CE Declaration of Conformity

Manufacturer:
Zhengzhou Huaer Electro-Optics Technology Co., LTD.
Floor 5, D of Building 18, The National University Science Park of Henan Province, China

European Authorized representative.
GloboDent Europe

c¢/Sant Elias, 40 Bajos.
08006-Barcelona, Spain

We, the manufacturer, herewith declare that the products

Model Number:

GB-PR0O101 BlanQuest Pro Professional Treatment Kit UDI # 697404128PR0O101JU
GB-HOM101 BlanQuest Home Kit UDI # 697404128HOM101E5

GB-LB101 LuxBrite Personal Teeth System UDI # 697404128ZLBS7
GB-LX105 LuxBrite Refill Kit UDI # 697404128BLBNF

Meet the provisions of the Council Directive MDR 2017/745 which apply to them

The Medical Devices has been assigned to class | according to Annex IV of the Directive MDR 2017/745. It

bears the mark

Cce

Conformity assessment procedure: Annex IV of Directive MDR 2017/745

This Declaration of conformity is valid in connection with the release document for the respective batch
of produced devices.

The above-mentioned declaration of conformity is exclusively under the refp_orr_-:gll:)ilitng
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