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Style Manual for Instruction Manuals T 1005-1983

1. Scope

This Japanese Industrial Standard specifies style manual for instruction
manuals for medical electrical equipment. However, this standard does not
apply to the items which require no instructions according to the class of
equipment out of items specified in this standard.

2. Definitions

For the purposes of this standard, the- definitions specified in JIS
T 1001 apply and in addition the following shall apply:

(1) medical electrical equipment The electrical equipment for medical
‘ use by the method which is possible to influence the patient
environment or safety of persons in the patient environment,
hereinafter referred to as the "equipment"”.

The equipment means the single body which has only one place of
connecting part with power source or the composite single bodies.

(2) accessory A component to be used in combination at times with the
equipment in order to enable, facilitate, or improve the use of
equipment or to effect the additional functions.

(3) instruction manual The documents in which the items concerning
the operation of equipment, installation, assembly, storage,
maintenance, and repairs in order to use safely and correctly the
equipment, and items required for understanding the composition,
principle and actuation of the equipment are described and which
shall be offered to user together with the equipment.

The instruction manual shall include the explanation for handling
. and gist for check.

(4) type name (type number) Combination of digits and letters to be
used for identification of type inherent to the equipment.

(5) expert A technical engineer who has technical knowledge and
engineering concerning the equipment and can have responsibility for
g readjustment and repairing.

Applicable Standards:
JIS P 0138-Trimmed Sizes of Paper

JIS T 1001-General Requirements for Safety of Medical Electrical
. Equipment
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(6) block diagram = Drawing which indicates the main functional units of
equipment with symbol or simplified pattern and indicates their
interrelationship to facilitate understanding the actuation principle of
equipment.

However, the block diagram does not indicate the details of
connection,

(7) circuit diagram Drawing which e}ipresses the details of connections
of circuit components constituting the equipment to each other by
using symbols to facilitate understanding the actuation of equipment.

(8) wiring diagram Drawing which indicates electrical internal
connection of equipment and external connection. For example,
drawing to indicate wiring in order to connect between the
components of equipment or between the equipment and the

accessories, .

(9) duty cycle The ratio of running time to the sum of running time
and the followed pause time.

(10) specification Information data, guaranteed data, etc.

(11) information data Standard values of dimensions, mass, power
consumption, performance, output, etc.

(12) guaranteed data  Specification which includes conditions of
operation, storage and transportation and indicate the tolerances or
limit value for performances and output of equipment guaranteed by
the manufacturer.

(13) maintenance Working to be carried out for maintaining the
specification of equipment and for correct actuation.

(14) . storage Control of equipment and accessories in non-working
condition under the specified conditions. ‘

(15) long-period storage Storage which requires particular preparation
according to instruction manual or continuous supervision.

(16) repair Working to be carried out in order to recover the
performances as specified for the equipment which has lost the
functions or has become not to comply with the specification. v

3. Format

3.1 Printing and Binding The instruction manual shall have clear and
legible printing and rigid binding difficult to be broken.

3.2 Dimensions Dimensions of instruction manuals shall, as a rule, be
of A 4 or B 5 size, as specified in JIS P 0138, In the case of fascicles,

the dimensions shall be unified.

In the case of preparing abstract of the instruction manual so as to
facilitate the use, the dimensions shall be suitable to the vessel for ‘
receiving equipment, and it is desirable for the abstract to be appended
always to the equipment.
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