NORDIN

SWISS DENTAL PRODUCTS EU Declaration of conformity
OF DISTINCTION

Name and address of the firm: Harald Nordin SA
Zl La Foge
CH-1816 Chaifly / Montreux
SWITZERLAND

By the present document, Harald Nordin SA, having the CHRN number: CHRN-MF-20000300 (and in
EUDAMED, N°SRN CH-MF-000016069) declares under its sole responsibility that medical devices
described in the Product List (cf. Annex) have been classified as Class | Medical Devices according to:

- Rule 5 of Annex VIII of the Regulation (EU) 2017/745 of the European Parliament and of the
Council of 5 April 2017 on medical devices.

and are in conformity with the provisions of Regulation (EU) 2017/745 and Odim July 2020.

Related GMDN code: 64304 — Manual non-rotary dentat instrument handle
EMDN code: Q010199: Conservative dentistry and endodontic devices — other
Basic UDI-DI: 764034297SPKEYSPH

The devices are subject to the procedure set out in Annex IX of the Regulation (EU) 2017/745.

European Authorized Representative (E.A.R.) SL Medirep SAS
22, Avenue de la Gare
25160 Labergement Ste Marie
FRANCE
SRN N° FR-AR-000014715

Valid until: 31.12.2030

Peter Nordin, Chief Executive Officer
Chailly/Montreux, 121 January 2022
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Annex: Product List

Art.-N° | Product Designation Quantity uDI-D!
Nordin Keys for screw posts
03-400 Nordin Hollow Key 1 Key 07640342971601
03-401 Nordin Cross Key 1 Key 07640342971618
Dental Keys for screw posts
04-500 Dental Hollow Key 1 Key 07640342972684
04-501 Dental Cross Key 1 Key 07640342972651
Ancorex Keys for screw posts
05-200 | Ancorex Hollow Key 1 Key (7640342973087
05-201 Ancorex Cross Key 1 Key 07640342973094
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