REPUBBLICA DI SAN MARINO

DIREZIONE
DIPARTIMENTO OSPEDALIERO

ISS

ISTITUTO PER LA SICUREZZA SOCIALE

GENERAL INFORMATIONS, CONSENT FORM AND HEALTH INFORMATIONS
FOR GAM- COVID (SPUTNIK V) VACCINATION
- The present form must be brought and delivered the same day of vaccination
- For children under 18 years the present form must be signed by parents or guardian/legal representative
People who have a COVID-19 vaccination have a much lower chance of getting sick from COVID-19. The COVID-19 vaccines produce
protection against the disease, as a result of developing an immune response to the SARS-Cov-2 virus. Developing immunity through
vaccination means there is a reduced risk of developing the illness and its consequences. This immunity helps you fight the virus if
exposed.
The COVID-19 vaccine Sputnik V (Gam-COVID-Vac) is an adenoviral-based, two-part vaccine against the SARS-CoV-2 coronavirus.
Sputnik V has been developed at the Gamaleya National Research Centre of Epidemiology and Microbiology Ministry of Health of Russia.
AT THE MOMENT Gam-COVID-Vac (Sputnik V) has not had the European Medicines Agency (EMA) approval for
commercialization in EU. It appears that the Agency has not received the application form for rolling review or
marketing authorization.
EMA approved the commercialization of two Viral vector-based COVID-19 vaccine (AstraZeneca and Johnson & Johnson).
Gam-COVID-Vac (Sputnik V) is currently licensed in 26 Nations; in Europe it is licensed in Hungary and Montenegro as well as in Russia.
The safety and efficacy of Sputnik V has been reported in the international medical literature. The efficacy of Sputnik V is 91,6%, and its
somministration may considered safe in people over 60 years.
Sputnik V vaccine description and ingredients:
Sputnik V is a two-component vaccine in wich adenovirus is used. The antigen insert is an unmodified full-lenght S-protein. The active
components are a modified replication-defective adenovirus of a different serotype : adenovirs serotype 26 for the first dose and
adenovirus serotype 5 for the second dose, modified to include the protein S-expressing gene of SARS-CoV-2. The ingredients
include Tris-(hydroxymethyl)-aminomethane, Sodium chloride, Sucrose, Magnesium chloride hexahydrate, Disodium EDTA dihydrate,
Polysorbate 80, Ethanol, and Water.
People need to have two doses of the same brand of vaccine, in order to achieve an adequate immunization, and the doses are
administered at least 21 days apart.
Immunization is safe, but there can be side effects from COVID-19 vaccine. They tend to be mild and go away in a few days. Side effects
may include:
redness, warmth, swelling, itching or feeling sore where you had the needle; feeling tired or unwell; headache; fever; body aches or sore
joints; feeling sick to your stomach (nausea), vomiting, or loose stool (diarrhea).

Name, Surname
Date of Birth
Relationship to person (for children under 18)

Gender

M

F

Parent (with legal authority to consent)

Guardian/Legal representative

CONSENT
o

I confirm that I have read the attached COVID-19 vaccine information. I know about and understanding the risks, benefits and
common side effects of this vaccine
o

I agree to receive a course (two doses) of Gam-COVID-Vac (Sputnik V) vaccine
o

I understand that I may withdraw this consent at any time signing the Withdraw section listed below
p

I confirm that I have the legal authority to consent to this immunization
Printed name of person giving consent
Signature of person giving consent

Date (day-month-year)

Name of Healtcare Provider obtaining consent
Signature of Healthcare Provider obtaining consent

WITHDRAW
I withdraw this consent for COVID-19 immunization
Printed name

Signature

Date of withdraw (day-month-year)

MODUL-ISS-DIP.OSP. 19 - REV. 01 del 17/05/2021

PAG. 1/2

Name

Surname

General health informations

YES

NO

YES

NO

Are you sick today?
Have you fever?
Have you any known or suspected allergies (examples: food, medications, environmental)?
If yes, please describe

Have you ever had a severe allergic reaction to any vaccine?
Have you any medical conditions that require regular visit to a doctor?
If yes, please describe

Is your immune system suppressed due to disease (e.g. leukemia) or treatments (i.e.
high-dose steroids)
Are you taking any medication that affect blood clotting, or make weaken your immune
system?
If yes, please describe
Have you a seizure disorder or a brain disorder?
Have you received a vaccine in the last 30 days?
If yes, please describe
Are you pregnant, or planning to become pregnant?
Are you breastfeeding?
COVID Screening Questionnaire

Have you the following: fever, shortness of breath, sore throath, chills, congestion, runny
nose, diarrhea, nausea, or vomiting?
Have you had COVID-19 in the last 6 months?
If yes, please specify when you became positive (day/month/year)
Please list below any medications you are taking

Signature
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