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INTRODUCTION

Corona viruses are enveloped RNA viruses that are distributed broadly
among humans, birds and other mammals, that cause respiratory,
enteric, hepatic, and neurologic diseases. Six corona virus species are
known to cause human disease. Common signs of infection include
respiratory Symptoms, fever, cough, shortness of breath and breathing
difficulties. In more severe cases, infection can cause pneumonia,
severe acute respiratory syndrome, kidney failure and even death.
WHO has officially named the disease as corona virus diseases 2019
(COVID-19).

SPECIFICATIONS

Whole blood, serum, or plasma may be used for testing

Results available in only 10 minutes

Easy to use

Results can be read visually

No need for an analyser ‘ ;
Cost effective method for assisting in diagnosing COVID-19 disease.
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AbChek One Step Novel Corona virus (COVID-19) Antibody Kit
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Intended Use

AbChek One Step Novel Corona virus (COVID-19) Antibody Kit is a rapid, qualitative and convenient immunochromatographic in vitro assay for
the differential detection of IgM & IgG antibodies to COVID-19 virus in human serum, plasma and/or whole blood samples obtained from patient
with signs and symptoms of respiratory infection. The device is designed to aid in the rapid differential diagnosis of COVID-19 Virus infection.

The principle of One Step COVID-19 IgM/IgG Antibody Test is an antibody-capture immunochromatographic assay for the simultaneous
detection and differentiation of IgM & IgG antibodies to COVID-19 virus in human serum, plasma, and/or whole blood samples. COVID-19 virus-
specific antigens are conjugated to a colloidal gold and deposited on the conjugate pad. Monoclonal anti-human IgM and monoclonal anti-
human IgG are immobilized on two individual test lines (T2 and T1) of the nitrocellulose membrane. The IgM line (T2) is closer to the sample well
and followed by the IgG line (T1). When the sample is added the gold-antigen conjugate is rehydrated and the COVID-19 IgM and/or IgG
antibodies, if any in the sample, will interact with the gold conjugated antigen. The immunocomplex will migrate towards the test window until the
test zone (T1 & T2) where they will be captured by the relevant anti-human IgM (T2) and/or anti-human IgG (T1), forming a visible pink line,
indicating positive results. If COVID-19 antibodies are absent in the sample, no pink line will appear in the test lines (T1 & T2), indicating a
negative result.

Performance Charecteristics

Antibody Rapid Test SARS-CoV-2 IgM SARS-CoV-2 IgG
""""""" Positive CoincidentRate ! 93% '  937%
""""""" Negative CoincidentRate &  96% i 975%
"""""""" Total Coincident Rate ~~~ +  928% . 965%

* Note: Results compared to Molecular testing.

Test procedure and Read result Within 15~20 minute
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1 Add 10ul of serum or plasma vertically 2 Add two (2) drops (80-100pl) of 3 Read results within 15~20 minutes,
into the sample well. sample buffer into the sample well. the result is invalid over 20 minutes.
Whole Blood Within 15~20 minute
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1 Add 20ul of serum or plasma vertically Add two (2) drops (80-100pl) of 3 Read results within 15~20 minutes,
into the sample well. sample buffer into the sample well. the result is invalid over 20 minutes.
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