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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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Introduction

Acupoint magnetotherapy is a method of using a magnetic field to act on the acupuncture points of the
human body. It is also called magnetic acupoint therapy, meridian magnetic field therapy and acupoint
magnetic bead therapy.

The use of natural magnets for the treatment of diseases has long been recorded in China. Shen Nong's
Materia Medicalll prescribed the use of magnets as medicine. According to this book, magnetism (ci)
stone is pungent and cold and magnets are used to treat arthralgia, rheumatism and pain in the limbs,
as well as fever and deafness. The Ming Dynasty pharmacist Li Shizhen's Compendium of Materia
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pse and other diseases. This indicates that magnetic therapy was associated with, s
pints during the Ming Dynasty. There are also records of the use of magnets to tréat'dis

recent edition of modern prescriptions, such as Medical Philosophy.[3]
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Traditional Chinese medicine — Acupoint magnetotherapy
plasters for single use

1 Scope

This document specifies the requirements and test methods of single-use acupoint magnetotherapy
plasters:

For devices containing other medicine ingredients, this document only applies to the maghetotherapy
functions of the device.

2 Normative references

The following documents are referred to in the text in such a way thatsome or all of their content
consfitutes requirements of this document. For dated references, énly the edition cited |applies. For
unddted references, the latest edition of the referenced document (in¢luding any amendmepts) applies.

ISO §124-1, Safety of toys — Part 1: Safety aspects related to méchanical and physical properties

ISO 10993-1, Biological evaluation of medical devices —~Part 1: Evaluation and testing Within a risk
manggement process

ISO 49862, Self adhesive tapes — Determination of péel adhesion properties

IEC 6$0404-8-1, Magnetic materials — Part 8-1» Specifications for individual materials — Magnetically
hard|materials

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

[SO dnd IEC maintain terminplogy databases for use in standardization at the following addresses:

— IS0 Online browsing-platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org/

3.1
plaster
tape[with adhesive substance applied on one side which can fix a permanent magnet (3.2) and attach to
the surface of skin

3.2
permanent magnet
magnet that retains its magnetism after being removed from an external magnetic field

[SOURCE: ISO 1069:1973, 1.1.2, modified — Term and definition revised.]

3.3
acupoint magnetotherapy plaster
plaster (3.1) containing a permanent magnet (3.2) which is attached to an acupoint of the skin

©1S0 2023 - All rights reserved 1
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34
magnetic fi

2023(E)

eld strength

vector quantity obtained at a given point by subtracting the magnetization from the magnetic flux
density (3.5) divided by the magnetic constant

3.5
magnetic fl

ux density

vector field quantity (B) which exerts on any charged particle having velocity (v) a force (F) equal to the
product of the vector product v x B and the electric charge (Q) of the particle

Note 1 to entry: The magnetic flux density is sometimes called “magnetic field”, risking confusion with the

magnetic fielg-strength-3-43-H-

3.6

magnetic field leakage

critical mag

4 Requil

4.1 Mate

For perman
the manufag

4.2 Appe

The perman
4.3 Magn

4.3.1 Mag

The range tl
plasters is

information|
instructions

4.3.2 Mag

If the averag

netic field strength (3.4) not acting in the direction of the human body

"ements

rial

ent magnets, the principal constituents in accordance withIEE€ 60404-8-1 shall be stat
turer.

arance

ent magnet shall be without sharp edges or buirs.
etic strength

metic field strength

nat can be set as the target value of maximum magnetic field strength for magnetothg
B5 mT to 400 mT. The error shall not exceed 5 %. The manufacturer shall provid
of the maximum magfetic field strength and flux shape on the package and/or ij
for use.

netic field leakage

re maximum-magnetic field strength exceeds 60 mT at a distance of 5 mm from the su

of the mag

the instructjons efuse.

4.4 Adhesion-strength

etotherdpy plaster, the fact shall be stated by the manufacturer on the package and

bd by

rapy
b the
h the

rface
or in

The adhesive force between the plaster and the permanent magnet shall be 10 times greater than the
weight of the permanent magnet itself.

4.5 Geometric

4.5.1 Geo

metric dimensions of a plaster

The geometric dimensions of a plaster shall be more than double that of a permanent magnet.
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4.5.2 Geometric dimensions of a permanent magnet

The minimum diameter of a permanent magnet shall not be less than 1 mm. If the permanent magnet
has a special shape, its minimum cross-sectional area shall not be less than 1 mm?.

4.6

Biological evaluation

The biocompatibility of a contact part which is intended to attach to the skin shall be assessed and

docu

mented in accordance with ISO 10993-1.
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mag
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Testmethods

}

Material

material used for a permanent magnet shall be stated by the manufactyrer in acco
0404-8-1.

Appearance

exterior of the permanent magnet shall be checked by visual inspection to ensure it is fi
(s or buttons.

Magnetic strength

Magnetic field strength

rding to the intended use of the product, magnetic field strength shall be measured uj
r at the position and direction that shews the strongest value among the target m
ions. The position and direction of the product's maximum magnetic field strength
‘dance with the product descriptiorl_The value shall meet the requirements specified i

1 (tesla) = 10* (gauss).

Magnetic field leakage

gnetotherapy plastershall be attached to the centre of a spherical case made of a
etic material. At this time, the distance from the surface of the permanent mag
etotherapy plaster to all surfaces of the spherical case shall be within 5 mm. The m
gth shall bédneasured using a gauss meter at six points where three axes passing
e of the sphere and perpendicular to each other meet the surface of the sphere. The |
ured values at six points shall be found.

5.4

rdance with

ree of burrs,

sing a gauss
hgnetic pole

shall be in
n 4.3.1.

hollow non-
gnet in the
hgnetic field
through the
irgest of the

Adhesion strength

The adhesion strength between plaster and skin shall be tested according to the procedures in
ISO 29862.

The adhesion strength between plaster and permanent magnet shall be tested by putting 10 identical
permanent magnets under the plaster.
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5.5 Geometry

5.5.1 Geo

metric dimensions of a plaster

The geometric dimensions of a plaster shall be checked by measuring both of the geometric dimensions
of the plaster and the permanent magnet to ensure that the requirement specified in 4.5.1 is satisfied. If
the shape of the permanent magnet is irregular, choose the maximum projected area.

5.5.2 Geo

The geomet

metric dimensions of a permanent magnet

ric dimensions of a permanent magnet shall be checked by inspecting measuring p

ints

specified byj

6 Packaf

the manufacturer.

zing and labelling

6.1 Packaging

a) The pad
pressur

kaging of acupoint magnetotherapy plasters shall be sealed te‘prevent opening d
e, light shock or mishandling.

b) Packagi[:g shall, once opened, be impossible to seal again.

c) Packagi
storage

6.2 Label

The symbol
shall confor

a) thenan

ling

5 to be used with device labels, labelling and information to be supplied on the packj
n to ISO 15223-1. The packaging shall be'marked with at least the following informati

e, trademark or logo of the manufa¢turer and supplier (if any);

b) adescription of the contents;

c) thelotry
d) expiryd
e) the worj
f) the pold

For opaque
magnet can

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

late for magnetotherapy plaster supplied as sterile and with enough adhesiveness;
ds “For single use”*or “Do not reuse” or a symbol;

rity information based on the product shape.

broducts:where the permanent magnet is in an interlayer of the plaster, or if the permg
hot beseen directly, the position of the permanent magnet shall be marked on the plas

g shall ensure adequate protection of the contents during normal handling, transit

e to

and

ging
hn:

nent
Ler.

7 Instru

ctions for use

The instructions for use shall include:

a) advice for safe use of the acupoint magnetotherapy plaster:

1) the need to give instructions for contraindicated patients (e.g. those with heart disease or high
blood pressure, pregnant women or as directed by a doctor);

2) that the product should be administered and used under the direction or supervision of a
qualified practitioner;

© IS0 2023 - All rights reserved
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3) precautions before use, for instance an indication that the device should not be placed near the
magnetic force and that the device should be stopped when checking for cracks on the sewn
product;

4) precautions during use, for instance that the device should not be swallowed or to immediately
stop using if an abnormal feeling occurs; this safety information shall refer to ISO 8124-1;

5) warnings about the possible side effects (dizziness and vomiting occur if sensitive to magnetic
field) and suggested solutions (e.g. stopping treatment, reducing treatment dose or changing
magnotherapy method);

@) _ifthe equipment is nsed on the head _such as ear acupoint magnetotherapy plasters, warnings
LY I T (=] I J I
about the possible safety risks and possible injuries;

b) ]:structions for the disposal of the product after use;

information on the maximum magnetic field strength and flux shape.

© IS0 2023 - All rights reserved 5
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Annex A
(informative)

Example of measurement positions

This annex provides some examples of measurement positions with different magnetic shapes. As
shown in Figure A.1, magnetic flux density shall be measured perpendicular to the direction of
magnetic fi¢ld lines. If not, the measured value will be lower than the original value.l>l The magnetic
therapy plagter products on the market can be divided into two categories according to the number of
magnetic pdles: unipolar and multipolar.

Key

1 d low

2 @ high

N north pole

dashed lines | magnetic field lines

red circles magnetic flux density
Figure A.1 —Magnetic flux density distribution

When the product is the unipolartype, according to the position of the north and south poles df the
magnet, it cAn be further divided into two categories: either the north and south poles are verti¢al to
the plaster direction, see Eigure A.2 a), or the north and south poles are parallel to the plaster direg¢tion,
see Figure A.2 b).

a) Magnetic flux line vertical to the plaster b) Magnetic flux line parallel to the plaster

Key
1 measure the most protruding point or the centre point
N north pole

Figure A.2 — Schematic of the unipolar type product

When using the product of the magnetic flux line vertical to the plaster, the direction and position of
measuring the magnetic flux density are shown in Figure A.3 a). When using the product of the magnetic

6 © IS0 2023 - All rights reserved
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