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Product documentation   
EC-Declaration of Conformity  
 
 

Certificate registration-No. 50681-16-04 
Valid until 26.05.2024 

OPTICIT  
 

We, PRISMAN GmbH 
Otto-Hahn-Ring 6-18 

64653 Lorsch 
 

declare under our sole responsibility that the following product(s) 
 

OPTICIT (inkl. OPTICIT Clean Set)  
 

Item number / Recipe key: 331170, 331180 
GMDN number: 47631 

 
 

is according to the provisions of the Directive 93/42/CEE of the Council as of  
06-14-1993 regarding medical devices, Annex IX, rule 15 a medical device of 
class IIa. 
 
The conformity assessment procedure corresponds to the provisions of 
annex V and VII of the Directive 93/42/CEE according to article 11, paragraph 
2 of the Directive 93/42/CEE.  
The basic requirements as of Annex I of the Directive 93/42/CEE are met. The 
product corresponds to the requirements of the directive 93/42/CEE. 

 
 
 
 

 

 0124 
 
Notified Body: 
DEKRA Certification GmbH (0124) 
Handwerkstrasse 15 
D-70565 Stuttgart 
 

Lorsch, 23.09.2024 

    

Place, Date  Dr. Alexander Metz / PRRC 
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