A

REGISTRATION NO. 04718Q10000529

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of
Shenzhen Osen Technology Co., Ltd.

Registered Address: 3rd East A and 4th A Floor, Block 2, Fusen Technology Park,
Hangcheng Blvd, Xixiang Street, Bao'an District, Shenzhen, P.R. China.
Postcode: 518126

ManufacturingAddress:3rd and 4th Floor, Block 2, Fusen Technology Park,
Hangcheng Blvd, Xixiang Street, Bao'an District, Shenzhen, P.R. China.

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 the Depth of
Anesthesia of Multi Parameter Monitor, Multi Parameter Monitor,
Maternal/Fetal Monitor, Infusion Pump, Syringe Pump, ECG Machine, ECG
Workstation, Center Monitoring System, Disposable EEG Sensor.

Date of issue: November 19,2018
Date of expiry: November 18,2021

Far

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

General Manager:

Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate

information are available on the website of the certification and accreditation administration of the People’s Republic of
. China (www.cnca.gov.cn) or the website of CMD (www.cmdc.com.cn). Address: 5" floor of Zhong Lian building, No.jia88,
; i i jstri i one: 010-62351993




