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EU DECLARATION OF CONFORMITY FOR XYLIMELTS

Manufacturer name and address:  Quest Products LLC

8201 104th Street
Pleasant Prairie, WI 53158, USA

SRN (Single Registration Number): US-MF-000014101

Authorized Represe
and address (if app

ntative name Obelis s.a.

licable): Bd. Général Wahis 53
B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

We, Quest Products LLC hereby declare under our sole responsibility that the device listed below
complies with the provisions of the REGULATION (EU) 2017/745 and is properly marked with “CE".

The device is Class 1 following Rule 5 of Annex VIl of REGULATION (EU) 2017/745.

The Conformity Assessment Procedure has been performed following Art.19 and Art. 52 (7), and
Technical Documentation was drawn up following Annex Il and lll of the Regulation (EU) 2017/745.
The present declaration is in conformity with Regulation (EU) 2017/745.

List of Devices Covered by this Declaration of Conformity

Commercial name Description Intended | Class | Class’'n | BASIC UDI - DI EMDN
Purpose rule code
XyliMelts Adhering Lozenges Dry Mouth 1 5 8559330000RAPL | Q019007

We further hereby declare that the models of XyliMelts introduced to the European Union,

comply with th

e “Labeling” and “Instruction for Use” as requested by Article 10(11) and

Annex |, Chapter Il of the REGULATION (EU) 2017/745.
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