
Novel Coronavirus (SARS-CoV-2) 
Antibody (IgM / IgG) Test

Shanghai Outdo Biotech Co.,LTD.
Shanghai Engineering Center for Molecular Medicine
National Engineering Center for Biochip at Shanghai

Screening for 
suspected 
novel 
coronavirus
patients



Novel Coronavirus (SARS-CoV-2) Antibody 
(IgM / IgG) Test

ODC

The 2019 novel coronavirus, abbreviated as SARS-CoV-2, is a new strain of coronavirus discovered in the human body. The symptoms of the virus 
are fever, fatigue, dry cough, and progressive dyspnea. In severe cases, the symptoms are acute respiratory distress syndrome, septic shock, 
metabolic acidosis and coagulation dysfunction that can’t be reversed. The virus has been confirmed the capacity of human-to-human transmis-
sion; the shortest incubation period of the virus is only 1 day, while the longest is 14 days. The patients in incubation period is contagious and there 
is no specific treatment for the disease. Once infected with a new virus, the body's immune system will start to defend and produce specific 
antibodies. Generally, IgM antibody will appear in 1-2 weeks and IgG antibody will appear in 4 weeks.

IgM antibody is the first antibody in the first humoral immune 
response, and it is the "first force" to fight against infection. IgM 
antibody detected in serum indicates a new infection, which can 
be used for early diagnosis of infection. The detection of IgG 
antibody can be used for the overall diagnosis of infection.

IgM/IgG antibody 

This kit uses immunocolloidal gold chromatography to detect 
novel coronavirus IgM/IgG antibodies in human serum, plasma or 
whole blood in vitro. 

Intended use

Product characteristics

Short 
detection 

time
Rapid detection of novel coronavirus 
within 15 minutes（ SARS-CoV-2）

Suitable 
for 

primary 
screening

Screening for suspected novel coronavirus 
patients

Test 
sample Serum、plasma or whole blood

No 
instru-

mentation 
required

No need for instruments and equipment, 
suitable for rapid screening

Product information

Product name                                                                                        Specifications                                   Storage Conditions 

Novel Coronavirus (SARS-CoV-2) Antibody (IgM / IgG) Test 20 tests/box, 50 tests/box  4 ~ 30℃ storage in dark and dry
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Schematic diagram of blood collection process

Before the test, the user manual must be read 
completely, and the reagent card and blood sample to 
be tested must be balanced to room temperature before 
use.

Before use, take out the reagent card from the original 
packaging aluminum foil bag and place it horizontally. 
The test reagent shall be used as soon as possible after 
the aluminum foil bag is opened.

Before blood collection, try to make your 
hands warm, ruddy and full of blood. 
Gently rub and press the finger tips to 
collect blood for 1-2 minutes. See the 
reference drawing for blood collection 
parts. It is recommended to use the outside 
of ring finger or little thumb.

Sterilize the blood sampling finger with medical alcohol cotton ball, and wait for 
alcohol to volatilize completely about half a minute later, Use disposable blood 
collection device for blood collection

Remove the blood collector protective cap.

Press the finger to be taken blood with the 
thumb, and expose the blood taking part (for 
example, take blood from the outside of the 
thumb, that is, press the inside of the thumb 
with the thumb). Place the end face of the 
blood taking needle on the selected blood 
taking part, and then press it to the end. 
When you hear the "click" sound, it means 
that the needle has been finished.

Gently squeeze the head of the 
disposable blood collection vessel, 
and then release it slowly. Under the 
negative pressure, fingertip blood 
will be collected into the blood 
collection vessel. Please avoid 
bubbles when sampling.

Squeeze a drop of fingertip blood 
sample (about 10ul) collected from 
blood collection vessel into the 
sample hole of reagent card, and then 
immediately add two drops of 
diluent (about 70ul).

1. Please read the test results within 15 minutes after sample addition in strict 
accordance with the instructions.           
2. Select the place with bright light when interpreting the results; if you are 
too old to interpret the results accurately, you can seek help from people 
around you.            
3. In the process of this test, it is necessary to contact the blood sample, 
please use the applicable blood protection measures to deal with the relevant 
test materials; the blood sampling needle is a disposable item, do not share 
the blood sampling needle or equipment with others, and be sure to use a new 
sterile blood sampling needle.

Step 1 Step 4

Step 5Step 2

Step 3 Other precautions

The results were observed 
within 15 minutes.
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Cutoff for Test

Interpretation of Results

Control line（C-line）

Test line (T-line）

Sample hole

Positive results Negative results Invalid results

【 Positive results 】
A red strip appears both on the control line (C-line) and the test line (T-line) of the cassette.

【 Negative results 】
A red strip appears only at the control line (C-line) of the cassette.

【 Invalid results 】
No red strip appeared on the test line or the control line of the cassette, or only a red line appeared on the test line, 
but no strip appeared on the control line.

【 Description of test results 】
1. When the test results show "negative", but relevant symptoms still occur, it is recommended to conduct further 
examinations in time to confirm the cause.
2. When the test results show "positive", it is recommended to conduct further review immediately.
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Instruction for use
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ISO 13485
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EC-Registration Certificate
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Declaration of Conformity
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Trial Laboratory Report

Trial product: Novel Coronavirus (SARS-CoV-2) Antibody (IgMIgG) Test

Trial time: February 19,2020

Sample type: serum, plasma or whole blood

Trial result:

Negative compliance rate: 315/319×100%=98.75%
Positive compliance rate: 252/281×100%=89.68%
The total coincidence rate:（315+252）/600×100%=94.50%
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MSDS (Material Safety Data Sheet)
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Chemical Goods
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record form for export of medical device
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Size

图片                           规格                        单位                         尺寸                         毛重
Product Picture Unit Specification Gross weightSize

(length*width*height)

1 Box 20 Tests

75.5*34.8*40.5cm

13.5*7.7*15cm

50 Boxs/
1000 Tests1 Carton 11 kg

183 g

尺寸：13.5×7.7×15.0 cm


