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EU DECLARATION OF CONFORMITY 
 

 

 
 
Name and address of YIWEI Medical Technology Co., Ltd 
the manufacturer Rooms 703-704, North Building, 3003 Shennan Middle Road, 

Futian District, Shenzhen, Guangdong, 518033, China 
  
  
Name and address of Crealkraft GmbH 
the EU authorised representative Burgfeldstr. 31, 45127 Essen 
Single Registration Number (SRN): DE-AR-000049943 
 

 
We declare under our sole responsibility that  

 
 

the medical device VR Cognitive Assessment and Rehab Training System 
 Baisc UDI-DI : 0697478241CognitiveZT 
 Applicable to any software version after V1 

 Model: Virtual Brain, Virtual Brain-A, Virtual Brain-R, Virtual Brain-H 

       Virtual Brain-V, Virtual Brain-VA, Virtual Brain-VR, Virtual Brain-VH 

                                                                               Sterilization: n.a 

 
  

  

 

 
of class I (Rule 11) 
 according to annex VIII of the Regulation (EU) 2017/745 
 
 
meets all requirements of the Medical Device Regulation (EU) 2017/745 that are applicable. 
 
Applicable standards: 
EN ISO 13485:2016 + A11:2021 
EN ISO 14971:2019 + A11:2021 
EN ISO 20417: 2021 
EN 62304:2006 + A1:2015 
ISO/IEC 25051:2014 
 
 
Conformity assessment procedure acc. to Annex IV of MDR 
  

Notified Body n.a.  
 
 
 
  

  
 
Shenzhen, 20.03.2026                                                               Eric Ke, PRRC 
Place, date     Name and function 
  
 


