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JAPANESE INDUSTRIAL STANDARD D B

High-Pressure Steam Sterilizers | T 7322'—1989
for Medical Use

1, Scope

This Japanese Industrial Standard specifies the automatic operating type
high-pressure steam sterilizers (hereafier referred to as the "sterilizers"} which
sterilize medical devices by using saturated steam or hot water and which have
the first grade pressure vessel (excepting small pressure vessel) of 0.256 MPa
{2.5 kgf/em-?} or under in the maximum service pressure of the pressure vessel
rules (') to be determined by the nation. However, sterilizers coping with
biohazards including a washer sterilizer are excepted

Note (!} The rules shall be as specified in the safety rules related to the

first grade pressure vessel of the industrial safety and health law.

on the traditional units and are currently the criteria in force.

2. Definitions

The main terms in this Standard are as defined below.

(1) chamber A part storing the substance to be sterilized in the preseure

vessel of a sterilizer. There is a single door system and a double door
system.

(2) temperature integrating control system A system wherein a control value-

of sterilizing temperature is preliminarily set and when the sterilizing
temperature decreased to that lower than the set value, measurement of
sterilizing time is stopped (hereafter referred to as an "integrating
system".), which includes a reset system.

(3) D value control system A D value control eyetem is determmed by the
sterilizing and the retention time. A system wherein optimum sterilizing

time is determined by integrating a D value. It is occasionally called an
. F value control system. -

(4) D value Time required for reducing a number of bacterium initially

. Remarks: The units and numerical values in { 3} in this Standard are besed |

existing to one tenth under certain sterilizing conditions, i.e. time expressed

by a min unit to be required for killing 80 % thereof.-

(0)  pressure exhaust system A system wherein residual air mterrupting the
rise of sterilizing temperature in a chamber and in substance to be -
sterilized by saturated steam pressure, is exhausted from a drain exhaust
port of the chamber by utilizing a difference in specific gravity between
the saturated steam and the air. It includes a blew system which is
controlled in medical fluid sterilization.

Applicable standards, Reference standards and Reference laws and regulatlene.
See page 12.
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(6)

vacuum exhaust system .

A system wherein residual sir interrupting the rise

of sterilizing temperature in a chamber and in substance to be sterilized
is forcedly exhausted by suction with a vacuum equipment prior to a

sterilizing process.

(7)

sterilizing -‘_c_ycl_e

It includes a pulse exhaust system.

A process from closing the door of a sterilizer until all

processes of, at least, air rejection, sterilization, air exhaust including
natural cooling, etc, are ended and the door is opened.

(8)

Drain exhaust port |

A part from which condensed water generated in a
chamber and unnecessary air are exhausted.

Bowie Dick type chemical indicator

(9)

Lyl A kind of chemical indicator for
judging sterilizing conditions of permeable substance (fibrous material) with

a vacuum exhaust- system high-pressure steam sterilizer, to which it is
“applied that substance applied to paper or the like is discolored by a

physical or chemical change required for sterilization.

judging air rejection effect.

3. Classification

The steriiiZers shall be i::l'a'.ssified as given in Table 1.

This is used for

" Further, respective systems can be combined according to the service purpose.

- JIS T 1001 and otherwise, shall be as follows.

(1)

{2)
(a)

The insulation resistance shall be as follows.

Bétwean the poWef prim-ary. circuit -éncl the body

- Table 1
Sterilizing e
Steam Sterilizing
supply Alr rejection ten_ltperlature time control Drying system
system S}rstem contros | system
| system _
Outside - Pressure 'Fixed Integrating | Draft
steam - : — system
o exhaust system system Existing |
supply system | Vacuum
systenm system
Stear V.I | Variabl D val
senerator acuum arlable value o
bullt-in | eXhaust system control No existing | -
system system L system
1 o
4. Safety
4.1 Electricai s"afe_tz | Tlié electrical safety shall be in accordance with

'The_typé and de’gi’ee of protection from electric shock shall be
respectively class I device and type B device.

5 M@ or over
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(b) For that loaded with a mortor, between the power prlmary circuit and
the body | M& or over
(3) The earthing resistance shall be 0.28 or under,

(4) For the electric parts for maintenance of a door, that of 100°C or over

in heat resistance is used or necessary heat resistant protection is
performed.

4,2 Mechanical safety  The mechanical safety shall be in accnrdance Wlth 18
T 1001 and otherwise, shall be as follows.

(1) Chamber and door The highest service pressure and pressure resistance

shall conform to the pressure vessel rules (!} to be determined by the
nation.

(2) Door fastening interlock When the door fastemng is incomplete, a dcrr_:-r
fastening interiock shall not start an automatic gear |

(3) Safety valve or safety device A safety valve oF a safety device
(hereafter referred to as a "safety valve") shall be equipped to parts

corresponding to the pressure vessel rules (!) to he: determmed by the
nation.

(4) Noise The maximum value of noise shall be 75 dB __(A) or under.

5.  Composition, structure and performance

5.1 Composition A sterilizer is composed of a chamber and a door, a supply

and exhaust device, an automatic controller, a meter, an air filter, a safety valve,
etc.

5.2 Structure and performance

5.2.1 Chamber and door The chamber and door shall be as follows.

. (1) The inner dimension shall be dimensions as given in a ._spe'ci-ficatio—n, a -
drawing, etc. £3 %. .

{2} The structure and materials shall conform to the pressure vessel rules
(') to be determined by the nation.

(3) The door fastening device shall be so constructed as fo be easily
operated and be positively hermetically sealed. Further, its fastening
state shall be capable of being visually confirmed. Either of the
fastened amount or engaged amount, when sub]ected to the test in

. 6.3 (1), shall conform to specified values (%). o

Note (2) The specified values herein mean values as"given in a
manufacturing drawing, a standard inspectiﬂn letter, etc.

(4} The door fastening interlock, when subjected t{} the test in 6.2. 2, shall
be so constructed that the door can not be opened when pressure in .
the chamber is 0.03 MPa {0.3 kgf/cm2} or over.
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