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Test Report

(2020) QW Class No. 0363

Novel Coronavirus (SARS-CoV-2) Nucleic Acid

Prodiuct Naima: Detection Kit (Real-time Fluorescent RT-PCR)

Specifications: 50 tests/kit

Test Category: Entrustment Inspection

Entrusting Unit: Bestnovo (Jiangsu) Medical Technology Co., Ltd.

Jiangsu Testing and Inspection Institute for Medical Devices
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_— Novel Coronavirus (SARS-CoV-2) Nucleic Acid
t : . :
NIO He Detection Kit (Real-time Fluorescent RT-PCR ) Sample No. SLQW2001404
ame
Supplying () Sampling ( )
Trademark i Specifications 50 tests/kit
Entrusting : ; Entrustment
_ Bestnovo (Jiangsu) Medical Technology Co., Ltd. | Test Category _
Unat Inspection
: i ; ; ; 200126263
Entrusting Floor 4, No.73, Building G57, China Medical City,
. . . . _ Product No./Batch No. | 200127263
Unit Address | Taizhou, Jiangsu Province, China
200128263
Nominal _ _ :
Bestnovo (Jiangsu) Medical Technology Co., Ltd. Sampling Sheet No. /
Manufacturer
January 26, 2020
Inspected _ :
e Bestnovo (Jiangsu) Medical Technology Co., Ltd. | Manufacture Date January 27, 2020
ni
lanuary 28§, 2020
Sampling _ 3 kits/batch, all 3
/ Sample Quantity
Body batches
Samplin
_ PIRE 7 Sampling Base vz
Site
Laboratory of Taizhou
_ Branch of Jiangsu
Sampling . ; ; :
e / Inspection Location Testing and Inspection
ate
Institute for Medical
Devices
_ February 01, 2020 to
Recept Date | January 31, 2020 Test Date
February 03, 2020
Test Items Full Performance

Test Standard

Product technical requirements for Novel Coronavirus (SARS-CoV-2) Nucleic Acid Detection Kit
(Real-time Fluorescent RT-PCR) of Bestnovo (Jiangsu) Medical Technology Co., Ltd.

Test

Conclusion

The tested samples comply with product technical requirements for Novel Coronavirus (SARS-CoV-2)
Nucleic Acid Detection Kit (Real-time Fluorescent RT-PCR) of Bestnovo (Jiangsu) Medical

Technology Co., Ltd.

Special Stamp for Test Report/Official Seal of Institute
Date of Issue: February 3, 2020

Note

1. In the report,

—” indicates that this item 1s not applicable, and “/” indicates that this item 1s blank.

2. The references used in this test were provided by Bestnovo (Tiangsu) Medical Technology Co., Ltd.

The positive references are artificial pseudoviruses containing the ORFlab gene fragment and N gene

fragment of SARS-CoV-2, and artificial pseudoviruses containing human RNP gene fragment. The

negative references are seasonal H1 influenza virus pseudovirus, inactivated E. coli, inactivated

Staphylococcus aureus, inactivated Bacillus subtilis, inactivated Candida albicans and 5% bovine

serum. Please refer to “1.5 reference” in appendix A of technical requirements for specific information.
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