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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.

The procedy

described i
different ty
editorial ru

Attention is
patent right
any patent 1
on the ISO li

Any trade n
constitute a

For an expl
expressions
World Trad

.org/iso/for

bes of ISO documents should be noted. This document was drafted in accordance\wit

st of patent declarations received (see www.iso.org/patents).

hme used in this document is information given for the conyvenience of users and doe

the ISO/IEC Directives, Pa

rt 1. In particular,

es of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

drawn to the possibility that some of the elements of this document may be the subje

ect of

s. ISO shall not be held responsible for identifying any or all such patént rights. Detafils of

ights identified during the development of the document will be in the)Introduction ar

h endorsement.

anation of the voluntary nature of standards, the ineaning of ISO specific terms
related to conformity assessment, as well as information about ISO's adherence t
e Organization (WTO) principles in the Technical’Barriers to Trade (TBT) see wwj
bword.html.

This docum

Any feedbad
complete lis

bnt was prepared by Technical Committee {SO/TC 249, Traditional Chinese medicine.

k or questions on this document should\be directed to the user’s national standards bo
ting of these bodies can be found atiwww.iso.org/members.html.

1d /or

S not

and
b the
W.iso

dy. A

© ISO 2019 - All rights reserved


https://www.iso.org/directives-and-policies.html
https://www.iso.org/iso-standards-and-patents.html
https://www.iso.org/foreword-supplementary-information.html
https://www.iso.org/foreword-supplementary-information.html
https://www.iso.org/members.html
https://standardsiso.com/api/?name=aca113cfe65e01dde39cec50085926db

INTERNATIONAL STANDARD

ISO 21291:2019(E)

Traditional Chinese medicine — Therapeutic fumigation
devices

1 Scope

This document specifies the requirements and test methods for therapeutic fumigation devices,

heregfterreferredtoasthedevice:

This|{document does not apply to decoction pieces.

2

ormative references

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 |
mandqgement process

IEC
safet]

IEC {
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0601-1:2005/AMD1:2012, Medical electrical equipment — Part 1: General requireme
Y and essential performance

0601-1-2, Medical electrical equipment — Part 132: General requirements for basic safety
rmance — Collateral standard: Electromagnétic disturbances — Requirements and tests

0601-2-52, Medical electrical equipment*— Part 2-52: Particular requirements for the
ssential performance of medical beds

b0601-1-8, Medical electrical equipment — Part 1-8: General requirements for basi
tial performance — Collateral standard: General requirements, tests and guidance for al
dical electrical equipmenti@and medical electrical systems

Terms and definitions

he purposes of this document, the following terms and definitions apply.
nd IEC maintain terminological databases for use in standardization at the following 2

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

heir content
applies. For
hts) applies.
vithin a risk
nts for basic
ind essential

basic safety

t safety and
arm systems

ddresses:

ECElectropedia: available at http://www.electropedia.org/

3.1

therapeutic fumigation device
device that heats liquid decoction pieces to form steam

Note

3.2

1 to entry: The steam is used therapeutically.

closed therapeutic fumigation device
therapeutic fumigation device which uses an enclosed capsule for treatment

Note 1 to entry: During treatment, the steam and areas of the patient’s body undergoing therapeutic fumigation
are predominantly isolated from the surrounding environment.
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open therapeutic fumigation device

therapeutic

fumigation device which does not use an enclosed capsule for treatment

Note 1 to entry: During treatment, both the steam and areas of the patient’s body undergoing therapeutic
fumigation are exposed to the surrounding environment.

4 C(Classification and components

4.1 Classification

The device

applied.

a) Local tj
Figure 3

b) Open tl
referred
(see Fig|

4.2 Comyp

The device

control unit|
For open de

For closed

pe and full-body type can be classified by body area being treated (see)Figure 1
).

herapeutic fumigation devices and closed therapeutic fumigationdevices, herein|
| to as open devices and closed devices, can be classified by the expésure to the environ
ure 1 and Figure 2).

jonents

consists of a heating unit, decoction container, steam outlet temperature-sensing
steam pathway and output unit with steam outlet:

Vices, a skin temperature-sensing unit is also included.

devices, a treatment capsule and a capsule steam temperature-sensing unit are

is classified according to the body area being treated and the fumigation method ll)eing

and

after
ment

unit,

also

included. Far closed devices involving therapeutic fumigation of the whole body, a support system for

the treatme

ht capsule is also included (see Figures.1 to 3).
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Figure 1 — Open devices
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Figure 2 — Closed devices for body area fumigation

© ISO 2019 - All rights reserved


https://standardsiso.com/api/?name=aca113cfe65e01dde39cec50085926db

IS0 21291:2019(E)

/ AN T S— | |

p—L |

8 8]

L |

Key
d¢ontrol unit

heating unit

decoction container

dteam pathway

4team output unit

dteam output temperature-sensing element
ffreatment capsule

dteam outlet

O 0 N O U1 A W N -

dapsule steam temperature-sensing element

Figure 3 — Closed devices for whole body fumigation

5 Technological requirements and test methods
5.1 | Temperature/protection

5.1.1 Tempetature protection at steam outlet

The |devicevshall have an over-temperature protection function at the steam outletf When the
templerature exceeds that specified by the manufacturer, heating of the decoction shall ayitomatically
stop|and a corresponding auditory alarm signal and/or visual alarm signal shall be produced as
specified in IEC 60601-1-8.

Conformity is checked by the following test:

Place a thermometer and the temperature-sensing element of the steam outlet temperature-sensing
unit into a constant-temperature water tank, and steadily increase the temperature in the tank until
the over-temperature (x5 % of the manufacturer's specified maximum value) protection function is
triggered. Record the thermometer’s temperature and compare it with the value of over-temperature
specified by the manufacturer.

© IS0 2019 - All rights reserved 5
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5.1.2 Temperature protection for fumigated body areas

5.1.2.1 Open devices

When the steam temperature at the site undergoing treatment exceeds 45 °C, the device shall
automatically stop heating the decoction and a corresponding auditory alarm signal and/or visual
alarm signal shall be produced as specified in [EC 60601-1-8.

Conformity is checked by the following test:

Place a thermometer and the temperature-sensing element of the skin temperature-sensing unit into a
constant-teqperature tank; amd steadity increase the temperature umntit the over-temperature {51 % of
the manufagturer's specified maximum value) protection is triggered.

5.1.2.2 Clpsed devices

When the temperature in the treatment capsule exceeds 45 °C, heating of the decoction shall be
automatically stopped and a corresponding auditory alarm signal and/or visual.alarm signal shgll be
produced aq specified in IEC 60601-1-8.

Conformity fis checked by the following test:

Place a thefjmometer and the temperature-sensing element of the capsule temperature-sensing unit
into a constant-temperature water tank, and steadily increase the temperature until the corresponding
over-tempefature (£5 % of the manufacturer's specified maximumvalue) protection is triggered.

5.2 Temperature set function

The device phall have a set function for steam temperature. The error between the set temperature
value and the actual temperature value shall be no mote than +2 °C.

Conformity fis checked by the following test:

Use a thernometer to detect the actual“steam temperature at testing points specified by the
manufacturgr. The error between the detected temperature value and the set temperature value|shall
meet the requirements.

5.3 Temperature display function

5.3.1 Opedn devices —skin temperature-sensing unit

The real-tinje temperattre of the areas undergoing therapeutic fumigation shall be displayed. The ¢rror
between th¢ displayed real-time temperature value and the actual temperature value shall be no more
than #1 °C.

lnnnlzor‘] bn the Fn”nurinn— tact:

TECITC ooy TOTTOVY 5 TooTs

Conformity ks

Qo

Put the skin temperature-sensing unit into a constant-temperature water tank and steadily increase
the temperature from the minimum to the maximum temperature as specified by the manufacturer.
Throughout the heating process, the error between the real-time displayed temperature value and the
actual temperature value of the constant-temperature water tank shall conform with the requirements.

5.3.2 Closed devices — capsule temperature-sensing unit

Real-time temperature in the treatment capsule shall be displayed. The error between the displayed
real-time temperature and the actual temperature value shall be no more than 1 °C.

6 © IS0 2019 - All rights reserved
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Conformity is checked by the following test:

Put the capsule temperature-sensing unit into a constant-temperature water tank and steadily increase
the temperature from the minimum to the maximum temperature specified by the manufacturer.
Throughout the heating process, the error between displayed temperature value of the device and the
actual temperature value of the constant-temperature water tank shall conform with the requirements.

5.4 Temperature consistency in steam capsule

For ¢loseddevices,; the error of tTeMmperature ConSIStency 1T the treatment capsute siratijbe no more
than|+3 °C.

Confprmity is checked by the following test:

Temperature shall be set in accordance with the manufacturer’s instructions.|Maximum,| middle and
minimum temperatures shall be set and tested separately. For each test;)select five testing points
that pre evenly distributed within the treatment capsule. Once the stabilization time speg¢ified by the

man
each

5.5
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restd
visib
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5.7
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Conf

5.8

testing point during the all-time period shall meet the requirements.

Treatment timing

error of treatment timing shall be no more than +30.s.0f that specified by the manufac
it shall automatically stop and the corresponding ‘information signal(s) shall be j
fied in IEC 60601-1-8 when the treatment time has finished.

brmity is checked by simulation of actual use:.

Emergency stop function

Hevice should have an emergency stop function which can turn off the heating uni
it unit in accordance with IEC 60601-1:2005/AMD1:2012. This function cannot be af
red. The actuator for the emergency stop function shall be installed in a position t
e and accessible to the user and the operator. The actuator for the emergency stop fy
loured red.

brmity is checked byvisual inspection.

Heating prevention against empty decoction container

h the decoction container is empty, the heating unit shall automatically stop and the co
mation-signal(s) shall be produced.

ifacturer has passed, 20 min to 30 min of continuous testing is performed. The temperature at

turer. Steam
broduced as

[ and steam
itomatically
hat is easily
nction shall

rresponding

brmity is checked by simulation test of the least favourable condition

Mechanical strength of patient support system

The support system for the patient shall withstand mass loading of not less than 135 kg in accordance

with

IEC 60601-2-52.

If the manufacturer specifies that the device is only applicable for use with children, mass loading may

bele

ss than 135 kg in accordance with the manufacturer’s instructions.

Conformity is checked by the following test:

The support system is placed in the least favourable position as specified in the instructions for use.
A mass equal to two times 135 kg or two times the mass loading if specified by the manufacturer is
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