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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Traditional Chinese medicine — Electric heating
moxibustion equipment

1 Scope

This document specifies general requirements for electrical heating moxibustion equipment.

Itis ot applicable to infrared moxibustion equipment covered by ISO 20493 and smokeleS§s
deviges covered by ISO 21366.

2

The following documents are referred to in the text in such a way that-some or all of t
constitutes requirements of this document. For dated references, only~the edition cited
unddted references, the latest edition of the referenced document (in¢luding any amendme

ISO 10993-1, Biological evaluation of medical devices — Part A:Evaluation and testing |

man

ISO 1

be supplied — Part 1: General requirements

ISO 18666, Traditional Chinese medicine — General ¥equirements of moxibustion devices

IEC 60601-1, Medical electric equipment — Part" 1: General requirements for basic safety ¢
perfdrmance

3 Terms and definitions

Fort
ISO 4
— 1
— 1

3.1
elect
devig

ormative references

gement process

5223-1, Medical devices — Symbols to be used with medical device labels, labelling and in|

he purposes of this document, the following terms and definitions apply.
nd IEC maintain terminological databases for use in standardization at the following z

SO Online browsing-platform: available at https://www.iso.org/obp

EC Electropedia: available at http://www.electropedia.org/

ric heating moxibustion equipment
e that delivers the heat which is applied to the skin or acupoints

moxibustion

heir content
applies. For
hts) applies.
vithin a risk

formation to

nd essential

ddresses:

3.2

heating unit

part
Note

3.3

that delivers heat energy to the skin or acupoints through a touching pad

1 to entry: This device is used to heat the moxibustion substance.

moxibustion pad
replaceable component which can be placed in a heating unit

Note 1 to entry: In some cases, a moxibustion pad is not required. When required, the moxibustion pad is intended

to be

© ISO

in direct contact with the body areas where the treatment is applied.
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4 Components

The device consists of a control unit (including mains part) and the output components as shown in
Figure 1.

The output component includes the output line and a heating unit, which is placed on the skin or
acupoint. If the device has a moxibustion pad, it shall be placed in the moxibustion heating unit during
use. One end of the moxibustion pad is attached to the body.

The equipment may have one or more output components. For the wireless type, the equipment might
not have an output line.

1 —

2 CH1 CH2 ... CHn

Key
1  control ynit (including mains part)

2 indepenglent channels

3 outputlipe

4 heating yinit with moxibustion pad inside

Figure 1 — Electric heating moxibustion equipment

5 Requirements and testimethods

5.1 Preparation

Prepare the|test according to the requirement of IEC 60601-1. Before testing, maintain the equipment
in a stable position-at the test site with the power off for at least 24 h. Prior to commencing tegting,
preheat and|run the equipment according to the instructions for use.

5.2 Heating unit temperature
The test method of the heating unit temperature of this equipment shall conform with ISO 18666.

If the equipment has more than one heating unit, the temperature for each unit shall be adjusted
independently. The set temperature range of the heating unit is specified by the manufacturer and the
error shall be no more than + 2 °C. The upper limit of temperature shall be no more than 60 °C.

If the equipment has a temperature indicator, the error of the displayed temperature displayed shall be
no more than * 2 °C.

Check conformity as follows:

2 © IS0 2020 - All rights reserved
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The temperature of the heating unit shall be set in accordance with the manufacturer’s instructions.
Maximum, middle and minimum temperatures shall be set and tested separately. Once the stabilization
time specified by the manufacturer has passed, measure the temperature at the centre of the heating
unit’s surface with a reference thermometer and then compare it with set values. Either the displayed

value or the set value shall meet the value.

5.3 Timing function

The equipment shall be provided with a timing device. The range shall be 1 min to 60 min and the

difference of timing shall be no more than * 5 %.

Check conformity as follows:

Adjupt the timer of the equipment to the maximum set value. Using a stopwatch to.test t
valug, start the equipment and the stopwatch at the same time. When the pre-settinter stq
stopyvatch synchronization and record the real-time value of the stopwatch.

he real-time
ps, stop the

ure exceeds

emperature
hent cannot
ified by the

hnd checked

ncrease the
ment.

h that the
ty of parts
ding to the

5.4 | Safety requirements

The ¢quipment shall include the following functions:

a) manual stop function;

b) 4 temperature indication function in the heating unit. When the heating unit’s temperat

0 °C, an audio and/or visual signal shall be produced;

c) 4n over-temperature protection device which issindependent of the heating unit {
¢ontrol system and which can automatically turn off the heating unit. This equipr
if automatically reset. The value of the over-temperature protection shall be sped

anufacturer.

Check conformity as follows:

For d) and b), operation of the equipmeinit is performed according to the instructions for use

by visual inspection.

For d), simulate the single fault-conditions of the heating unit temperature control system.

temperature of the heating.unit to check the function of over-temperature protection equig

5.5 | Biocompatibility

Confprmity shalK be confirmed if records provided by the manufacturer establis

biocgmpatibjlity’ of the materials selected has been demonstrated. The biocompatibil

interlded to come into contact with patients shall be assessed and documented accor

guidanceé and principles given in ISO 10993-1.

Checkconformity using the mrethodsand procedures i 1S6-16993+1:

5.6 Instructions for use

The instructions for use shall meet the requirements of IEC 60601-1 and include, but not be limited to,

the following information:

a) awarningabout the risk of burns to the patient’s skin if the upper limit of heating unit temperature
exceeds 60 °C;

b) the geometric requirements of the moxibustion pad, such as shape, configuration and dimensions
appropriate for the equipment;

c) instructions indicating how to connect the heating unit and moxibustion pad;

© IS0 2020 - All rights reserved 3
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a warning that the device must not be used on patients with skin ulceration;

personnel at all times;

the recommended heating unit temperature and treatment duration;

temperature from the value dialled/set on the machine;

a warning that the equipment must be used with caution on patients with low heat sensitivity;

instructions that the equipment must be used under the supervision of medical or other healthcare

if there is not a real-time temperature indicator on the heating unit, the corresponding heating unit

d)
e)
f)
g)
h)
i)
Conformity
6 Packaf
6.1 Prim
6.1.1 Elec
6.1.2 The

the prepparation and preheating time of equipment.

is achieved by inspecting the documents from the manufacturer.

e

US

ary packaging

frical heating moxibustion equipment shall be sealed in a primary package.

6.2 Secondary packaging

6.2.1 One
moxibustion]

6.2.2 The

7 Labell

7.1 Gene

The symbol

7.2 Prim

The primary

or more primary packages shall be packaged in a secondary package for the elec
equipment.

storage of the secondary package shall'be in dry, clean and adequately ventilated condit

ing
ral

5 to be used on the'package shall conform with [SO 15223-1.

ary and secondary packages

r and secondary packages shall be marked with at least the following information:

storage of the primary package shall be in dry, clean and adequately ventilated conditiopns.

trical

ions.

a) thenan

ejtrademark or logo of the manufacturer and/or supplier, if applicable;

b) adescri

<)

ption of the contents;

the lot number, prefixed by the word “LOT”, and/or date of manufacture;

d) the expiry date.
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