I '_|° Distributed by IEM S.r.L. | 2006-2020 All copy right reserved

Hishereation Novel Coronavirus IgM/IgG Combo Rapid Test-Cassette(Serum/Plasma/Whole blood)
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Novel Coronavirus (2019-nCoV)

IgM/IgG Rapid Test Kit

This reagent have been CE marked, for medical and scientific

Features

Testing principle: colloidal gold assay Specimen

Type: peripheral blood, whole blood, serum, plasma.

Testing target: COVID 19/SARS-COV-2 antibodies IgM/IgG.

Simple operation: cost only 15 minutes to report the results for large-scale
specimen

test value to assist in dynamic evaluation of antibody level.

Fast and easy operation for high risk suspicious case
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Novel Coronavirus IgM/IgG Combo Rapid Test-Cassette(Serum/Plasma/Whole blood)

Test Procedure& Interpretation of Results 1.  NEGATIVE RESULT: If only the C line is present,
the absence of any burgundy color in both test lines
(G and M) indicates that no anti-novel coronavirus

antibodies are detected. The result is negative or

drap one sampie
_ non-reactive. -

2.POSITIVE RESULT:

2.1In addition to the presence of C line, if only the M
line develops, the test result indicates that IgM anti-
novel coronavirus is detected. The result is IgM anti-

novel coronavirus positive or reactive.
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2.2In addition to the

Results of Clinical Trial presence of C line, if only the M line develops, the

Clinical cases Tota

Confirmed Excluded

test result indicates that IgG anti- novel coronavirus
is detected. The result is IgG anti- novel coronavirus

positive or reactive.

Positive 3 36 ‘

Negative 3 261 364 2.3In addition to the presence of C line, if both G and
M lines develop, the test result indicates that IgG
Total 36 264 400 and IgM anti-novel coronavirus are detected. The

result is IgG and IgM anti- novel coronavirus positive
or reactive.
Samples with positive results should be confirmed
with alternative testing method(s) and clinical
findings before a diagnosis is made.
Total 3.INVALID: If no C line develops, the assay is invalid
regardless of any burgundy color in the test lines (G
Confirmed Excluded and M) as indicated below. Repeat the assay with a

Positive 29 2 31 new device.
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Product Application

<> When a clinically suspected patient of COVID-19 with a negative result of nucleic acid
test, IgM

<~ and IgG antibodies can be used to determine if infected.

<> For clinically confirmed cases, dynamic monitoring antibodies levels of IgM and IgG.

<> Combined detection of IgM and IgG to improve the detection rate, evaluate the
clinical results

<> and can be a marker for rehabilitative.

<> Can be assessment tool for Vaccine results

Product Info
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Manufacturer: Shenzhen Highcreation Technology Co.Ltd
ADD:7th Floor,Building A ,NO.16-1,jinhui rd,Jinsha Community,KenziSub-district,Pingshan District,

Shenzhen

Sales Office : IEM S.r.L., Str George Mihail Zamfirescu N°5 , Bucharest Romania,

E-Mail iem.bucharest@gmail.com

EC-Name: MedPath GmbH
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