REGISTRATION NO. 04720Q10000379

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

CARETIUM MEDICAL INSTRUMENTS CO., LTD
Registered Address: Beishan Industrial Park 7th Floor, Building 1, Beishan Road, Yantian,
Shenzhen, Postcode:518083
Manufacturing Address: Beishan Industrial Park 7th Floor, Building 1, Beishan Road,

Yantian, Shenzhen, Postcode:518083, Beishan Industrial Park 4th Floor, Building 1,
Beishan Road, Yantian, Shenzhen, Postcode:518083

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:

The Design, Development, Production and Service of Fully Auto-Biochemistry Analyzer, Semi-Auto
Biochemistry Analyzer, Fully Auto-Electrolyte Analyzer, Electrolyte Analyzer, Emergency Biochemistry
Analyzer(XB-2101), Microplate Washer, Microplate Reader(KC-100), Automated Erythrocyte
Sedimentation Rate Analyzer, Fully Automatic Blood Cell Counter, Automatic Glycated Hemoglobin
Analyzer, Semi-auto Coagulation Analyzer and In Vitro Diagnostic Reagent (Within the scope of
Administrative permission).

Date of issue: August 04,2020
Date of expiry: August 03,2023

!
General Manager: 1% 0

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be continuously valid 1 the organization has been approved in the annual surveillance audit. The certificate information are available on the

website of the certification and accreditation adminj af the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http://www.cmdc.com.cn). Address:
5" floor of Zhong Lian building, No.jia88, An Ding fieet, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993
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