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2117 sterility assurance level (SAL): Probabilty of a single viable microorganism occurring on an item after
sterlization,

NOTE 1—SAL is normally expressed as 10°.

NOTE 2—A SAL of 10° means that there s less than o equal fo one chance in a million that a single viable microorganism is
present on a sterilized item. It is generally accepted that a SAL of 0% appropriate for ftems intended to come into contact
vith compromised fissue (that s, issue that has lost the integrty of the natural body bariers). A SAL of 10 (a one n a
thousand chance of a suniving microorganism) is considered acceptable for items not intended to come into confact with
compromised fissue,

NOTE 3—SAL cannot be directly measured by a steriization indicator.
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9.7 Record-keeping

A maintenance record, in either paper or electronic format, should be kept for each sterilizer. This record should
be maintained by the supervisor responsible for the equipment, by the hospital engineering staff, by the service
person or organization that performed the servicing, and/or by whomever else is deemed appropriate by the
health care facility. The maintenance record should include sufficient information to identify the equipment and to
establish a continuous history of all scheduled and unscheduled service. At least the following information should
be recorded:

a) the date on which service was requested;

L=

the model and serial number of the sterilizer;

iz

o

)

)

) the location of the equipment (hospital identification, if applicable);

) the name of the individual from the health care facility who requested and authorized the service;
)

e) the reason for the service request;

f)  adescription of the service performed (e.g., calibration, repair);
g) the types and quantities of parts replaced;

h) the name of the person who performed the service;

i) the date the work was completed;

j)  the handwritten or electronic signature and title of the person who acknowledged completion of the
work; and
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