
Declaration 

To whom it may concern: 

We, Beijing Lepu Medical Technology Co., Ltd, with principal place of business 

at No.37 Chaoqian Rd., Changping District, Beijing, China, would like to inform you 

that our SARS-CoV-2 Antigen Rapid Test Kit remain suitable for the detection of 

SARS-CoV-2 antigen even in the emergence of newly discovered variants including the 

United Kingdom variant and the South African variant. 

It can be seen from Figure 1 that the new coronavirus (SARS-CoV-2) has four 

main structural proteins: Spike protein (S protein), Nucleocapsid protein (N protein), 

Membrane glycoprotein (M protein) , Envelope protein (E protein)。Among them, the 

S protein is a very important surface protein of the coronavirus, which is closely related 

to the infectious ability of the virus. It is the receptor binding site, cytolysis and the 

main antigen site；N protein is abundant in coronaviruses and is a highly immunogenic 

protein that participates in genome replication and cell signaling pathway regulation。

S protein and N protein are the key raw materials of the new coronavirus immunoassay 

test kit, which are of great value for the diagnosis and investigation of the new 

coronavirus。 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure1 New coronavirus schematic  

The genome of the new coronavirus is composed of RNA, and the high 

recombination rate between RNA can easily cause the virus to mutate。After 

recombination, the RNA sequence changes, the amino acid sequence encoded by 

the nucleic acid changes, and the protein constituted by the amino acid changes 

accordingly, so that its antigenicity changes。The current sequencing results of 

the British mutant strain B.1.1.7 show that the mutant strain carries a variety of 

genetic mutations that may enhance its infectivity, and two of the most concerned 

mutations: One is the N501Y mutation in the receptor binding domain (RBD) of 

the spike protein (S protein), and the other mutation is P681H, which appears at 

the furin cleavage site of the spike protein. The South African 501.v2 Variant, 

which was subsequently reported, has the same N501Y mutation as the British 

 



 

 

 

 

 

 

strain B.1.1.7, but is different in that it also contains mutations at two key sites, 

E484K and K417N, in the S protein receptor binding region, which has a 

potentially important effect on viral infection ability。 

 

Figure2 Diagram of the distribution of gene mutations in British mutant 

virus strains 

In summary, the mutation sites of both the British and South African mutants are 

in the spike protein (S protein), and the SARS-CoV-2 antigen detection kit 

produced by our company is labeled and coated with N protein monoclonal 

antibody, it recognizes the N protein on the surface of the virus, so currently our 

reagents are not affected by the British and South African variants 

 


