
 

 

Conformity DeclaraƟon 
 

On behalf of manufacturer Zhangpu Ortholife RehabilitaƟon Co., Ltd.  

Address: No.6 West Lanli Rd., Suian Development District, Zhangpu County, Fujian 

Prov.,363200, China  

SRN: CN-MF-000011447 

We declare the following medical device, 

Device information Description 

Common Device Name/ factory code  JeweƩ Hyperextension Brace/ 240002  
Basic UDI-DI 47198728624WE 

Registered Trade name or trade mark b:joynz  

European Authorized Representative 

SUNGO Europe B.V.  

FascinaƟo Boulevard 522, Unit 1.7, 2909VA 

Capelle aan den IJssel, The Netherlands  

SRN: NL-AR-000000247  
Product Series b:joynz jeweƩ brace 

Risk Class of device   Class I 

Common specification references    S, M, L, XL  

Intended Purpose 
  To give support to your thoracic and lumbar 

spine byprevenƟng twisƟng and flexion 

 

That is covered by the present declaraƟon is in conformity with the Medical Device RegulaƟon 

(EU) 2017/745. The device is in conformity with conformity assessment procedure for Class I 

devices that should be carried out, as a general rule, under the sole responsibility of the 

manufacturer. The class I devices, other than custom-made or invesƟgaƟonal devices, shall 

declare the conformity of their products by issuing an EU declaraƟon of conformity referred 

to in ArƟcle 19 ”EU declaraƟon of conformity” aŌer drawing up the technical documentaƟon 

set out in Annexes II and III of the RegulaƟon. 

 

Authorized responsible person of the compliance of declaraƟon: 

Abletech Orthopedics CorporaƟon 

 

 

 

___________________________ 

Ramon Tseng/ COO 

June 12, 2024 


