
Declaration of Conformity 
Roche Cobas Mira Chemistry 

 

ECO# 4357 SOP16-2617F Revision 02   Effective Date: 04/29/09   Page 1 of 1 

 
 
 
 
 
 

Manufacturer European Union Representative  
  
Diamond Diagnostics Inc                                                                                
333 Fiske St. 
Holliston, MA. 01746 USA 
Phone: +1 (508) 429-0450  
Fax: +1 (508) 429-0452  

 
Diamond Diagnostics GmbH 
Neumarkter Straße 34a 
81673 München, Germany 
Phone: +49-8967847961  
Fax: +49-8967847971 

 
 
Product Information 
Calibrators 
RO-1046997D ISE Standard 1 RO-1046998D ISE Standard 2  
Support (Accessory) Reagents 
RO-1046999D ISE Reference Solution RO-1042374D ISE Etcher Solution RO-1042282D Tip Cleaner Solution 
Instrument Accessories 
RO-1044497D  Sodium Electrode 
RO-1044021D  Chloride Electrode 
RO-1044498D  Potassium Electrode 
RO-1044499D  Reference Electrode 
RO-1044016D  ISE Tubing Set 
RO-1029894D  Cuvette Segments 
RO-1044077D  Cuvette Segments 
RO-1039865D  Cuvette Segments, Racks 
RO-8701045D  Interference Filter 340NM 

RO-8701044D  Interference Filter 405NM 
RO-8701043D  Interference Filter 500NM 
RO-8701042D  Interference Filter 550NM 
RO-8701041D  Interference Filter 600NM 
RO-5415001D  Flash Tube Lamp 
RO-1029266D  Reagent Probe 
RO-1029274D  Sample Needle 
RO-1043864D  Sample Needle with Tubing 
RO-1046789D  Sample Cup, Blue 

RO-1019449D  Sample Cup, Red 
RO-1027115D  Sample Cup, White 
RO-1022016D  Sample Cup, Yellow 
RO-1042423D Sample Needle 
RO-7894001D Printer Paper 80mm 
RO-8122600D Printer Paper 110mm 
RO-6812001D Sample Syringe 100uL 
RO-8955001D Reagent Syringe 1000uL 

 
 
Regulatory Information  
 
The product herewith complies with the requirements of the In Vitro Diagnostic Medica Device Directive 98/79/EC and carries the        
marking accordingly. 
 
 
 
 
 
 
Agent: ___________________________________ 
     Hubert Kulzer, Managing Director, Diamond Diagnostics GmbH 
 
Date: 1 November, 2008 München, Germany 


