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ABSTRACT

Background: Severe acute respiratory syndrome coronavirus type 2 (SARS-
COV2) caused more than one million deaths in the first 6 months of the
pandemic and caused huge economic and social problems internationally. An
effective vaccine is certainly essential to prevent further deaths. One of the
vaccines used in the control and prevention of the disease was the Sputnik V
vaccine, and in this study, the side effects of the Sputnik V vaccine in
vaccinated individuals in Ardabil province were evaluated.

Methods: In this retrospective descriptive cross-sectional study, the side effects
observed in individuals vaccinated with the "Sputnik V vaccine" in the first and
second doses were examined. Demographic information such as age and
gender, history of drug use, general side effects including respiratory,
gastrointestinal and neurological side effects and local side effects such as pain,
swelling, redness, muscle spasms, as well as the time of onset of side effects
and the duration of side effects were recorded for all vaccinated individuals.
After collection, the data were analyzed using statistical methods.

Results: Among general complications, body aches were the most common
with 65.4% and palpitations were the least common with 1.71%. In terms of
respiratory complications, sore throat and burning sensation in the throat were
the most common with 8.3% and runny nose was the least common with 3.9%.
Among gastrointestinal complications, nausea was the most common with
13.4% and vomiting was the least common with 0.2%. In terms of local
complications, injection site pain was the most common with 50.5% and armpit
pain on the same side of the injection was the least common with 3.9%.
Conclusion: Side effects of the Sputnik V vaccine were usually mild to
moderate and acceptable and tolerable.
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Extended Abstract

Background: After the outbreak of Severe
Acute Respiratory Syndrome Coronavirus
Type 2 (SARS-COV2) in Wuhan, China, the
virus quickly spread throughout the world,
affecting more than 213 countries, Kkilling
more than one million people in the first 6
months of the pandemic, and causing
enormous economic and social problems and
upheavals internationally. An effective
vaccine is certainly essential to prevent
further deaths. To reduce the human toll and
limit the spread of the virus and the scope of
the pandemic, the development of effective
control and treatment protocols and strategies
is essential. Along with many preventive
methods such as quarantine and isolation,
mask use and social distancing, an effective
vaccine is certainly essential to prevent
further deaths. According to the latest
statistics confirmed by the World Health
Organization (WHO) on COVID-19 vaccines,
out of 40 vaccines, 10 have been recognized
for essential or full use. Also, out of 40
vaccines, 16 vaccines have been authorized
only in one country, 12 vaccines in 10
countries or less, and 12 vaccines in more
than 10 countries have full or emergency
authorization. In some countries, some
vaccines are used for specific purposes and
are not for general wuse, and health
policymakers in each country decide on
specific or general use based on their own
conditions. According to the WHO, the ideal
minimum for any vaccine to be acceptable is
approximately 50% of the estimate point.
Vaccine evaluation can include assessing
disease incidence, disease severity, and
disease transmission. In fact, where there is
no suitable treatment for a disease, a COVID-
19 vaccine that can reduce any of these
components could play an effective role in
disease control. The FDA has suggested that
assessing COVID-19 infection based on
laboratory tests is an appropriate primary
endpoint with at least 50% of the estimate
point compared to a control group for studies
evaluating the effectiveness of vaccines. One
of the vaccines used in the control and

prevention of the disease was the Sputnik V
vaccine, and in this study, the side effects
observed after the injection of the Sputnik V
vaccine in vaccinated individuals in Ardabil
province were evaluated.

Methods: In this retrospective descriptive
cross-sectional  study, the side effects
observed in individuals vaccinated with the
"Sputnik V vaccine" in the first and second
doses were examined.  Demographic
information such as age and gender, history
of drug use, general side effects including
respiratory, gastrointestinal and neurological
side effects and local side effects such as
pain, swelling, redness, muscle spasms, as
well as the time of onset of side effects and
the duration of side effects were recorded for
all vaccinated individuals. After collecting
the required information, descriptive statistics
including frequency, percentage, table and
chart were used for qualitative data analysis
and mean and standard deviation indicators
were used for quantitative data. The Chi-
square test was used to examine the
relationship between qualitative variables.
Finally, the results were analyzed using SPSS
version 23 software. A P-value less than 0.05
were considered as significant.

Results: A total of 474 people were included
in the study. Most of the people (55.1%) were
nurses. The most common underlying disease
was hypertension (3.2%). In terms of gender,
65.2% of the people were female. The
incidence of vaccination complications was
reported in 410 people (86.5%).

The average age of the patients was 35.85
years. The average BMI of the patients was
26.01. Also, the average duration of the onset
of complications after vaccination was 1.03
days and the average duration of the
complications was 1.60 days. Among the 410
study subjects who had complications after
the injection of the Sputnik vaccine, pain was
the highest among general complications with
65.4% and palpitations were the lowest with
1.71%. In terms of respiratory complications,
sore throat and burning sensation in the throat
were the highest with 8.3% and runny nose
was the lowest with 3.9%. Among the
digestive complications, nausea was the
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highest with 13.4% and vomiting was the
lowest with 2%. In terms of local
complications, injection site pain was the
highest with 50.5% and armpit pain on the
same side of the injection was the lowest with
3.9%.

Among the 410 people who had
complications after vaccination, 388 patients
(94.6%) had spontaneous recovery. Of the
remaining 22 people, 18 were temporarily
hospitalized under observation in the clinic
and 4 were under observation in the hospital
emergency room. A significant relationship
was found between the history of infection
and the previous PCR result with the
occurrence of complications. So the incidence
of complications was significantly higher in
people with a history of infection and also in
people with a positive PCR. There was no
significant relationship between the incidence
of complications and age and BMI of the
study subjects. The mean age of the two
groups with and without complications of
vaccination was almost the same.
Conclusion: Based on the present study and a
review of other similar studies, it can be said

that the complications following vaccination
with the Sputnik V vaccine were appropriate
and tolerable, and no serious or irreversible
complications occurred following the use of
this vaccine. The differences observed in
terms of the incidence of complications in
different studies could also be due to
differences in lifestyle, diet, time of vaccine
injection, and amount of rest after
complications, as well as differences in the
quality of medical and health care. In general,
it can be said that the side effects of the
Sputnik V' vaccine are usually mild to
moderate and acceptable and tolerable. On
the other hand, according to previous studies,
this vaccine provides adequate
immunogenicity. Accordingly, the use of this
vaccine seems appropriate and safe. It is
recommended to study the complications of
the Sputnik V coronavirus vaccine in other
provinces of the country, compare the
complications of the Sputnik V coronavirus
vaccine with other coronavirus vaccines, and
investigate effective treatment to control the
complications caused by the Sputnik V
coronavirus vaccine.
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