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1. Scope

This Japanese Industrial Standard specifies defibrillators intended to
eliminate cardiac fibrillation by discharging the stored energy in the capac-
itors as high-voltage pulses indirectly to the heart through walls of the
chest of the patient or directly to the heart exposed by surgical operation
of chest.

2. Definitions

For the purpose of this Standard, in addition to the definitions of JIS
T 1001, the following principal definitions apply:

(1) defibrillator  Medical electrical equipment intended to eliminate
cardiac fibrillation of patient by discharging the stored energy as
high-voltage pulses to the heart of patient via defibrillator elec-
trodes. There are defibrillators without monitor and defibrillators
with monitor,

(2) energy charging To store the energy by charging the capacitor.

(3) stored energy Energy stored in the capacitor.

4) energy discharge To discharge the stored energy to the heart of
patient or a specific load resistor via defibrillator electrodes.

(5) output energy The energy actually consumed in the patient or
the load resistor when the energy discharge is done,

(6) internal discharge To discharge and consume the stored energy
inside a defibrillator without passing the defibrillator electrodes.

Applicable Standards:

JIS T 1001-General Requirements for Safety of Medical Electrical
Equipment

JIS T 1002-General Rules for Safety Testing Procedures of Medical
Electrical Equipment

JIS T 1003-Testing Methods for Electrical Safety of Medical Electrical
Equipment

JIS T 1004-Testing Methods for Mechanical Safety of Medical Electrical
Equipment

JIS T 1005-Style Manual for Instruction Manuals
Corresponding International Standard:

ICE 601-2-4-Part 2 Particular requirements for the safety of cardiac
defibrillators and cardiac defibrillator-monitors

Documents

Copyright by the Japanese Industrial Standards

Mon Sepll03othiddeld R@tbils: JIS T 1355 0



http://www.avadocuments.com/doc/jis-t-1355-0
http://www.avadocuments.com/doc/jis-t-1355-0

2

JIS Tx1355 47 WM 4933608 0071c?L 2 IR

T 1355-1987

(7

(8)

(9

(10)
(11)
(12)

(13)

(14)

(15)
(16)
17)
(18)
(19)

(20)

(21)

defibrillator electrode assembly Electrode assembly for discharging

the stored energy as high-voltage pulses to the heart of patient.
It consists of the electrodes themselves, handle (including the
discharge switch, charging switch, pilot lamp, etc. equipped on
handle) and cable (including connector).

external electrode assembly Defibrillator electrode assembly which
carries out energy discharge to the heart indirectly through walls
of patient's chest.

In a defibrillator with monitor, it also serves as the electrode
to lead out electrical potential of activity of patient's heart,
hereinafter referred to as the "ECG monitoring signal".

internal electrode assembly Defibrillator electrode assembly which
carries out energy discharge directly to the heat exposed by
surgical operation of chest.

charging circuit The circuit intended to carry out energy
charging. -

discharge circuit The circuit intended to carry out energy
discharge.

internal discharge circuit The circuit intended to carry out
internal discharge,

monitor A component of defibrillator with monitor intended to
observe electrocardiogram (ECG) of patient via monitoring
electrodes and external electrodes,

monitoring electrode assembly Electrode assembly intended to lead
out the ECG monitoring signal separate from external electrodes.,

It consist of induction electrodes applied to patient's chest or
limbs, and an induction cord (including connector) for connecting
the induction electrodes with the input circuit.

input circuit A circuit intended to inputting ECG monitoring
signal from monitoring electrodes and external electrodes.

amplifying circuit A circuit intended to amplify ECG monitoring
signal,

display A part intended to express ECG visually.

monitor sensitivity = The magnitude, indicated on the display, of
amplitude of output signal (mm/mV) when a signal of 1 mV is
applied to the input circuit.

synchronous mode Such a state that the energy discharge is
done at a specific phase of the cardiac cycle,

synchronizing circuit A circuit intended to generate synchronizing
pulses at a specific phase of the cardiac cycle for controlling the
energy discharge to keep synchronous mode.

primary battery A battery charging of which is impossible.
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. (22) secondary battery A battery which can be used repeatedly by
charging. '

3. Service Conditions

The service conditions shall be as stated in 3. of JIS T 1001. How-
ever, the ambient temperature and relative humidity of service environment
and the a.c. power supply voltage shall be as follows:

(1) Ambient Temperature: 0 to 40°C

|

.

| (2) Relative Humidity: 30 to 95 $
|

oo

(3) A.C. Power Supply Voltage: 100 V + 10

4, Classification
Defibrillators are classified as given below according to their structure
. and functions.

@9 Defibrillator without Monitor A defibrillator having no monitor
that is used for elimination of the ventricular fibrillation.

" (2) Defibrillator with Monitor A defibrillator having a monitor that is
used for elimination of the ventricular and atria fibrillation.

The matters relating with safety shall, in addition to compliance with
JIS T 1001, be as follows: - :

5.1 Protection against Electric Shock The type and degree of protec-
tion against electric shock shall comply with the requirements for respective
classes which are specified in 4. of JIS T 1001 and prescribed below.

|
\
|
5. Safety

(1) Classification by Type of Protection against Electric Shock
' . As for the type of protection against electric shock, Class I
: equipment, Class II equipment or internally powered equipment
shall be employed.

(2) Classification by Degree of Protection against Electric Shock
As for the degree of protection against electric shock, Type BF
equipment or Type CF equipment shall be employed. However, a
defibrillator having either one or both of internal electrodes and
monitoring electrodes in addition to external electrodes shall be
Type CF equipment.

The external electrodes of Type CF equipment may be the
applied parts (parts to be applied to a patient) of Type BF
equipment,

5.2 Leakage Current The leakage current shall be as specified in 6.2
of JIS T 1001. However, as for defibrillator electrodes of Type CF equip-
ment, the permissible patient leakage current under single failure mode
shall be 0.1 mA.
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