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We, TearLab Corporation, with offices at 7360 Carroll Road, Suite 200, San Diego, 
California 92121, USA, declare under our own responsibility that the TearLab™ Osmolarity 
Test Cards: 
 

• P/N 100003, TearLab™ Osmolarity Test Cards 
• P/N 100008, TearLab™ Osmolarity Test Cards 

 
are in conformity with all the applicable provisions of the following Directives: 
 

• IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79 EC 
 
 
DEVICE CLASSIFICATION:  General In Vitro Diagnostic (IVD) device  
 
 
QUALITY SYSTEM: TearLab Corporation’s quality system is certified to ISO 13485: 2003 
 
 
TECHNICAL FILE:  Part (A) of the Technical File for this product shall be available from 
TearLab Corporation’s Authorized Representative for the EU; Part (B) of the Technical File 
shall reside at TearLab Corporation’s corporate headquarters. 
 
NAME AND ADDRESS OF AUTHORIZED REPRESENTATIVE FOR THE EU: 
 
 

• Cavendish Scott Ltd, PO Box 107, SG5 1FW, England 
 
 
SIGNED ON BEHALF OF TEARLAB CORPORATION: 

 
SIGNATURE 
 
Michael S. Berg VP, Clinical & Regulatory Operations June 15, 2010 
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