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EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 711664
Issued To: Geuder AG

Hertzstraße 4
69126 Heidelberg
Germany

In respect of:

Design, development and manufacture of active, non sterile ocular photocoagulation
devices/systems and accessories.

Auslegung, Entwicklung und Produktion von aktiven, nicht sterilen okularen
Photocoagulations- Geräten/Systemen und Zubehör.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices
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NBOG Code Device Name Intended Purpose per IFU
Class IIb
MD 1402
MDS 7010

Endotron 532nm surgical system (incl.
G-61101 foot switch)

Laser system indicated for use in
photocoagulation of both anterior and
posterior segments.


