INDICAID

COVID-19/FLU A&B
Rapid Antigen Test

P0098, PO099

INTENDED USE

INDICAID™ COVID-19/FLU A&B RAPID ANTIGEN TEST is an in vitro
diagnostic test for determining the presence of SARS-CoV-2, influenza

A (flu A) and/or influenza B (flu B) antigens in anterior nasal swab
samples. This test is intended for self-collected anterior nasal swab from
individuals over 14 years old or adult collected anterior nasal swab from
individuals aged 2 years or older with symptoms of respiratory infections
within the first 6 days of symptom onset.

Results are for the identification of SARS-CoV-2, flu A and/or flu B
antigens. Antigens are generally detectable in anterior nasal swabs
during the acute phase of infection and are parts of the virus that can

Performing Your Test

2)

LIMITATIONS OF
THE TEST

- Positive results do
not rule out bacterial
infection or co-infection
with other viruses and the
agent detected may not
be the definite cause of

(B 4 ®

Suitable for ages 2+ years

Must be ages 14+ to use kit
unsupervised

For in vitro diagnostic use only

CONTAINED IN THIS BOX

P0O098

Read all instructions carefully
before performing the test. Failure
to follow the instructions may
result in inaccurate test results.

Wrapped Swab,
User Instructions

WARNINGS PRECAUTIONS AND SAFETY INFORMATION

v/ Children aged 2 to 13 years should be tested by an adult. X

v/ Use only the contents provided in the test kit. X

Keep test kit and kit components away from children and
v/ pets before and after use. Avoid contact with your skin, X
eyes, nose, or mouth.

Leave test device sealed in its pouch until just before
v/ use. Once opened, the test device should be used within X
2 hours.

v/ Store at 2-30°C. Do not freeze. Avoid direct sunlight. X

v Wear a face mask or other face covering while collecting
sample from a child or an adult.

The reagent solution contains hazardous chemicals. If
v/ contact to the body occurs, flush with copious amount of
water. If irritation persist, seek medical advice.

Keep foreign substances and household cleaning
products away from the test device during the testing

v/ process. Contact with foreign substances and household
cleaning products (e.g., 1% bleach) may result in an

serve as markers for disease exposure.

1x Individually-Wrapped Test Device,
Buffer Solution Vial, Individually-

Q

Check t

he expiration date on the outside

of the product box.

P0099

12x Individually-Wrapped Test Devices,
Buffer Solution Vials, Individually-
Wrapped Swabs;

1x User Instructions

Tilt your
about 2
Do not touch the swab tip.

-

X4

N

head back. Gently insert the swab
cm into one of your nostrils. Rub the

swab against the wall of one of your nostrils at

least 4 times in a large circular path. Repeat

Do not reuse. Test components are
for single-use.

If
Do not use test kit beyond its printed

expiration date.

Do not use if any of the test kit content
or packaging is damaged or opened.

Do not ingest any kit components.

Do not use the test on children under
2 years of age.

with your other nostril using the same swab.

you swab your nose incorrectly, the

test will produce a false negative result.

Place the test device on a flat surface. Hold
the vial vertically. Slowly squeeze 4 drops of

Get help here:
please contact Customer Service
at +852 3700 8888 or email to

the solu

applied.

tion into the sample well (S). Inaccurate

results may occur if less than 4 drops are

Remove the test device and swab from
their packaging.

Close the entire vial cap tightly. Remove

the top half of the vial cap to expose the
dropper tip.

Wash your hands thoroughly for at least 20
seconds before and after testing.

¥

The buffer solution vial cap is composed of two
parts. Remove the entire cap. Immediately place
the nasal swab into the buffer solution vial. Tilt

the vial and stir the swab into the buffer solution
by twisting the swab back and forth 20 times.
Ensure the swab tip (soft end) is fully submerged
in the solution. Press and roll the swab tip against
the inner wall of the vial to remove excess solution.

@
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Leave for 15 minutes and read the results. Do not
read after 20 minutes. Refer to the “Interpreting
Your Results” section below.

Dispose of all used test kit supplies and
swab samples in a trash receptacle.

disease.

- Negative results do not
rule out SARS-CoV-2,
influenza A and/or
influenza B infections,
especially if you have
been in contact with the
viruses. A follow-up PCR
test should be considered
to rule out infection.

- False negative result
may occur if the level of
antigen in the sample
is below the test limit or
the test procedure is not
carried out properly.

- Results from this test
should not be used as
the sole basis to diagnose
or exclude COVID-19,
influenza A and/or
influenza B infections.
User should not take
any decision of medical
relevance without first
consulting the healthcare
professional.

- This test kit can test for
current infection only and
cannot tell if you have
had COVID-19, influenza
A and/or influenza B
infection in the past.

- A negative test result may
occur if virus has mutated
at the specific antigen
region recognized by this
test.

incorrect test result.

Interpreting
Your Results

C - Controlline
A -FluA
B -FluB

CoV - COVID-19

- Look for lines next to the ‘C’
(Control), ‘A’, ‘B’, and ‘CoV’. Use
the information on the right to
interpret the lines.

- Look closely! Lines can vary in
color and may appear very faint!

- Make sure there is a line next to
the ‘C"! Your result is INVALID if
thereisno ‘C' line.

cs@indicaid.com

INVALID TEST RESULT
No ‘C’ Line

NEGATIVE TEST RESULT
‘C’ Line Only

If no ‘C’ line is seen, the test

result is INVALID even if you
see ‘A, ‘B’, or ‘CoV' line(s). i
B
CoV
@ G
A A
B B
CoV CoV

Take these next steps:

- If you develop COVID-19,
flu A, or flu B symptoms or
your symptoms become
severe, seek medical
attention immediately.

Take these next steps:

- Collect a new nasal swab sample
and repeat the test with a new
INDICAID™ COVID-19/FLU A&B
Rapid AntigenTest.

- If you develop COVID-19, flu A and/or
flu B symptoms or your symptoms
become severe, seek medical
attention immediately.

- If you have no symptoms,
you are recommended to
take a PCR test to confirm
your negative result if
you have recent exposure
to known or suspected
COVID-19 case.

Make sure the test device is placed on a horizontal (flat) surface
while running the test/until the timer ends.

POSITIVE TEST RESULT

‘C’' Line AND any ‘A’, ‘B’, or ‘CoV’ Line

Flu A Positive Flu B Positive COVID-19 Positive
C C C
A A A
B B B
cov cov cov Look very closely! Even
a very faint line next to
the ‘A, ‘B, or ‘CoV’' should
be considered positive if
FIUA & Flu B & thereis also a ‘C' line.
COVID-19 COVID-19
Positive Positive Take these next steps:
- Consult your healthcare
provider to discuss your
(o (o positive test result.
A a - Self-isolate at home per
B B Department of Health's
CoVv CoV recommendations to

stop spreading the
virus to others.

Understanding Your Results

What an invalid result means: The test could not tell whether or not you have COVID-19,
flu A, or flu B. The test needs to be repeated with a new kit and freshly collected anterior
nasal swab sample.

What a negative result means: The proteins from SARS-CoV-2, flu A, and/or flu B were
not detected in the sample. A negative result does not rule out SARS-CoV-2, flu A and/or
flu B infection. There is a higher chance of false negative results with antigen tests than
with laboratory-based molecular tests. This means that there is a higher chance this test
will give you a negative result when you have SARS-CoV-2, flu A, and/or flu B. If you tested
negative and continue to experience COVID-19, flu A, or flu B-like symptoms of fever,
cough, and/or shortness of breath, you should seek follow-up care with your healthcare
provider.

What a positive result means: The SARS-CoV-2, flu A and/or flu B virus(es) were
detected in your sample. It is very likely that you have the respective infection(s) and

are contagious. Please contact your doctor and follow the Department of Health's
instructions regarding the positive cases arrangement. There is a very small chance that
this test can give an incorrect positive result (false positive). Your healthcare provider will
work with you to determine how best to care for you based on your test results along with
your medical history and symptoms.

Co-infection with SARS-CoV-2, flu A and/ or flu B is rare. If results are positive for more
than one test lines, the sample should be retested with new test kit. Report all results
obtained from this test kit to your healthcare provider.

PHASE Scientific International Limited
1/F, Building 22E, Phase 3, Hong Kong Science Park,
Shatin, New Territories, Hong Kong
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