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 Manufacturer: 

SHANDONG WUZHOU MEDICAL EQUIPMENT Co., Ltd. 

DINGTAO COUNTY (YANTAI)INDUSTRIAL ZONE HEZE CI

TY 274100 SHANDONG CHINA 

Medical Device: Infusion Set for single use 

Classification-Annex IX:  

Conformity Assessment 

Route: 

Annex II.3 

We, SHANDONG WUZHOU MEDICAL EQUIPMENT Co., Ltd. Herewith declare that the 

stated medical devices meet the transposition into national law, the provisions of Council 

Directive 93/42/EEC of 14 June 1993 concerning medical devices as amended by 

2007/42E E C; All supporting documentation is retained at the premises of the 

manufacturer. 

 

Notified Body:  

Tilystrase 2   

 

Identification Number 
0197 

(EC) Certificate(s) DD 601500620001 

 

European Representative: 

Lotus NL B.V. 

Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, 

Netherlands. 

 

Start of CE-Marking 

 

2016.09.05 

Place, Date of Declaration: June,29.2020 

 

Signature:  
 

                           

Name: ZHANG WEN  

Position: GENERAL MANAGER 

 

 

 






