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General rules for autoclaving K 3605-1992

1. Scope This Japanese Industrial Standard specifies the general rules
for autoclaving to make sterilization by which bacteria to be sterilized are
kept in a saturated water steam at specified temperature for specified
duration.

Remarks: The following standards are cited in this Standard.

JIS B 9920-Measuring Methods for Airborne Particles in Clean
Room and Evaluating Methods for Air Cleanliness
of Clean Room

JIS T 7322-High-Pressure Steam Sterilizers for Medical Use

JIS T 7324-High-Pressure Steam Sterilizers for Medical Use
(Small Size)

2. Definitions of terms The definitions for the main terms used in this
Standard shall be as follows.

(1) sterilization This means to destroy all microorganizm.

(2) D value D value means the heating time after which the number of
sample bacteria would be destroyed by 90 % at specified temperature,
that is, the 10 % of the sample bacteria survives. This value
expresses the destruction rate of microorganizms.

(3) F value F value means the heating time after which all micro-
organizms under specified concentration are destroyed at specified
temperature.

(4) cold spot The spot where the lowest temperature is found within
a space for loading.

3. Operational outline of autoclaving For the purpose to make the sterili-
zation reliable, each procedure shall be carried out as follows applying
suitable indexes (!) whenever the need arises.

(1) Steam replacement Inside the vessel of the autoclave (hereafter re-
ferred to as the "inside the vessel"), not only water steam is provided
for replacement but also air inside the vessel is replaced with steam
owing to natural air discharging or forced air discharging.

(2) Pressure applying and temperature raising In order to make inside
the vessel the specified temperature and pressure, such as pressuriz-
ing with steam, drainage of condensed water, and agitating for mixing,
shall be carried out.

(3) Sterilization The inside the vessel shall be maintained to be under
specified sterilizing condition (2).

(4) Cooling The inside the vessel shall be cooled to get specified
temperature owing to cooling by exhausting or coolant.
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