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ID-Nr. C-0002/01
EC-Declaration of Conformity for medical devices

EG-Konformitatserklarung fiir Medizinprodukte
according to annex VIl of Council Directive 93/42/EEC

We hereby declare that the medical device

Direct and Indirect Ophthalmoscopes
Direkte und Indirekte Ophthalmoskope

in the following configurations

Name or Type of device

Article-/Catalog-Number

Direct Ophthalmoscope BETA 200 C-00*.30.100
Direct Ophthalmoscope BETA 200 M2 C-00*.30.102
Direct Ophthalmoscope BETA 200 S C-00*.30.120
Direct Ophthalmoscope K 180 C-00*.30.20*
Direct Ophthalmoscope mini 3000 D-001.71.1**
Iindirect Ophthalmoscope OMEGA 200 C-00*.33.210
Indirect Ophthalmoscope SIGMA 150 C-004.33.350, C-004.33.351
Indirect Ophthalmoscope SIGMA 150 M2 C-004.33.355, C-004.33.356
Indirect Ophthalmoscope SIGMA 150 K C-004.33.325, C-004.33.329
Indirect Ophthalmoscope SIGMA 150 K/M2 C-004.33.335, C-004.33.336
Indirect Ophthalmoscope SIGMA 150 KC C-004.33.341, C-004.33.342
Indirect Ophthalmoscope Video OMEGA 2C C-004.33.21*
Handheld Indirect Ophthalmoscope C-00*.33.00*

complies with

Council Directive 93/42/EEC (Medical Device Directive) of 14" June 1993
Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 iiber Medizinprodukte

This declaration of conformity refers to the products marketed since 2012-08-31 and is valid until a
revised declaration of conformity is issued but not longer than 2016-02-01 (expiry date of the
EN ISO 13485 certificate).
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