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NATIONAL FOREWORD

K&esolev Eesti standard EVS-EN I1SO
10535:2007 sisaldab Euroopa standardi
EN ISO 10535:2006 ingliskeelset teksti.

Kaesolev dokument on joustatud
29.01.2007 ja selle kohta on avaldatud
teade Eesti standardiorganisatsiooni
ametlikus véljaandes.

Standard on kéattesaadav Eesti
standardiorganisatsioonist.

This Estonian standard EVS-EN I1SO
10535:2007 consists of the English text of
the European standard EN 1SO
10535:2006.

This document is endorsed on 29.01.2007
with the notification being published in the
official publication of the Estonian national
standardisation organisation.

The standard is available from Estonian
standardisation organisation.

Kasitlusala:

K&esolev standard esitab nduded ja
testimismeetodid ainult nendele
tOstukitele ja kehatugedele, mis on
moeldud vastavalt standardis ISO
9999:1998 liigitatud puuetega inimeste
Uhest kohast teise viimiseks.

Scope:

This International Standard specifies
requirements and test methods only for
hoists and body-support units intended for
the transfer of disabled persons as
classified in ISO 9999:2002: - 12 36 03
Mobile hoists with sling seats - 12 36 04
Standing mobile hoists - 12 36 06 Mobile
hoists with solid seats - 12 36 09 Hoist
trolleys - 12 36 12 Stationary hoists fixed
to the wall/walls, floor and/or ceiling - 12
36 15 Stationary hoists fixed to, mounted
in or on another product - 12 36 18
Stationary free-standing hoists - 12 36 21
Body-support units for hoists
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EN ISO 10535:2006 (E)

Foreword

This document (EN ISO 10535:2006) has been prepared by Technical Committee CEN/TC 293
"Assistive products for persons with disability", the secretariat of which is held by SIS, in
collaboration with Technical Committee ISO/TC 173 "Technical systems and aids for disabled or
handicapped persons".

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by June 2007, and conflicting national standards shall
be withdrawn at the latest by June 2007.

This document supersedes EN ISO 10535:1998.

This document has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association, and supports essential requirements of EU Directive(s).

For relationship with EU Directive(s), see informative Annex ZA, which is an integral part of this
document.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Cyprus,
Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.



ANNEX ZA
(informative)

EN ISO 10535:2006 (E)

Clauses of this EN addressing essential requirements or other
provisions of EU Directives

This European Standard has been prepared under a mandate given to CEN by the European
Commission and the European Free Trade Association to provide one means of conforming to
Essential Requirements of the New Approach Directive 93/42/EEC.

Once this standard is cited in the Official Journal of the European Communities under that Directive
and has been implemented as a national standard in at least one Member State, compliance with
the normative clauses of this standard given in Table ZA.1 confers, within the limits of the scope of
this standard, a presumption of conformity with the corresponding Essential Requirements of that
Directive and associated EFTA regulations.

Table ZA.1 — Correspondence between this Standard and Directive 93/42/EEC

Clauses/sub-clauses of this
European Standard

Corresponding essential
requirements of Directive
93/42/EEC

Qualifying remarks/Notes

4-10 1 ISO 14971 (risk analysis part) is
generally valid

4-10 2

4.7,10.6 3

49,4.10,5.5,6.5,6.6,10.8,109 | 4

4-10 5 Requirements  for  packaging not
covered.
Equivalent clauses of EN 12182:1997
apply.
Information supplied by the
manufacturer 4.13, 5.6, 6.7, 7.6, 8.4,
9.4, 10.16

4.1.1,101.2 6 ISO 14971 (risk analysis part) is
generally valid

4314, 82, 842, 91, 942, |71 Flammability. Testing according to EN

10.3.1.2,10.14 1021-1:1993, EN 1021-2:1993

471.2,4.7.2.2,10.6 7.2

75,76 Equivalent clauses of EN 12182:1997

apply.

4.13.3,8.4.1,9.4.2,10.14,10.15 | 81

4.3.1.9,43.1.21,44,4.5,4.6, 9.1

7.21.1,8.1,84,9.1,94,
10.3.1.2, 10.3.1.4, 10.4, 10.5,
10.14, 10.15
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Table ZA.1 (continued)

Clauses/sub-clauses of this
European Standard

Corresponding essential
requirements of Directive
93/42/EEC

Qualifying remarks/Notes

41.1,41.2,43.1.14,4.3.1.23,4.9, 9.2 ISO 14971 (risk analysis part) is

5.5, 6.5, 9.2, generally valid.

10.1.2, 10.1.3, 10.3.1.2, 10.3.1.4, Ergonomics EN 614-1. Part 1

10.8, 10.15

4.3.1.2,10.3.1.2 9.3 Fire/explosion due to electrical fault
(EN 60601-1)

4.13.3,10.16.3 10.1 Limits of accuracy. 90/384/EEC Non-
automatic Weighing Instruments.

4.3.1.2,10.3.1.2 121 Reference to EN 60601-1

4.3.1.16,10.3.1.2 12.2

4.3.1.23,10.3.1.4 12.5

4.3.1.2,10.3.1.2 12.6

4.1.2,4.3.1.5, 4.4 until 4.11, 5.2 until | 12.7.1

5.6, 6.2 until 6.7, 7.2 until 7.6, 8.1

until 8.4, 9.3, 10.1.2, 10.3.1.2, 10.4

until 10.11

41.3,10.1.4 12.7.3 Test regarding sound level according
to ISO 3746

4.11,4.12,10.11,10.12 12.7.4

12.7.5 Equivalent clauses of EN 12182:1997

apply.

4.3.1.15,4.13.1,4.13.2, 10.3.1.2, 12.9 EN 980 and EN 1041 ’Information

10.16.1,

10.16.2

supplied by the manufacturer with
medical devices’ are generally valid.
For electrical details, EN 60601-1
applies

4.13.1,4.13.2,8.4.1,9.4.1, 10.16.1,
10.16.2

13.1,13.2, 13.3, 13.4,
13.5

EN 980 and EN 1041 are generally
valid.

4.13.3,5.6,6.7,7.6,8.4.2,9.4.2,

10.16.3, Annex A

13.6

EN 980 and EN 1041 are generally
valid.
Annex A for guidance.

WARNING: Other requirements and other EU Directives may be applicable to the product(s) falling

within the scope of this standard.
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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 10535 was prepared by Technical Committee CEN/TC 293, Assistive products for persons with disability,
of the European Committee for Standardization (CEN) in collaboration with Technical Committee ISO/TC 173,
Assistive products for persons with disability, Subcommittee SC 6, Hoists for transfer of persons, in
conformance with the agreement on technical cooperation between ISO and CEN (Vienna Agreement).

This second edition cancels and replaces the first edition (ISO 10535:1998), which has been technically
revised.

© I1SO 2006 — All rights reserved \4
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Introduction

It appears from studies that the nursing and caring profession involves many physically burdening factors in
the caring for and nursing of disabled persons. A hoist offers a safe means of supportive lifting and moving,
either assisted or independently.

Vi © I1SO 2006 — All rights reserved



INTERNATIONAL STANDARD ISO 10535:2006(E)

Hoists for the transfer of disabled persons — Requirements and
test methods

1 Scope

This International Standard specifies requirements and test methods only for hoists and body-support units
intended for the transfer of disabled persons as classified in ISO 9999:2002:

— 1236 03 Mobile hoists with sling seats

— 1236 04 Standing mobile hoists

— 1236 06 Mobile hoists with solid seats

— 1236 09 Hoist trolleys

— 123612 Stationary hoists fixed to the wall/walls, floor and/or ceiling
— 1236 15 Stationary hoists fixed to, mounted in or on another product
— 1236 18 Stationary free-standing hoists

— 123621 Body-support units for hoists

This International Standard does not apply to devices that transport persons between two levels (floors) of a
building.

It does not include methods for the determination of ageing or corrosion of such hoists and units.

The requirements of this International Standard are formulated with regard to the needs of both the disabled
persons being hoisted and the attendant using the hoist.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 3746, Acoustics — Determination of sound power levels and sound energy levels of noise sources using
sound pressure — Survey method using an enveloping measurement surface over a reflecting plane

ISO 3758, Textiles — Care labelling code using symbols

ISO 9999:2002, Technical aids for persons with disabilities — Classification and terminology

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

ISO 14253-1, Geometrical Product Specifications (GPS) — Inspection by measurement of workpieces and

measuring equipment — Part 1: Decision rules for proving conformance or non-conformance with
specifications

© I1SO 2006 — All rights reserved 1
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ISO 14971, Medical devices — Application of risk management to medical devices

EN 614-1, Safety of machinery — Ergonomic design principles — Part 1: Terminology and general principles
EN 853, Rubber hoses and hose assemblies — Wire braid reinforced hydraulic type — Specification

EN 854, Rubber hoses and hose assemblies — Textile reinforced hydraulic type — Specification

EN 980, Graphical symbols for use in the labelling of medical devices

EN 1021-1, Furniture — Assessment of the ignitability of upholstered furniture — Part 1: Ignition source:
Smouldering cigarette

EN 1021-2, Furniture — Assessment of the ignitability of upholstered furniture — Part 2: Ignition source:
Match flame equivalent

EN 12182:1999, Technical aids for disabled persons — General requirements and test methods
EN 13480-3:2002, Metallic industrial piping — Part 3: Design and calculation
IEC 60529, Degrees of protection provided by enclosures (IP Code)

IEC 60601-1:2006, Medical electrical equipment— Part 1: General requirements for basic safety and
essential performance

IEC 60601-1-2:2005, Medical electrical equipment — Part 1-2: General requirements for safety — Collateral
standard: Electromagnetic compatibility — Requirements and tests

IEC 61000-3-2, Electromagnetic compatibility (EMC)— Part 3-2: Limits — Limits for harmonic current
emissions (equipment input current < 16 A per phase)

IEC 61000-3-3 am1, Electromagnetic compatibility (EMC) — Part 3: Limits — Section 3: Limitation of voltage
fluctuations and flicker in low-voltage supply systems for equipment with rated current < 16 A

IEC 61000-4-3, Electromagnetic compatibility (EMC) — Part 4-3: Testing and measurement techniques —
Radiated, radio-frequency electromagnetic field immunity test

IEC 61672-1, Electroacoustics — Sound level meters — Part 1: Specifications

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

31
adverse condition
condition in which failure is most likely to occur

3.2
attendant
person who operates the hoist if not the lifted person

3.3

backrest

part of the body-support unit that supports the back of the person being lifted, transferred or moved along with
the associated attachment structure

EXAMPLE A body-support unit can be a sling, seat or stretcher.

2 © I1SO 2006 — All rights reserved





