File No: DB/MDR-04-02, Rev A/0

c € EC Declaration of Conformity

Regarding Medical Device Regulation(2017/745)

Manufacturer

Name: Nanchang Dental Bright Technology Co.,Ltd.

Address: Building 182, Jiahai Industrial Park, No. 2799, Tianxiang Avenue, High-Tech
Zone, Nanchang, Jiangxi, China

European Authorized Representative:
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Name: Mouth Tray

Classification: |

Rule: Rule 5, Annex VIll, EU Medical Device Regulation (2017/745)
Conformity assessment procedure: Annex I1+l1|

We confirm our product meets the requirements of Medical Device Regulation and the
following harmonized standards.

EN 1SO 14971:2012, EN ISO 15223-1:2016, IEC62366-1:2015, EN 1041:2008, 1SO
10993-1:2018, EN ISO 10993-5:2009, EN ISO 10993-10:2010
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Regarding Medical Device Regulation(2017/745)

Manufacturer

Name: Nanchang Dental Bright Technology Co.,Ltd.

Address: Bullding 182, Jishai Industrial Park, No. 2799, Tianxiang Avenue, High-Tech
Zone, Nanchang, Jiangxi, China

European Authorized Representative;
Name: SUNGO Eurcpe BV,

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netheriands

Product

Name: Teeth Whilening Gel

Classification: |

Rule: Rule 5, Annex Vill, EU Medical Device Regulation (2017/745)
c Annex I+l

We confirm our product meets the requirements of Medical Device Regulation and the
foliowing harmonized standards.

EN IS0 14971:2012, EN SO 15223-1:2016, |EC62366-1:2015, EN 1041:2008, ISO
10893-1:2018, EN IS0 10993-5:2009, EN IS0 10983-10:2010
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File No: DB/MDR-01-02, Rev A/D

( € EC Declaration of Conformity

Regarding Medical Device Regulation(2017/745)

Manufacturer

Name: N; g Denlal Bright gy Co..Lid,

Address: Building 182, Jishai Industrial Pack, No. 2799, Tianxiang Avenue, High-Tech
Zone, Nanchang, Jiangxi, China

European Authorized Representative:
Name: SUNGO Europa B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam. Nethedands

Product

Name: Teeth Whitening Kit

Classification: |

Rule: Rule 5, Annex Vill, EU Medical Device Regulation (2017/745)
c i Annex [+l

We confirm our product meeis the requirements of Medical Device Regulation and the
foilowing harmonized standards.

EN IS0 14971:22012, EN IS0 15223-1:2016, IEC62366-1:2015, EN 1041:
10893-1:2018, EN IS0 10893-5:2008, EN 150 10983-10:2010 s
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Fila No: DE/MDR-02-02, Rev A/

c € EC Declaration of Conformity

Regarding Medical Device Regulation(2017/745)

Manufacturer

Name: Nanchang Dental Bright Technology Co.Lid,

Address: Building 182, Jiahal indusirial Park, No, 2799, Tianxiang Avanue, High-Tech
Zone, Nanchang, Jiangxi, China

European Authorized Ropresentative:
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherdands

Product

Nama: Teeth Whitening light

Classification: |

Rule: Rufe 5, Annex VIll, EU Medical Device Regulation (2017/745)
G Annex [1+H

We confirm our product meels the requirements of Medical Device Reguiation and the
Toliowing harmonized standards.

EN IS0 14871:2012, EN ISO 15223-1:2016, IEC62366-1:2015, EN 1041:2008, 1SO
10983-1:2018, EN 150 10893-5:2009, EN IS0 10983-10:2010
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