File No: DB/IMDR-D4-02, Rev AQ

€ e, CE

Regarding Medical Device Regulation(2017/745)

Manufacturer

Name: Nanchang Dental Bright Technology Co., Lid.

Address: Bullding 182, Jiahal Indusirial Park, No. 2799, Tiandang Avenus, High-Tach
£one, Manchang, Jiangod, China

European Authorized Representative:
Mame: SUNGD Europe BV,
Address: Olymplsch Stadion 24, 1076DE Amsierdam. Nethartands

Product

Name: Moulh Tray

ClassHication: |

Ruls: Rule 5, Annex Vill, EU Medical Devica Reguiation (201T/T45)
Conformity assessment procedure; Annes |1+HI

Wa confirm our pmduct mesls the requiremants of Medical Device Regulation and the
faliowing harmonized standards,

EN 150 14871:2012, EN ISO 15223-1:2046, IEC62368-1:2015, EN 1041:2008, 150
10883-1:2018, EN IS0 10993-5:2008, EN I50 10883-10:2010

Signature: juf"f?':* in Position: MMAJ

Date: 2022, of, 2
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