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EC Declaration of Conformity 
 
 
 
 
 
 
Manufacturer: BRIDEA MEDICAL,  

Govert Flinckstraat 87A,  
1072ED Amsterdam 

 
European Representative: Not Applicable 
 
Product: Disposable Gynecological Speculum 
 
Type / Model(s): Orchid Line 
 
Classification: Class I (annex IX, rule 5, first indent)  
 
Conformity Assessment Route: Annex VII  (article 11, paragraph 5) 
 
 
We herewith declare that the above mentioned products meet the provisions of the 
Council Directive 93/42/EEC (MDD) for medical devices. All supporting documentation 
is retained under the premises of the manufacturer. 
 
Standards applied:  EN 980:2008 
 EN 1041:2008 
 EN ISO 10993-1:2009 
 EN-ISO 14971:2009 
  
Notified Body: Not Applicable 
 
 
 
 
Place, date of issue:  ...................................... ,  .......................................  
 
 
 
 
Signature:  .......................................  
 

Name:  B. Roeloffs 
 
Position: Director BRIDEA Medical 

 
 

 








