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3DMed National Institutes for Food And Drug control

= 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 (S1-510) of the stock solution of 1075copies/mL was built as follows.
3 replicates of each concentration were detected with our qRT-PCR Kkit.

= Conclusion:

Based on the results of LoD validation, the limit of detection for ANDIS SARS-CoV-2 and Influenza A&B
RT-gPCR Detection Kit is 50 RNA copies/mL

Samples and Titer Used for LoD Study
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Product Name: ANDIS SARS-CoV-2 and Influenza A&B RT-gPCR
Detection Kit
Manufacture /3D B|om dicine Science & Technology Co., Ltd
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Validation experiments Specification
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The concentration of LoD Reference S is 3 X 10° 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-
gPCR detection with extracted RNA from S1-S9.
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