JAPANESE INDUSTRTAL STANDARD
JIS T 7323-1989
Ethylene oxide gas sterilizers for medical use

ERRATA
Page % Position i Wrong \ Correct
8 iSpecies of bacteria, Bacillus stearother- Bacillus subtillis
Stertlization conditions mophilus spores spores

!in Table 2. 7.4.3

Remarks: This errata is for correcting the first edition of this Standard.
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Ethylene Oxide Gas Sterilizers T 7323-1989
for Medical Use

1, Scope

This Japanese Industrial Standard specifies, among the ethylene oxide
gas sterilizers to be used for sterilization of medical instruments (hereafter,
referred to as the "sterilizers"), those of automatic operation with a
pressure vessel in which the maximum allowable working pressure correspond-
ing to the specifications of pressure vessels defined by law, ete. (1) is
0,25 MPa (2.6 kgf/cm?} or under and the internal volume is 100 & or over.

Note (}) Safety regulations concerning class 2 pressure vessels in
the Labor Safety and Industrial Hygiene Law shall be as
given in JIS B 8243,

Remarks: The units and numerical values given in { } in this
. Standard are based on the traditional units and are
currently the criteria in force,

2.  Definitions
For the purposes of this Standard, the following definitions apply:

(1) chamber The part to receive the object to be sterilized in the
pressure vessel of the sterilizer. There are one-~door types and
double-door types.

(2) humidity supplying device The device to apply humidity to the
objects to be sterilized before they are exposed to the ethylene
oxide gas (hereafter referred to as gas). ‘

(3) wvacuum exhaust system A system to forcibly exclude the air in
the chamber and In the object to be sterilized, and the residual
gas after sterilization, before and after the sterilizing process

. by vacuum device.

(4) sterilization cycle The process from the time the door of the
sterflizer is shut at least until all processes including the air
exhaust, sterilization and gas exhaust have been completed and the
door is opened.

Applicable Standards, Reference Standard and Relating Law and
‘ Regulations: See page 11,
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3. Classification

The classification shall be as shown in Table 1.

Systems may be combined, to suit the purpose of use.

Table 1
Permisgible pressure Pressure and
Class of chamber of gasification device Humidifier temperature

MPa {kgf/cm?2} control system
Class Il pressure
vessel according to 0.1 to 0.8
the pressure vessel 21 to Si Present Fixed system
specification (1!)
defined by law
Pressure vessel - .

3 to 8.2 Switchable

according to Absent
JIS B 8243 {30 to 80} system

4. Type of gas used

The gas to be used shall be limited only to ethylene oxide gas
approved for medical use (density 30 % or under).

5. Safety

5.1 Electrical safety Electrical safety shall comply with the follo{ving.
Other items shall comply with JIS T 1001.

(1) The type and degree of protection against electric shock shall be the
same as for class I instruments and type B instruments, respectively. .

(2) The insulation resistance shall be as follows:
(a) Between power primary circuit and body 5 MQ or over

(b) For those taking the motor as the load, 1 MQ or over
between power primary circuit and body

(3) The ground resistance shall be 0,2 2 or under.
(4) TFor the prevention of gas explosion by electric spark or heating, the

parts in contact with the gas shall not be equipped with parts liable
to generate electric sparks or electric heating.
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