
Declaration of Conformity

We hereby declare that the manufactured CE marked product specified below is covered by the
"CE Marking of Conformity Certificate" delivered by Eurofins Product Testing Italy Srl
Identification Number CE0477 and conform to the required technical documentation, in
accordance with Annex VII of the "EC-Directive", the Council Directive 93/42/EEC of 14 June
1993, as amended by 2007/47/EEC, concerning medical devices.

In addition, we ensure and declare that the manufactured CE marked product, as mentioned and
falling within Class IIa, meets the provisions of the EC-Directive (including Annex I Essential
Requirements)  which apply to them.

This declaration is based on the application of the Quality Management System approved for the
manufacture and final inspection of the products concerned, in accordance with Annex V of the
EC-Directive. The conformity of the production quality assurance set out in Annex V is described
in the said CE Marking of Conformity Certificate, issued on 20th May 2021 and valid until 26th

May 2024.

Legal Manufacturer:
Medical Brands Developments B.V.
Piet Heinkade 199
1019 HC, Amsterdam
The Netherlands

CE certificate number:                                    EPT 0477.MDD.21/4423
Device name: Fungal Nail Treatment Pen, Fungal Nail Treatment Solution and

Fungal Nail 3-in-1 Treatment Solution
GMDN code:                                                   47918

Notified Body:
Eurofins Product Testing Italy S.r.l.
Via Courgnè, 21
10156 - TORINO (TO)
Country : Italy

This document is property of Medical Brands.
All information is confidential and may not be reproduced or used without the prior written consent of Medical Brands.



Authorized signatures:

Name: M.Hendriks
Position: CEO
Date:  25th May, 2021

Name: Drs. P.A.M. Bouter
Position: CCO
Date:  25th May, 2021
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