) ®
EC Certificate ULl ERe
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60117554 0001

Report No.: 21245209 002

Manufacturer: Alphadent N.V.
Mannebeekstraat 33
8790 Waregem
Belgium

Products: Dental materials:
dental attachements, solders, adhesive materials

Expiry Date: 2021-10-12

The Notified Body hereby declares that the requirements of Annex if, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Hl, section 4 is required

Effective Date: 2017-03-07

Date: 2017-03-07

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TUV Rheiniand LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
cencerning medical devices with the identification number 0197.

10/0%0 h 04.08 ® TUV. TUEY and TUV are registered trademarks. Utilisation and application requires prior approval.




