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 Samples and method for LoD validation:
The known concentration of National Reference (Cultured virus in National Reference Panel for 2019-
nCoV Nucleic Acids Detection Kit) was diluted to 10^5copies/mL with Nuclease Free water.

A serial dilution (S1-S10) of the stock solution of 10^5copies/mL was built as follows.
3 replicates of each concentration were detected with our qRT-PCR kit. 

 Conclusion:
Based on the results of LoD validation, the limit of detection for ANDiS SARS-CoV-2 and Influenza A&B 

RT-qPCR Detection Kit is 50 RNA copies/mL

Samples and Titer Used for LoD Study

Target S1 S2 S3 S4 S5 S6 S7 S8 S9 S10

Dilution 1:9 1:27 1:81 1:243 1:729 1:2187 1:6561 1:19683 1:59049 1:177147

Concentration 1.1E+04 3.7E+03 1.2E+03 4.1E+02 1.4E+02 4.6E+01 1.5E+01 5.1E+00 1.7E+00 5.6E-01

Positive /Total 3/3 3/3 3/3 3/3 3/3 3/3 N N N N
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National drug standard substance instruction manual

Validation Report of National 

Institutes for Food And Drug control

Product Name: ANDiS SARS-CoV-2 and Influenza A&B RT-qPCR 
Detection Kit 
Manufacture： 3D Biomedicine Science & Technology Co., Ltd

Validation experiments        Specification Results

Validate LoD with 

National SARS-

CoV-2 Reference 

Standards

S1-S3 positive, 

S4-S10 no 

requirement 

S1-S6 SARS-CoV-2 

positive; 

S7-S10 SARS-CoV-

2 Negative

Validation Report of National Institutes for Food And Drug control

The concentration of LoD Reference S is 3×105 copies / 

mL. 3 times dilute S with nuclease free water first to make 

the stock solution. Then 1:9, 1:27, 1:81, 1:243, 1:729, 

1:2187, 1:6561 and 1:19683 dilute the stock solution. Mark 

S1 to S9 with the diluted samples. Finally perform RT-

qPCR detection with extracted RNA from S1-S9.


