Product Change Notification: ISO 11140-1 2005 Change - Radiation CPIs

2007
To Our Valued Customer,

Namsa’s Chemical Process Indicators (CPI) for radiation processes, product codes CPI-R01, PI-R02 and CPI-R-3 had historically been certified to transition to a red endpoint color at a dose level of 15 kGy. The ISO standard for Class 1 Chemical Process Indicators, 11140-1:1995, outlined that the endpoint color should be achieved at a dose level not less than 5 kGy. The certified value of 15 kGy, met this requirement. 
Our Certification of Conformance (C of C) associated with these products were recently revised after the publication of the revised ISO 11140-1:2005. The verbiage related to radiation lass 1 CPIs had been revised to outline that a visible change in color to the indicator should be visible after exposure to 10 kGy dose levels.

Namsa’s C of C for the CPI-R01, CPI-R02 and CPI-R03 products was revised to outline a color transition to orange at an exposure level of 10 kGy in response to this revised ISO standard.

The CPI-R01, CPI-R02 and CPI-R03 products or the ink utilized to manufacture the indicators has not changed. These products have always historically transitioned to a dark orange color when exposed to dose levels of 10 kGy and a red endpoint color at 15 kGy or higher dose levels.

 If you have any questions regarding this change associated with the radiation PI product line, please do not hesitate to contact NAMSA.

 Sincerely,

 Julie Wheeler
Product Manager, Sterility Assurance, NAMSA Marketing

Ph: 419-662-4358

Email: jwheeler@namsa.com
