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This is to certify that the above mentioned product has been inspected and released in 
accordance with the plant standard production methods and process quality assurance 
specifications.  The resins used in the processing of this product has been approved and 
released. 
 
This product has been processed for sterility by Electron-Beam Radiation in order to 

achieve Sterility Assurance Level (SAL) of 10⁻³ as a minimum, in accordance with the 

below guidelines and Standards: 
 

- Title 21 CFR Part 820 US FDA Good Manufacturing Practice – Quality Systems 
Regulations (June 1997) 

-   ISO 13485:2003 Quality Management System for Medical Devices 
-   ISO 11137:2006 Sterilization of Healthcare Products 
 
 
 

 
 
 
 
 
 
 
 
 
 
Signed: 

 
 
Ken Crossley 
Manager 
Quality Assurance  Date: September 23, 2014 

Product No. Description Lot No. Sterility Lot No. 

82030-408 
VWR CONTAINER 120ML 

YEL CS300 
I04A2141 G0905141 


