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0 Certificate of Technical Cooperation Programme
on Exchange of Medical Device

Quality Management System Regulations
and ISO f3485 Audit Reports (Yersion 3)

This is to certify that

EU MDII,/IVDR Notified Body Partner: DEKRA Certilication GnrbH
Address: Handwerkstraße 15, 70565 Stuttgart, Germany
Nofitied Bodv 0124

Valid Until: January 6,2027

According to Ministly of Health and Welläre Notice No. I I I I 108228 dated 7 .lanuary

2023, tlie above-uretttiotted EU NotilLed Body Partner has been assessed and found to be

in conrpliant witli the thircl generatiorr of Technical Cooperation Plogranltle on Exclrange

ol'Medical Device QLrality Managenrent Systenr Regulation arrd ISO 13485 Audit

Reports (Version 3).

Signecl by

TFDA Authorized Auditing Organization
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rector, OMDE, CMS/lTRlPlesident, PIDC

Issue Date: May 30,2023 No: TCP008


