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2 Declaration of Conformity 

 
We,  

 
the medical device manufacturer, 

 
Micrel Medical Devices S.A. 
42 Konstantinoupoleos Str. 

Koropi/Athens GR-19441 
GREECE 

 
declare under our sole responsibility 

  
that the products listed in the document  

 
“ML-PR-12018_Rythmic™ PN.PN+.Perf.Perf+_Registration_Item List” 

 
 

- are in conformity with the essential requirements and principles for safety and performance of the  

 

Medical Devices Directive 93/42/EEC (“MDD”) amended by Council Directive 2007/47/EC 

 

- are classified Class IIb according to the Annex IX, rule 11, of the above directive 

 

- are CE certified according to the conformity assessment and supervision of the  

 

Notified Body SGS Belgium NV (CE1639), 

SGS House, Noorderlaan 87, 2030 Antwerp, Belgium 

 

 
 
 

This declaration is signed electronically and valid until 2024-05-24,  
the expiry date of the EC Full Quality Assurance System Certificate BG19/871877. 

 
 


