following frequencies:

Very common: may affect more than 1in 10 people

® pain at injection site

e tiredness

¢ headache

* muscle pain

e chills

® joint pain

o fever

Uncommon: may affect up to 1in 100 people

e feeling unwell

Rare side effects: may affect up to 1in 1,000 people

Not known (cannot be estimated from the available data)

e severe allergic reaction

Some people have reported a sudden feeling of cold with
shivering/shaking accompanied by a rise in temperature,
possibly with sweating, headache (including migraine-
like headaches), nausea, muscle aches and feeling unwell,
starting within a day of having the vaccine and usually lasting
for a day or two.

If your fever is high and lasts longer than three days, or you
have other persistent symptoms, this might not be due to
side effects of the vaccine and you should seek appropriate
medical advice according to your symptoms.

( Reporting of side effects

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

8 How to store SpikoGen® ]

Do not use this vaccine after the expiry date which is stated

on the box and label after EXP. The expiry date refers to the

last day of that month.

e Store in refrigerator at 2 °C to 8 °C. Do not freeze.

e Store in the original package in order to protect from light.

e After opening, the vaccine should be mixed with the adjuvant
and administered by a healthcare professional and used
within 24 hours. Any unused vaccine should be discarded.

6 Contents of the pack and other information ]

( What SpikoGen® contains

e The active substance is SARS-CoV-2 Spike Protein. Each
dose contains 25 micrograms/0.5 ml of spike protein, each
vial contains 16 doses.

e Each pack contains one multiple-dose vial of adjuvant.
Each dose contains 0.5 ml, each vial contains 16 doses.

The other ingredients are: sodium chloride, disodium

hydrogen phosphate, potassium chloride, potassium

dihydrogen phosphate, polysorbate 80.

( What SpikoGen® looks like and contents of the pack

The vaccine is a white to off-white solution provided in a
multiple-dose vial of 16 doses in an 8mL clear vial (type |
glass), with a rubber stopper and a flip-off plastic cap with
aluminium seal.

The adjuvant is a white to off-white solution provided in
a multiple-dose vial of 16 doses in an 8mL clear vial (type |
glass), with a rubber stopper and a flip-off plastic cap with
aluminium seal.

Each pack contains 2 multiple-dose vials and a patient
information leaflet.
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CinnaGen

CinnaGen Company

Simindasht Industrial Area, Alborz, IRAN
Patient Support: +98 21 42593 (24 hrs)
http://www.cinnagen.com

Email: cinnagen@cinnagen.com
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