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DECLARATION OF CONFORMITY 
 
 
Date:  Sep 20, 2012 
 
 
Medical Technical Products (MTP) declares under its sole responsibility that the Class IIb cataract 
surgical instrument: 

 
Model 2000 Ophthalmic Surgical System 

 
 
conforms to the applicable provisions for medical devices: 
 
 

Council Directive 93/42/EEC (Annex II, Section 3)  
 
 
Further, Model 2000 Ophthalmic Surgical System is manufactured conforming to MTP’s NF ISO 
13485:2004 quality management system. 
 
 
MTP’s Notified Body (0459): 
 

LNE/G-MED 
1, rue Gaston Boissier 

75724 Paris Cedex 15, France 
Tel 01 40 43 37 00 Fax 01 40 43 37 37 

 
MTP’s authorized representative: 
 

Medizintechnik Vertriebs GmbH (Med Tec) 
15 Huttenberger Strasse 

Mombris, Germany D-63776 
Tel 06029 97300 Fax 06029 5878 

 
 
MTP’s Class IIb cataract surgical instruments Technical File is maintained at its sole site.   
 
 


