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Manufacturer declaration

We hereby confirm that the following sleep therapy devices are 
therapeutic medical equipment:

 

It is suitable for use in aircraft. With regard to electromagnetic 
compatibility in accordance with EN 60601-1-2, the device fulfills 
the standards EN 55011 (radio interference) and EN 61000-4 Parts 2 
through 6 and Part 11 or for SOMNOtron 4 and SOMNOsmart IEC 
1000-4 Parts 2 through 6 and Part 11 (immunity to interference).

  

SOMNOcomfort,
SOMNOcomfort 2e, 
CPAP20e, 
SOMNOsmart, 
SOMNOsmart 2, 
SOMNOset, 
SOMNOsoft +, 
SOMNObalance e,
SOMNOvent CR, 
SOMNOvent S, 
SOMNOvent ST. 

Hamburg, 2. May, 2008

Dr. Ralf Egenolf, Director Quality Management 30
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