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Foreword

The Saudi Food & Drug Authority is an independent organization mainly
responsible for regulating imported/locally produced food, drug and medical
devices, which includes, inter alia, setting their standards.

(Sterilization of health care products -- General requirements for characterization of
a sterilizing agent and the development, validation and routine control of a
sterilization process for medical devices), issued by (International Organization for
Standardization), has been adopted identically in its original language as a national
standard and approved by SFDA CEO decision No (...) on ( date )



Scope:

ISO 14937:2009 specifies general requirements for the characterization of a
sterilizing agent and for the development, validation and routine monitoring
and control of a sterilization process for medical devices.

It applies to sterilization processes in which microorganisms are inactivated by
physical and/or chemical means and is intended to be applied by process
developers, manufacturers of sterilization equipment, manufacturers of
medical devices to be sterilized, and organizations responsible for sterilizing
medical devices.

ISO 14937:2009 specifies the elements of a Quality Management System
which are necessary to assure the appropriate characterization of the
sterilizing agent, development, validation and routine monitoring and control of
a sterilization process.
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