


Product

The SARS-COV-2 Antigen Rapid Test Device 

( Nasal/Throat/Anterior Nasal swab) is a rapid visual 

immunoassay for the qualitative, presumptive detection of 

COVID-19 antigens from nasal or throat specimens within the 

first 7 days of symptomonset.

Features

Kit Components

Individually Packed 

Test Devices 20 Tests 5 Tests 1 Test

Extraction solution 20 bottles 5 bottles 1 bottle

Extraction tubes 20 pcs 5 pcs 1 pc

Stirilie swabs 20 pcs 5 pcs 1 pc

Work Station 1 pcs —— ——

Package Insert 1 pc 1 pc 1 pcs

Package:Cassette,1T/Box,5T/Box,20T/Box
Validity:24 months



Technical Specification

Product name SARS-COV-2 Antigen Rapid Test 

Device

Automation None,Manual

Catalog number

RCD-802 Reader 

Required

None,visually read

Device type

In vitro diagnostic 

medical device Kit Components

Test device,Sampling 

swab,Extraction tube,Work 

Station,Instruction for use

Indended Use

For the qualitative, presumptive 

detection of SARS-CoV-2 

nucleocapsid (N) antigen in human 

nasal swab specimens

Time to Result 10-15 minutes

Test Priciple Rapid visual immunoassay Shelf life 24 months

Qualitative/Qua

nlitative

Qualitative Package Size 1 test/kit,5 tests/kit,20 tests/kit

Specimen Nasal Swab Storage 2-30 ℃,Do not freeze



Order Information

Cat No. Picture Description Package size Packing information

RCD-802

SARS-COV-2 Antigen Rapid Test Device

Each kit contains 20 sets of  test 

device,sampling swab,extraction tube and 

IFU

20tests/bag 

box folded and 

beside 

1200 tests/Carton

(59.5*49.5*33.5cm,G.W:17.1kgs)

RCD-802

SARS-COV-2 Antigen Rapid Test Device

Each kit contains 20 sets of  test 

device,sampling swab,extraction tube and 

IFU

20 tests/kit

1040 tests/Carton

(59.5*49.5*33.5cm,G.W:13.5kgs)



TYPE A 



Test Procedure

Specimen collection

Operation procedure

② Put the swab into extraction 

tube.Press the tip against the inner edge 

of the extraction tube with force,while 

rotating the swab for 15 seconds.Try to 

release as much liquids possible

① Unscrew the lip of Extraction 

solution and add all the extraction 

solution (approx. 250-280ul) into 

the Extraction tube.

③ Take out the test device from the 

sealed pouch and lay it on a 

clean,level surfuce,put on the tube 

tip,add 2 drops of extracred sample

④ Read the result at 

15 minutes



Test Procedure

Interpretation of results

The result should be read at 15 
minutes.Do not interpret the 
result after 30 minutes

Precautions

It is intended to be used by professionals as a test and provides a preliminary test 
result to aid in the diagnosis of infection with novel Coronavirus.



TYPE B (Prefilled buffer Extraction tube)



Test Procedure

Specimen collection

Operation procedure

① Ripped the membrane of extraction 

tube,place and soak the swab into the 

tube.

② Pick up the extraction rube and put the 

swab into extraction tube.Press the tip 

against the inner edge of the extraction tube 

with force,while rotating the swab for 15 

seconds,Try to release as much liquids 

possible

③ Take out the test device from the 

sealed pouch and lay it on a clean,level 

surfuce,put on the tube tip,add 3-4 drops 

of extracred sample

④ Read the result at 15 minutes



Test Procedure

Interpretation of results

The result should be read at 15 
minutes.Do not interpret the 
result after 30 minutes

Precautions

It is intended to be used by professionals as a test and provides a preliminary test 
result to aid in the diagnosis of infection with novel Coronavirus.



Certification-CE Declaration of Conformity 



Certification-EU Common List

https://ec.europa.eu/health/sites/default/files/preparedness_r
esponse/docs/covid-19_rat_common-list_en.pdf



Certification-Germany Bfarm(PEI)



Certification-UK DHSC 3A Validation

https://www.gov.uk/government/publications/assessment-

and-procurement-of-coronavirus-covid-19-tests/outcome-of-

the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-

cov-2-antigens-lateral-flow-devices



Certification-Singapore HSA&Pilippine FDA



Certification-France MOH



Certification-Brunei MOH&Bulgaria MOH



Company Qualifications



Company Production

Encode Medical has been recognized as: Guangdong Province Pathogenic 
Microorganism Diagnostic Engineering Technology Research Center, Zhuhai 
Municipal Key Enterprise Technology Center, Guangdong Province Infectious 
Disease Diagnostic Reagent Industry Technology Innovation Alliance Unit.

Quality system

Encode Medical has a modern production base of 15000 square 
meters. 3000 square meters cleaning workshop and automatic 
production equipment.

Team of talent

Sales channels in the domestic market cover all provinces and cities; overseas 
markets have opened business markets in Europe, Southeast Asia, the Middle East, 
Africa and South America. It has more than 3,000 channel distributors and is 
providing services to more than 50,000 clinical end users.

The company strictly implements in-vitro diagnostic regulations in China 
and has passed ISO13485 and CE quality system certification.

It has an efficient, knowledgeable and stable staff team from 
R&D, production, quality control, marketing and service.

Basic hardware

Brand

Encode Medical has a good brand awareness and user 
recognition in China's IVD industry.

R & D capabilities

Business resources



Medical Production Base

15,000 square meters 
industrial park

GMP standard purification 
workshop

Automated 
production line

A corner of the standard 
laboratory

• Established in1994，27 years manufacturer of in-vitro diagnostic products

• Set up Hongkong IVD Industrial Company at 2013

• 3000m2 GMP standard clean workshop

• More than 300 employees，production capacity >500,000 Tests/day

• SFDA,GDFDA,CE, ISO13485 certified

• Main products:Immunology diagnostic rapid tests Microbiological diagnostic products



International Fair



THANKS

A supplier of in vitro diagnostic products 
with great development potential 


