Il Important safety information

Follow all health and safety regulations.

= Use appropriate personal protective equipment.

= Handle all samples as if they contain infectious
agents.

= Observe all precautions and warnings in the
Instructions for Use.

Kl Preparing for a test

1. Carefully read the Instructions for Use for the
SARS-CoV-2 Rapid Antibody Test.
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2. Check the expiry date 5 on the back of the foil
pouch. Do not use the test, if the expiry date has

passed. 4
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EF1 Performing a test with capillary whole blood

1. Using a 20 pL capillary tube, collect capillary whole
blood to the black line on the capillary tube.

2. Apply the collected capillary whole blood to the
specimen well of the test device.
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El Performing a test with serum, plasma, or venous whole blood

1. Using a micropipette, collect 10 pl of serum or
plasma (A, B), or 20 pl of venous whole blood (C).

A, B: C:
10p ( 20 pl
m ¥ m

A Interpreting results

1. A colored band appears in the top section of the
result window to show that the test is working
properly. This is the control line (C). Even if the
control line is faint, the test should be considered
to have been performed properly. If no control line
is visible the test is invalid.

2. Colored bands appear in the lower section of the
result window. These are the test lines of IgM/
IgG (M, G). Even if the test lines are very faint or
not uniform, the test result should be interpreted as
a positive result.

B Ensuring test performance

Observe the following techniques to ensure
best test performance:

Note:

2. Apply the collected 10 pl of serum or plasma (A, B)
or 20 pl of venous whole blood (C) to the specimen
well of the test device.

A,B® 10 pl
C ® 20 pl
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Quick Reference Guide

This guide is a reference for using the
SARS-CoV-2 Rapid Antibody Test.
Read the Instructions for Use before using this test.

. Open the foil pouch and remove the test device and

the desiccant package.

. Ensure that the test device is undamaged and that

the desiccant status indicator shows valid (yellow).
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Add 3 drops (90 pL) of buffer vertically into the
specimen well of the test device. Do not touch the
surface of the specimen well with the tip of the
bottle.

6 3 drops
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specimen well of the test device. Do not touch the
surface of the specimen well with the tip of the
bottle.
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1. If the test site is subject to strong ventilation, attach
the provided film to the result window of the test
device before applying the sample. This ensures
sufficient migration of the sample.

SARS-CoV-2 Rapid Antibody Test can cross-react with antibody against SARS-CoV.

For diagnostic purposes, the results should always be assessed in conjunction with the patient’s medical history, clinical examination and other findings.

A negative test result does not completely rule out the possibility of an infection with SARS-CoV-2. This test cannot be used to diagnose an acute infection.
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5. Perform a QC as required according to the Instruc-
tions for Use of the QC material and according to

your local guidelines.

4. Read the test result at 10 to 15 min.
Continue with [/ Interpreting results.

WARNING! Risk of incorrect results. Do not read

the test result after 15 min.
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4. Read the test result at 10 to 15 min.
Continue with [ Interpreting results.

WARNING! Risk of incorrect results. Do not read

the test result after 15 min.

‘\5 10 - 15 min
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Perform a QC and repeat test with a
new test device.

2. Add the buffer immediately after applying the
sample to the specimen well.





