EASY TO USE
FAST REACTION
HIGH ACCURACY

SARS-CoV-2 and Influenza A+B
Antigen Rapid Test
(Immunochromatography)

SARS-CoV-2 and Influenza A+B Antigen Overview
The novel coronaviruses belong to the β genus. SARS-CoV-2
is an acute respiratory infectious disease which people are
generally susceptible to infect. Currently, the patients infected
by the novel coronavirus are the main source of infection;
asymptomatic infected people can also be an infectious source.
Based on the current epidemiological investigation, the
incubation period is 1 to 14 days, mostly 3 to 7 days. The
main manifestations include fever, fatigue and dry cough.
Nasal congestion, runny nose, sore throat, myalgia and
diarrhea are found in a few cases. Antigen is generally
detectable in upper respiratory specimens during the acute
phase of infection. Rapid diagnosis of SARS-CoV-2 infection
will help healthcare professionals to treat patients and control
the disease more efficiently and effectively.
Influenza viruses are type A, B, and C. Type A is the most
likely to cause epidemics, followed by Type B,and Type
C rarely causes epidemics. According to the antigenicity
of the outer membrane phytohemagglutinin (HA) and
neuraminidase (NA) proteins, influenza A viruses can be
divided into 15 H subtypes (H1-H15) and 9 N subtypes
(N1 -N9). Since the nucleic acid sequence encoding HA
and (or) NA is prone to mutations, the epitope of HA and
(or) NA is changed. This antigenic change makes the
original specific immunity of the population ineffective,
so influenza A Viruses often cause large-scale and even
worldwide influenza epidemics. The susceptible population
is mostly the elderly (>65 years old) and infants (<6 years
old); the clinical features are sudden onset of high fever,
body aches, fatigue, or mild respiratory symptoms. The
disease has a short incubation period, is highly infectious
and spreads rapidly.

Influenza viruses are classified into types A, B, and C. Influenza A is the most threatening.Due to the strong
pathogenicity of influenza virus, it is prone to mutation. If the population lacks immunity to the mutant strain,
it is easy to cause outbreaks. So far, the world has had five major epidemics and several small epidemics,
causing billions of people to get sick. Tens of millions of people died, influenza seriously affected people's
social life and production and construction.

Intended Use
This product is used for in vitro qualitative detection of SARS-CoV-2, influenza A virus and influenza B virus
antigen in human nasopharyngeal swab or oropharyngeal swab samples. This reagent is only used in clinical
laboratory, medical institutions and real-time inspection by professional medical personnel, not suitable for
family test. The test results are only for clinical reference, recommending to conduct comprehensive analysis
of the disease condition in combination with clinical manifestations of patients and other laboratory tests; it
is not suitable for screening of general population.

Benefits
• Rapid testing for SARS-CoV-2 and Influenza A+B antigen with 15 minutes
• Facilitates patient treatment decisions quickly
• Simple, time-saving procedure
• All necessary reagents provided & no equipment needed
• High sensitivity and specificity

Specifification
Information

Time to result

InDetail

15 minutes

Storage

Shelf life

Specimen type

4-30℃

12 months

nasopharyngeal swab or
oropharyngeal swab

Performance Characteristics
Table 1 SARS-CoV-2 Antigen Rapid Test Performance against with Comparator Method(nasopharyngeal swab/
oropharyngeal swab)

SARS-CoV-2
Antigen Rapid Test

Comparator Method
Positive

Negative

Total

Positive

30

1

31

Negative

3

101

104

Total

33

102

135

PPA: 90.91% (95%CI: 76.43%-96.86%)
NPA: 99.02% (95%CI: 94.66%-99.83% )
OPA: 97.04% (95%CI: 92.63%-98.84%)

Table 2 Influenza A Rapid Test Performance against with Comparator Method(nasopharyngeal swab/
oropharyngeal swab)

Influenza A
Antigen Rapid Test

Comparator Method
Positive

Negative

Total

Positive

40

4

44

Negative

3

142

145

Total

43

146

189

PPA: 93.02% (95%CI: 81.4%-97.6%)
NPA: 97.26% (95%CI: 93.2%-98.9% )
OPA: 96.30% (95%CI: 92.6%-98.2%)
Table 3 Influenza B Rapid Test Performance against with Comparator Method(nasopharyngeal swab/
oropharyngeal swab)

Influenza B
Antigen Rapid Test

Comparator Method
Positive

Negative

Total

Positive

44

3

47

Negative

3

136

139

Total

47

139

186

PPA: 93.62% (95%CI: 82.8%-97.8%)
NPA:97.84% (95%CI:93.8%-99.3% )
OPA: 96.77% (95%CI: 93.1%-98.5%)
EXPLANATION OF TERMS:
PPA: Positive Percent Agreement = True Positives / True Positives + False Negatives
NPA: Negative Percent Agreement = True Negatives / True Negatives + False Positives.
OPA: Overall Percent Agreement = True Positives + True Negatives / Total
CI: Confidence Interval

Test Procedure & Interpretation
-Sample Collection
Collection method of nasopharyngeal swab:
For 3
seconds

Double
nostril
sampling

1 Hold the head of the patient by the left hand fixedly and insert the swab by the right hand carefully. Do not
overexert to avoid traumatic hemorrhage.

2 When the cusp of the swab touching the surface of the posterior nasopharynx, let the swab remain in this place
for a few seconds (about 3 seconds) and rotate the swab gently for one cycle, and then withdraw the swab
from the nasal cavity slowly.
3 Repeat this process for the other nostril using the same swab to ensure that an adequate sample is collected
from both nasal cavities.

Collection method of oropharyngeal swab:

Both sides of the pharyngeal
tonsils at least 3 times, up and
down the posterior pharyngeal
wall at least 3 times

1 The head of the patient is slightly tilted and his mouth is wide open, exposing both sides of the pharyngeal tonsils.
Wipe the swab across the root of the tongue, and then wipe both sides of the pharyngeal tonsils and upper
and lower of the posterior pharyngeal wall at least 3 times separately.

2 Avoid touching tongue, cheeks or teeth when sampling. Samples after drinking water or beverages cannot be
used for testing.
Note: The sample should not be inactivated.

Sample Preservation
The samples of human nasopharyngeal swabs or oropharyngeal swabs should be placed in the sample extract
immediately and tested as soon as possible within 1 hour. Long term storage is not recommended.

Sample Treatment
Package type 1 treatment method:
1 Add 500μl of sample extraction buffer into the extraction tube (add about 20 drops vertically if using a dropping bottle).

2 Insert the swab after sampling into the buffer of the sample extraction tube, and rotate vigorously against the
inner wall of the tube to squeeze the swab for 10 times to make the sample dissolve in the buffer as much as
possible.
3 Squeeze the swab head along the inner wall of the extraction tube to keep the extraction solution in the tube
as much as possible. Take out and discard the swab and the extracted solution will be used as test sample.
4 Close the tube and wait for inspection.

500μl
~20drops

10
times

Package type 2 treatment method:
1 Open the sample extraction tube.

2 Insert the swab into the buffer of the sample extraction tube. Rotate and squeeze the swab vigorously against
the inner wall of the tube for 10 times to make the sample dissolve in the buffer as much as possible.
3 Squeeze the swab head along the inner wall of the extraction tube to keep the extraction solution in the tub
as much as possible. Take out and discard the swab, and the extracted solution will be used as test sample.
4 Close the tube and open the cap for inspection.

10
times

Test procedure & interpretation of results

2~3 drops
(60μl-80μl)
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Ordering Information
Product Description
SARS-CoV-2 and Influenza A+B
Antigen Rapid Test

Specimen
nasopharyngeal swab
or oropharyngeal swab

Shandong Kanghua Biotechnology Co.,Ltd.

Catalog No.

Format

Kit Size

H100C

Panel

20 Tests/Kit

No.699 Yuehe Road, Economic Development Zone,Weifang,
261023,Shandong,China

