ISO 13485 Certificate

Certificate CN19/42110

The management system of

Xiamen Wiz Biotech Co., Ltd.

3-4 Floor, NO. 16 Building, Bio-medical Workshop, 2030 Wengjiao Xi Road,
Haicang District, Xiamen City, Fujian Province, 361026, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

Far the following activities
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 26 August 2020 until 3 September 2022
and remains valid subject fo satisfactory surveillance audits.

Re cerfification audit due before 26 July 2022

Issue 2. Certified since 4 September 2019

This is a multi-site certification.
Additional site details are listed on the subsequent page.
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Certificate CN19/42110, continued

Xiamen Wiz Biotech Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 2

Detalled scope

Design and manufacture of in vitro diagnostic medical devices
including hormone marker test kit, kidney disease marker test kit,
tumor marker test kit, infectious disease marker test kit,
gastrointestinal inflammation marker test kit, cardiac marker test kit,

immunochromatography analyzer.

Additional facilities

4 Floor, NO. B12 Building, Bio-medical Workshop, 2072 Wengjiao Xi Road,
Haicang District, Xiamen City, Fujian Province, 361026, P.R. China

Page 2 of 2






