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Rapid test forthe detection of SARS-CoV-2 antibodies in human
blood, plasma or serum samples

Result

Puncture Collect Test

The COVID-19 Rapid Antibody Point Of Care Test



The COVID-19 IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is a lateral flow immunoassay
intended for the qualitative detection and differentiation of IgM and IgG antibodies to SARS-CoV-2
in human venous whole blood, plasma from anticoagulated blood (Li+ heparin, K2EDTA and sodium
citrate), or serum. The COVID-19 IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is intended
foruseasanaidinidentifyingindividualswithanadaptiveimmuneresponseto SARS-CoV-2,indicating
recent or prior infection.

The COVID-19 IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with
clinicalspecimenswhosestatuswasconfirmedusingRT-PCR.Theresultsarepresentedinthefollowing
table:

RT-PCR

Positive | Negative | Subtotal

IgG+ /IgM+ 78 0 78

NADAL® Positive

IgG/IgM Test IgG+ / IgM- 9 2 11
(19G) Negative

IgG- / IgM- 3 98 101

Subtotal 90 101 191
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Benefits at a glance c € § 3
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v
High specificity Marked Manufacturer
v' High sensitivity
v Easy to use
v' Fast and reliable test results within 15 minutes @
v' Test can be performed using blood sample
v' Can be stored at room temperature Ingfl'ta;e
v' All test components (including sterile swabs) are
included
v" No crossreactivity with the specimens was observed
when tested using the HEALGEN® COVID-19 IgG/IgM
Test Cassette. Deployable Designed
\ J at Scale for HCPs
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