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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that:  New Gene (Hangzhou) wm Chip) Y TRARAF
Bioengineering Co., Ltd. R
Room 1606, 16th Floor, No.5 Building A
688 Bin'an Road UM T
Binjiang District HILIX
Hangzhou o 7 I 5 2 FR 688 5
Zhejiang Sl 16 16065
310052 #h4: 310052
China

Holds Certificate No: MD 729179

and operates a Quality Management System which complies with the requirements of 1SO 13485:2016 for the
following scope:

Design and Development, Manufacture and Distribution of In-vitro Diagnostic Rapid Test Kit of
Drug Abuse, Manufacture and Distribution of In-vitro Diagnostic Rapid Test Kit of Infectious
Diseases.
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Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-07-27 Effective Date: 2020-07-27
Latest Revision Date: 2020-07-27 Expiry Date: 2023-07-26
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