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Introduction
This draft standard is based on national and international discussions. Y our comments on this draft are invited and will assist in
the preparation of the consegquent standard.

For international standards, comments will be reviewed by the relevant UK national committee before sending the consensus
UK vote and comments to the international committee, which will then decide appropriate action. If the international standard is
approved, it is usual for the text to be published as a British Standard.

For national standards, comments will be reviewed by the relevant UK national committee and the resulting standards published
as a British Standard.

UK Vote
Please indicate whether you consider the UK should submit a negative (with supporting technical reasons) or positive vote on
this draft. Pleaseindicate if you are aware of any reason why this draft standard should not be published as a British Standard.

Submission of Comments
Annotated drafts are not acceptable and will beregjected.

Template for comments and secr etariat observations

All comments should be submitted online at https.//standar dsdevelopment.bsigroup.com/. You will need to register in

order to comment.

Date; xx/xx/20xx

Document: 1SO/DIS xxxx

an alternative cannot be supported
as serious problems have been
lencountered in its use in the UK.

1 2 3 4 5 (6) 7
MB | Clause No./ Subclause| Paragraph/Figure/ Type of Commend (justification Proposed change by the MB Secretariat observations on
No./Annex (e.g. 3.1) Table/Note comment for change) by theMB each comment submitted
31 Definition 1 ed Definition is ambiguous and needs [JAmend to read '...so that the mains
clarifying. connector to which no connection...'
6.4 Paragraph 2 te The use of the UV photometer as  ||[Delete reference to UV photometer.
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Note 1 of MT 53: This CD incorporates the following documents:
- 61/6846/DC with 61/6912B/INF
- 61/6361C/INF, Guidance for Updating Part 2 Standards to be Aligned to IEC 60335-
1 Edition 6
- 61/6845/DC with 61/6913B/INF

- Relocation of Eart 2-23 iroducts ibased on comment 3 in 61/6920A/RVC)

MT53's clarification for 5.2, 10.1 and 10.2
The changes from these documents are shown in the highlight colours above.

Note 2 of MT 53:

AG23 “Remote operation” proposal
Background:

As agreed in the plenary meeting of IEC TC61 Web Series |1 2021, MT 23 (now named AG23)
took the task to review several parts 2 for aligning them to Part 1 of Ed.6.0 with regards to
modifications for remote operation of appliances via public networks. MT23 prepared a
guidance document integrated in the TC61 guidance document 61/6361/INF explaining the
approach that will be taken for considering all relevant aspects and clauses of part 1 that
might need adaptation in specific parts 2 to cover safety related risks raising by use of
appliances without user presence which is implied if remote control was enabled via public
networks. The approach taken by MT23 was agreed by TC61 and will therefore be applied to
all parts 2 under revision.

Based on 61/6769/CDV and 61/6920A/RVC for Part 2-23 and the aforementioned guidance
document, MT53 sought direct guidance from MT23 on the approach for Part 2-115, which
was discussed in the AG23 meeting in Hangzhou (D833). This proposal has been prepared
by AG23 based on the outcome of that discussion (item 6.12 of 61/AG23(Secretary)854B).
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Rationale:

AG23 has determined that almost all of the appliances within the scope of this standard
should not be operated remotely, not allow remote communication nor use a delayed start
timer. Other than facial saunas and water filled foot care appliances without massage
function, the range of different, potentially hazardous, technologies used for appliances in
direct contact with the skin are considered to be able to give rise to a hazard if operated
continuously, automatically or remotely or if the operation data is remotely communicated
and not reliable for safety.

For commercial skin beauty care appliances, since the operation of a hand-held part is
intended to be by a trained operator who is intended to be in sight of the appliance, any
communication between the beauty care part in contact with the skin and hand-held part for
commercial use is not intended to be remote communication. However, an error or delay in
the remote monitoring data may lead to a hazard in the operation of the appliance. Therefore
remote communication shall not be allowed for this kind of appliance.

Additionally, Part 2-115 is written for attended (hand-held and body worn) appliances, so
other clauses outside of the scope of AG23 would also be impacted if remote functions were
allowed.

65

66
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67 INTERNATIONAL ELECTROTECHNICAL COMMISSION

68

69

70 HOUSEHOLD AND SIMILAR ELECTRICAL APPLIANCES - SAFETY -

71

72 Part 2-115: Particular requirements for skin beauty care appliances

73

74 FOREWORD

75 1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
76 all national electrotechnical committees (IEC National Committees). The object of IEC is to promote international
77 co-operation on all questions concerning standardization in the electrical and electronic fields. To this end and
78 in addition to other activities, IEC publishes International Standards, Technical Specifications, Technical Reports,
79 Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC Publication(s)”). Their
80 preparation is entrusted to technical committees; any IEC National Committee interested in the subject dealt with
81 may participate in this preparatory work. International, governmental and non-governmental organizations liaising
82 with the IEC also participate in this preparation. IEC collaborates closely with the International Organization for
83 Standardization (ISO) in accordance with conditions determined by agreement between the two organizations.
84 2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international
85 consensus of opinion on the relevant subjects since each technical committee has representation from all
86 interested IEC National Committees.

87 3) IEC Publications have the form of recommendations for international use and are accepted by IEC National
88 Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC
89 Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any
90 misinterpretation by any end user.

91 4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications
92 transparently to the maximum extent possible in their national and regional publications. Any divergence between
93 any IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.
94 5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity
95 assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any
96 services carried out by independent certification bodies.

97 6) All users should ensure that they have the latest edition of this publication.

98 7) No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and
99 members of its technical committees and IEC National Committees for any personal injury, property damage or
100 other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and
101 expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC Publications.
102 8) Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
103 indispensable for the correct application of this publication.

104 9) Attention is drawn to the possibility that some of the elements of this IEC Publication may be the subject of patent
105 rights. IEC shall not be held responsible for identifying any or all such patent rights.

106 International Standard IEC 60335-2-115 has been prepared by IEC technical committee 61:
107  Safety of household and similar electrical appliances.

108  The text of this International Standard is based on the following documents:

FDIS Report on voting

61/xxxx/FDIS 61/xxxx/IRVD

109
110 Full information on the voting for the approval of this International Standard can be found in the
111 report on voting indicated in the above table.

112 The language used for the development of this International Standard is English.
113 This document has been drafted in accordance with the ISO/IEC Directives, Part 2.

114 A list of all parts of the IEC 60335 series, under the general title: Household and similar
115 electrical appliances — Safety, can be found on the IEC website. Documents
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116
117
118

119
120

121 NOTE 1 When “Part 1” is mentioned in this standard, it refers to IEC 60335-1.

122 This part 2 supplements or modifies the corresponding clauses in IEC 60335-1, so as to convert
123 that publication into the IEC standard: Particular requirements for skin beauty-care appliances.

124  When a particular subclause of Part 1 is not mentioned in this part 2, that subclause applies as
125  far as is reasonable. When this standard states “addition”, “modification” or “replacement”, the
126 relevant text in Part 1 is to be adapted accordingly.

127 NOTE 2 The following numbering system is used:

128 — subclauses, tables and figures that are numbered starting from 101 are additional to those in Part 1;

129 — unless notes are in a new subclause or involve notes in Part 1, they are numbered starting from 101, including
130 those in a replaced clause or subclause;

131 — additional annexes are lettered AA, BB, etc.

132 NOTE 3 The following print types are used:

133  — requirements: in roman type;
134 - test specifications: in italic type;
135 — notes: in small roman type.

136 Words in bold in the text are defined in Clause 3. When a definition concerns an adjective, the adjective and the
137 associated noun are also in bold.

138  The committee has decided that the contents of this document will remain unchanged until the
139  stability date indicated on the IEC website under "http://webstore.iec.ch" in the data related to
140  the specific document. At this date, the document will be

141 e reconfirmed,

142 e withdrawn,

143 e replaced by a revised edition, or

144 e amended.

145 NOTE 4 The attention of National Committees is drawn to the fact that equipment manufacturers and testing
146 organizations may need a transitional period following publication of a new, amended or revised IEC publication in
147 which to make products in accordance with the new requirements and to equip themselves for conducting new or
148 revised tests.

149 It is the recommendation of the committee that the content of this publication be adopted for implementation nationally
150 not earlier than 12 months or later than 36 months from the date of publication.

151
IMPORTANT - The "colour inside"” logo on the cover page of this document indicates
that it contains colours which are considered to be useful for the correct understanding
of its contents. Users should therefore print this document using a colour printer.

152

153
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154 INTRODUCTION

155 It has been assumed in the drafting of this International Standard that the execution of its
156 provisions is entrusted to appropriately qualified and experienced persons.

157
158
150 https://www.iec.ch/tc61/supportingdocuments
160
161

162  This standard recognizes the internationally accepted level of protection against hazards such
163  as electrical, mechanical, thermal, fire and radiation of appliances when operated as in normal
164 use taking into account the manufacturer's instructions. It also covers abnormal situations that
165 can be expected in practice and takes into account the way in which electromagnetic
166  phenomena can affect the safe operation of appliances.

167  This standard takes into account the requirements of IEC 60364 as far as possible so that there
168  is compatibility with the wiring rules when the appliance is connected to the supply mains.
160  However, national wiring rules €an differ.

170  If an appliance within the scope of this standard also incorporates functions that are covered
171 by another part 2 of IEC 60335, the relevant part 2 is applied to each function separately, as
172 far as is reasonable. If applicable, the influence of one function on the other is taken into
173 account.

174
175

176  When a part 2 standard does not include additional requirements to cover hazards dealt with in
177 Part 1, Part 1 applies.

178 NOTE 23 This means that the technical committees responsible for the part 2 standards have determined that it is
179 not necessary to specify particular requirements for the appliance in question over and above the general
180 requirements.

181  This standard is a product family standard dealing with the safety of appliances and takes
182 precedence over horizontal and generic standards covering the same subject.

183
184
185
186

187
188
189

190  An appliance that complies with the text of this standard will not necessarily be considered to
191 comply with the safety principles of the standard if, when examined and tested, it is found to
192 have other features that impair the level of safety covered by these requirements.

193  An appliance employing materials or having forms of construction differing from those detailed
194 in the requirements of this standard may be examined and tested according to the intent of the
195  requirements and, if found to be substantially equivalent, may be considered to comply with the
196  standard.

197
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HOUSEHOLD AND SIMILAR ELECTRICAL APPLIANCES - SAFETY -

Part 2-115: Particular requirements for skin beatty care appliances

1 Scope
This clause of Part 1 is replaced by the following.

This part of IEC 60335 deals with the safety of electric appliances for skin beauty care of

persons and intended for household, commercial and similar purposes, their rated voltage
bemi not more than 250 V *

Examples of appliances that are within the scope of this standard are

e appliances with high frequency outputs including equipment for heat-producing effects on
the skin;

e appliances with medium frequency outputs including interferential outputs, for skin
stimulation or muscle stimulation;

e appliances with low frequency outputs (e.g. faradic currents) for application such as skin
stimulation or muscle stimulation;

e appliances with extra-low voltage DC outputs (e.g. galvanic currents), such as electro-
epilation (hair removal);

e skin beauty care appliances with ultrasonic outputs;

e appliances having vacuum-pressure functions;

e skin beauty care appliances for melting wax;

e appliances intended to produce surface cooling effect on the skin;
o facial cleaning appliances and facial saunas;

e micro-needling appliances;

e plasma pens.

o water filled foot care appliances without massage function;

NOTE A water filled foot care appliance with water jets is not considered to have a massage function

NOTE #82104 Appliances covered by this standard can incorporate vapour-producing devices or spray-producing
devices.

This standard deals with the feasonably foreseeable hazards commeon-hazards presented by

appliances that are encountered by all persons. However, in general, it does not take into
account
— persons (including children) whose
e physical, sensory or mental capabilities; or
o lack of experience and knowledge
prevents them from using the appliance safely without supervision or instruction;
— children playing with the appliance.
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246 NOTE 283102 Attention is drawn to the fact that

247 — it is recognized that persons having very extensive and complex disabilities can have needs beyond the level
248 addressed in this standard.

249 — for appliances intended to be used in vehicles or on board ships or aircraft, additional requirements can be
250 necessary;

251 — in many countries, additional requirements can be specified by the national health authorities, the national
252 authorities responsible for the protection of labour and similar authorities.

253  This standard does not apply to

254  — appliances intended exclusively for industrial purposes;

255 — appliances intended to be used in locations where special conditions prevail, such as the
256 presence of a corrosive or explosive atmosphere (dust, vapour or gas);

257  — shavers, hair clippers and similar appliances (IEC 60335-2-8);

258 — blankets, pads, clothing and similar flexible heating appliances (JEC 60335-2-17);

259  — appliances for skin—er-hair care and similar such as facialsaunas:—hand dryers, feetecare
260 apphanees-(IEC 60335-2-23);

261 — spray tanning appliances;

262 — appliances for skin exposure to optical radiation (IEC 60335-2-27);

263 — wafer filled foot massagers (IEC 60335-2-32);

264 — sauna heating appliances and infrared cabins (IEC 60335-2-53);

265 — cosmetic and beauty care appliances incorporating lasers and intense light sources
266 (IEC 60335-2-113);

267 — appliances intended for medical purposes (IEC 60601);

268 — radio frequency appliances without contact to the skin;

269 — ultrasound appliances provided with focusing ultrasound transducers.

270 2 Normative references
271 This clause of Part 1 is applicable except as follows:
272 Addition:

273 EC 60584-1, Thermocouples — Part 1: EMF specifications and tolerances

274  JEC 60601-2-5:2009, Medical electrical equipment — Part 2-5: Particular requirements for the
275  basic safety and essential performance of ultrasonic physiotherapy equipment

276 |EC 61558-2-4:2009, Safety of transformers, reactors, power supply units and similar products
277 for supply voltages up to 1 100 V — Part 2-4: Particular requirements and tests for isolating
278 transformers and power supply units incorporating isolating transformers

279  |EC 61689:20432022, Ultrasonics — Physiotherapy systems — Field specifications and methods
280  of measurement in the frequency range 0,5 MHz to 5 MHz

281 EC 62127-1], Ultrasonics — Hydrophones — Part 1: Measurement and characterization of
282  medical ultrasonic fields up to 40 MHz

283 IEC 63009:2019, Ultrasonics — Physiotherapy systems — Field specifications and methods of
284 measurement in the frequency range 20 kHz to 500 kHz

285 ISO 7010, Graphical symbols — Safety colours and safety signs — Registered safety signs
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ISO 14155, Clinical investigation of medical devices for human subjects — Good clinical practice

3 Terms and definitions
This clause of Part 1 is applicable except as follows.

3.1 Definitions relating to physical characteristics

3.1.9 Replacement—Modification:
normal-operation
Replace the first paragraph with the following:

Facial saunas and appliances also producing vapour are operated in the normal position of use
and filled with water. Water is added, when necessary, to maintain the steam or vapour output.

The liquid container of water filled foot care appliances is filled with water at a temperature of
40 °C £ 2 °C up to the rated capacity as marked on the appliance or specified the instructions,
if no rated capacity is marked or specified in the instructions, then the liquid container is filled
with the maximum water capacity, and then loaded with an additional mass of 10 kg evenly
distributed over an area of 100 mm xx 300 mm.

For other skin care appliances covered by this standard, conditions under which the appliance
is operated as in normal use in accordance with the manufacturer’s instructions.

3.1.101

local specific absorption rate

local SAR

amount of radio frequency power absorbed by cubical tissue with a mass of 10 g

Note 1 to entry: Unit: W/kg.
3.2 Definitions relating to means of connection

3.2.101

swivel connection

means for connecting the supply cord so that the appliance can be rotated continuously without
twisting the cord

3.5 Definitions relating to types of appliances

3.5.101

electrical stimulator

appliance intended to stimulate skin or muscle by using current in the frequency range
from >0 Hz to 100 kHz, to go geing through the skin surface

3.5.102

pressurised appliance

appliance in which vapour or liquid is produced at a pressure exceeding 50 kPa and in which
the pressure does not drop to atmospheric pressure when the vapour or liquid is not supplied

3.5.103
radio frequency appliance

appliance intended to treat face and body by using produce-radiofrequency-current—an electric

field, magnetic field, or electromagnetic field in the frequency range from 100kHz to 300GHz
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328 3.5.104
329 ultrasound appliance
330 appliance intended to produce ultrasound for application to the human body

331  3.5.105

332 plasma pen

333  appliance intended to target the upper skin layer tissue by an electrical discharge without skin
334  contact

335  3.5.106

336 micro-needling appliance

337  appliance with a single or an array of needles intended to penetrate the skin i—a-stamping
338  metien

339 3.5.107

340 foot care appliance

341  appliance for softening the feet skin or relaxing the feet
342

343
344
345

346
347
348
349

350 3.6 Definitions relating to parts of an appliance

351 3.6.101

352  applied part

353 part of an appliance that in normal use necessarily comes into physical contact with the skin to
354 perform its function

355  3.6.102
356 biased-off switch
357  switch that automatically returns to the off position when its actuating member is released

358  3.6.103

359 isolating transformer

360 transformer, the input winding of which is electrically separated from the output winding by an
361 insulation at least equivalent to double insulation or reinforced insulation, that is intended
362  to supply an appliance or circuit at a voltage greater than safety extra-low voltage

363 4 General requirement

364  This clause of Part 1 is applicable.

365 5 General conditions for the tests
366  This clause of Part 1 is applicable except as follows.
367 5.2 Addition:

368  The additional test of 25.14 for hand-held appliances without a swivel connection is carried
369  out on a separate appliance.

370 5.10 Addition: Documents
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371 If the appliance cannot operate as intended when applying the load resistance specified for the
372 tests of 10.101 and 10.102, the manufacturer or responsible agent shall provide details of a
373 different method to achieve the required input power or current.

374 If a specially prepared sample is required to apply the different method, then this shall be
375 provided by the manufacturer.

376 5.101 UPnless—otherwise speciied—s Skin beauty care appliances are tested as motor-

377  operated appliances, except wax-melting appliances and appliances with a liquid heating
378  function.

379  5.102 For ultrasound appliances, the artificial skin used shall be based on Table BB.1 in
380 IEC 60601-2-5: 2009. For other appliances, 10 mm thick solidified agar shall be used for the
381 artificial skin. The agar to be used for the test is prepared by mixing 6 g food grade powdered
382 agar with 100 ml of water.

383 6 Classification

384 This clause of Part 1 is applicable except as follows.
385 6.1 Modification:

386 Replace the first paragraph with the following:

387  Appliances shall be of one of the following classes with respect to protection against electric

388  shock:

389 — Hand-held appliances, appliances incorporating vapour-producing devices, steam-
390 producing devices or spray-producing devices and appliances that are washable according
391 to the instructions shall be class Il or class Ill.

392 — Appliances incorporating vapour-producing devices or spray-producing devices may be
393 class | if they are for use in beauty parlours and similar premises only.

394 — water filled foot care appliances shall be class Il or class lll.

395 — other appliances shall be class I, class Il or class Ill.

396 6.2 Modification:

397  Appliances that are washable according to the instructions shall be at least IPX7. Parts that are
398 intended to be fixed, detachable power supply parts fitted in flexible cords or provided with
399 pins for insertion into socket-outlets shall be at least IPX4.

400  This classification does not apply to parts of class Ill construction.

401  6.101 Appliances shall be one of the following types:

402  — appliances suitable for household use;

403 — appliances for use in beauty parlours only.
404 NOTE Appliances for household use can also be used in beauty parlours and similar premises.

405 Micro-needling appliances shall be appliances for use in beauty parlours and similar premises
406  only.

407 Compliance is checked by inspection and by the relevant tests.
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408 7 Marking and instructions
409  This clause of Part 1 is applicable except as follows.
410 7.1 Addition:

411 Appliances intended to deliver current to the human body shall be marked with symbol
412 1SO 7000-0790 (2004-01).

413  Wax-melting appliances that are filled manually shall be marked with the maximum and
414 minimum wax levels.

415  Appliances, that are not suitable for use in a bath or shower shall be marked with the prohibition
416  sign ISO 7010-P026 (2011-05) or with the substance of the following:

417 WARNING: Do not use this appliance in a bathtub, shower, or water filled reservoir

418 Electrical stimulators capable of delivering output values in excess of 10 mA or 10 V shall be
419 marked near the applied part connections with symbol ISO 7000-0434A (2004-01).

420 If ultrasound appliances have replaceable ultrasound probes, the beam non-uniformity ratio
421 (BNR) shall be marked on the probe. For ultrasound appliances that have non-replaceable
422 ultrasound probes, the BNR shall be marked on the appliance.

423 If the appliance is intended to be only used in beauty parlours and similar premises, it shall be
424 marked with the prohibition sign “Not for household use” or with the substance of the following:

425 WARNING: This appliance is not for household use

426 NOTE 101 For certain types of appliances, there can be national regulations regarding their use by appropriately
427 trained persons.

428 7.6 Addition:
. . Do not use this device in a
@ E%Olhl'?(')tg))]n sign 1SO 7010-P026 |- thtub, shower, or water-
filled reservoir

[prohibition sign] Not for household use

429

430 7.10 Addition:

431 For appliances delivering current to the human body, timing controls used to regulate the
432  duration of operation shall be clearly and indelibly marked at regular intervals over the complete
433  timing range to indicate time settings. Time settings may also be indicated using digital displays.

434 For radio frequency appliances, controls used to regulate the maximum output power or
435  maximum output energy shall be clearly and indelibly marked at regular intervals over the
436  complete output range to indicate the output settings levels. The output levels shall be in the
437  same units as the maximum values or as a percentage of the maximum values.
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7.12 Addition:

If prohibition sign 1ISO 7010-P026 (2011-05) is used, its meaning shall be explained using the
substance of the following:

WARNING: Do not use this appliance near bathtubs, showers or water-filled reservoirs

If the prohibition sign “Not for household use” is used, its meaning shall be explained using the
substance of the following:

WARNING: This appliance is not for household use

As applicable, the instructions shall state the substance of the following:

— use of this appliance gan cause discomfort or adverse effect to, persons suffering from skin
disease or inflammation of the skin, persons with sensitive skin and persons having an
allergic constitution. Stop using it if any discomfort occurs;

— this appliance is not to be used on the parts where the integrity of the skin is damaged (such
as burns, blisters, lesions, incision, wounds, active skin disease or infection);

— this appliance shall not be used by, or on, persons wearing implants not compatible with its
use;

— this appliance shall not be used by or on persons up to and including 14 years of age;

— WARNING: Adverse effects gan occur if the instructions are not followed;

— WARNING: Prolonged or repeated application on one site gan potentially damage the skin;
— WARNING: Do not bypass or remove the inherent safety device of the appliance.

— before use visually inspect the appliance to ensure it is not damaged.

As applicable, the instructions shall include the following:

— information with regard to the proper use of the appliance;

— a caution to the user when the appliance is not suitable to treat certain parts of the human
body such as eyes and genital areas;

— information for cleaning and when necessary, disinfection of the appliance or parts of it;
— information on how to get the skin ready, such as smearing cream, before the application;

— indication of the application time (application time may be a fixed time value multiplied by
the number of cycles).

The instructions for appliances that use disposable parts or consumable materials shall list
these products and give advice on the safe disposal of them after use. The instructions shall
also include the substance of the following:

Only use disposable and consumable materials recommended by the manufacturer.

The instructions for micro-needling appliances shall include the substance of the following:

— the needle cartridge shall not be used more than once and shall be replaced after use;
— before application first clean the skin;

— an application of an inert cream/gel/liquid applied on the skin gan help the gliding process
and prevent scratches;

The instructions for electrical stimulators shall contain the substance of the following:
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