
COVID-19 IgG/IgM Rapid Test

COVID-19 IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is a solid 

phase immunochromatographic assay for the rapid, qualitative and differential 

detection of IgG and IgM antibodies to 2019 Novel Coronavirus in human whole 

blood, serum or plasma. 

Zhejiang Orient Gene Biotech Co., Ltd
Add: 3787#, East Yangguang Avenue, Dipu Street, 
           Anji , Huzhou, Zhejiang, China
Tel: +86-572-5303755/5303756
Fax: +86-572-5226222
Web: http: //www.orientgene.com



Key Facts of COVID-19

Features & Benefits

Test Procedure & Interpretation

Ordering Information

The 2019 new coronavirus pneumonia(NCP), or"COVID-19", was discovered for the 2019 
Wuhan Viral Pneumonia case in China and was named by the world Health Organization 
on January 12, 2020. 

For confirmed coronavirus disease 2019 (COVID-19) cases, reported illnesses have 
ranged from mild symptoms to severe illness and death. Symptoms can include:

•  Fever
•  Cough
•  Shortness of breath

•  Between people who are in close contact with one another (within about 6 feet).
•  Via respiratory droplets produced when an infected person coughs or sneezes.
•  These droplets can land in the mouths or noses of people who are nearby or possibly 
    be inhaled into the lungs.

•  Fast results as soon as 2-10 minutes
•  Facilitates patient treatment decisions quickly
•  Simple, time-saving procedure
•  Little specimens, only 5 µL of serum/plasma or 10 µL of whole blood specimens
•  All necessary reagents provided & no equipment needed
•  High sensitivity and specificity

The virus is thought to spread mainly from person-to-person.
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Product Description

COVID-19 IgG/IgM Rapid Test

Specimen

Whole Blood/Serum/Plasma

Format

Cassette 

Catalog No.

GCCOV-402a

Kit Size

25 Tests/Kit

5 μL of serum/plasma
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浙江东方基因生物制品有限公司 
Zhejiang Orient Gene Biotech Co.,LTD 

 

 

EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

 
Legal Manufacturer:            Zhejiang Orient Gene Biotech Co., Ltd 
 
Legal Manufacturer Address:    3787#, East Yangguang Avenue, Dipu Street,  

            Anji 313300, Huzhou, Zhejiang,China 
 
Declares, that the products 
Product Name and Model(s) 
     

COVID-19 IgG/IgM Rapid Test Cassette (Whole 
Blood/Serum/Plasma) 

GCCOV-402a 

          
          
Classification:                    Other   
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY)  
 
 
We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned 
above meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the 
Council on In-Vitro Diagnostic Medical Devices. 
 
We hereby explicitly appoint  
  
 EC Representative’s Name:  Shanghai International Holding Corp. GmbH (Europe) 
  

 EC Representative’s Address:  Eiffestrasse 80, 20537 Hamburg，Germany  

 
to act as our European Authorized Representative as defined in the aforementioned Directive. 
     

  
 

   I, the undersigned,hereby declare that the medical devices specified above conform with the directive       
   98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

 
 Date Signed: _February 12, 2020                                                    
                                               

____________________________________ 
                                              Name of authorized signatory:  Joyce Pang 
                                              Position held in the company:  Vice-President 

CE-DOC-OG127 
version 1.0 
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