EC Certificate TOVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60107793 0001

Report No.: 21240459 001

Manufacturer: Happersberger otopront GmbH
Langgasse 90
65329 Hohenstein
Deutschland

Products: Medical devices for otorhinolaryngology
(see attachment for products included)

Replaces Approval, Registration No.: HD 60037345 0001

Expiry Date: 2021 0L=24

The Notified Body hereby declares that the requirements of Annex Il, 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,

Effective Date: 2016-01-25

Date: 2016-01-13

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

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

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




