
Declaration of Conformity

Manufacturer:
Name: Henan Bochuang Medical Technology Co., Ltd

Add: North Ring Road of Changyuan city and West 1000m north of 
provincial highway S308

Product Name：Medical isolation shield

Risk Class of the Device: The medical device has been assigned to class 
Ⅰ, rule 1 according to ANNEX VIII, Medical Device REGULATION (EU) 
2017/745.

As a manufacturer, we declare that：
The product concerned has been designed and manufactured under a quality 
management system according to ANNEX IX of Medical Device REGULATION 
(EU) 2017/745.
Following the procedure relating to the EC Declaration of Conformity set out in 
ANNEX IX of Medical Device REGULATION (EU) 2017/745.

This Declaration of conformity is valid in connection with the release document 
for the respective batch of produced devices

Manufacturer:

date:

European Representative:
Name: Llins Service & Consulting GmbH 
Address: Obere Seegasse 34/2, 69124, 
Heidelberg, Germany 
DIMDI Code: DE/0000048234 
Tel: +49 175 4870 819
Email: info@llins-service.com 2020.03.19




