
DECLARATION OF CONFORMITY 
ACCORDING TO(EU) 2017/745 MEDICAL DEVICE REGULATION 

 

 

Manufacturer:        Zhongshan Bliss Medical Instrument Co., LTD 

Address:             No.63 Tongxing East Rd, Xiaolan Town, Zhoangshan City, 

Guangdong Province, China  528 414 

 

EC Representative:     Y. Sung Handelsvertretung 

Address:             Duesselthaler Str. 24 40211 Duesseldorf Germany 

 

Product Name:        Elbow Crutch 

Model:               KL5804 / KL5852 

Product Name:        Shower Chair 

Model:               KL4120  / KL4204 

Product Name:        Walker 

Model:               KL2108 / KM2209 

Product Name:        Raised Toilet Seat 

Model:              RTS004 

Product Name:        Toilet Safety Frame 

Model:              3601KD 

 

Classification:                   Class I 

Rule:                          Rule 1, Annex VIII, (EU) MDR2017/745 

Conformity Assessment Route:     ANNEX II + III of Regulation (EU) 2017/745 

 

 

 

We herewith state that this EU declaration of conformity is issued under our sole responsibility.  

The above mentioned products meet the requirements of Medical Device Regulation (EU) 2017/745 and 

the following harmonized standards: 

 

EN ISO 14971:2019   

EN ISO 15223-1: 2021  

EN ISO 20417: 2021  

EN ISO 10993-1: 2020  

EN ISO 10993-5:2009  

EN ISO 10993-10:2013 

 

 

 

Signature:                                           Place, Date of Issue:   

 

Name: Chris Mao                                      Guangdong of China 

Position: GM                                          Jul / 31 / 2023 

             

 


