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S/N: 026810 
No.: ICR/VC/HM2608109 

Name and address of  

Applicant 

Changsha Feita Medical Technology Co., Ltd. 

Room 601, Building 25, Liandong Yougu Industrial Park, No. 32 Yulian Road, Xueshi  

Sub-district, Yuelu District, Changsha City, Hunan Province, P.R. China 

Name and address of  

manufacturer:  

Changsha Feita Medical Technology Co., Ltd. 

Room 601, Building 25, Liandong Yougu Industrial Park, No. 32 Yulian Road, Xueshi  

Sub-district, Yuelu District, Changsha City, Hunan Province, P.R. China 

Product name: Orthodontic Aligners 

Product types: FT-X-1,  FT-X-2,  FT-OER-1,  FT-OER-2,  FT-OER-3 

Product trademark: n/a 

Verif ication was carried within fol lowing scope:  

 
Information on the Dec laration of  Conformity:  

 

Result: Legislat ion: Standard: 

✓ MDR  [(EU) 2017/745] EN ISO 10993-1:2025 

EN ISO 10993-10:2023 

The assessment process has been carried out in accordance with individual rules and conditions agreed with the applicant. 

Evaluation has been carried out in accordance with: 

Test report: LEO20260806-2 

Tests conducted by: Changsha Feita Medical Technology Co., Ltd. 
  

Issue date: 11.08.2026 

Expiration date: 10.08.2031 


