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BRITISH STANDARD

National foreword

This British Standard is the UK implementation of EN 12586:2025. It
supersedes BS EN 12586:2007+A1:2011, which is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CW/1/4, Feeding, drinking and mouthing.

A list of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.

This publication has been prepared under a mandate given to the
European Standards Organizations by the European Commission and the
European Free Trade Association. It is intended to support requirements
of the EU legislation detailed in the European Foreword. A European
Annex, usually Annex ZA or ZZ, describes how this publication relates to
that EU legislation.

For the Great Britain market (England, Scotland and Wales), if UK
Government has designated this publication for conformity with UKCA
marking (or similar) legislation, it may contain an additional National
Annex. Where such a National Annex exists, it shows the correlation
between this publication and the relevant UK legislation. If there is no
National Annex of this kind, the relevant Annex ZA or ZZ in the body
of the European text will indicate the relationship to UK regulation
applicable in Great Britain. References to EU legislation may need to be
read in accordance with the UK designation and the applicable UK law.
Further information on designated standards can be found at www.
bsigroup.com/standardsandregulation.

For the Northern Ireland market, UK law will continue to implement
relevant EU law subject to periodic confirmation. Therefore

Annex ZA /77 in the European text, and references to EU legislation, are
still valid for this market.

UK Government is responsible for legislation. For information on
legislation and policies relating to that legislation, consult the relevant

pages of www.gov.uk.

© The British Standards Institution 2025
Published by BSI Standards Limited 2025
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BRITISH STANDARD

ICS 97.190

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 30 April 2025.

Amendments/corrigenda issued since publication

Date Text affected
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EUROPEAN STANDARD EN 12586
NORME EUROPEENNE
EUROPAISCHE NORM April 2025

ICS 97.190 Supersedes EN 12586:2007+A1:2011

English Version

Child care articles - Soother holder - Safety requirements
and test methods

Articles de puériculture - Attache-sucette - Exigences Artikel fiir Sduglinge und Kleinkinder - Schnullerhalter
de sécurité et méthodes d'essai - Sicherheitstechnische Anforderungen und
Priifverfahren

This European Standard was approved by CEN on 1 December 2024.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2025 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 12586:2025 E
worldwide for CEN national Members.
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European foreword

This document (EN 12586:2025) has been prepared by Technical Committee CEN/TC 252 “Child care
articles”, the secretariat of which is held by AFNOR.

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 October 2025, and conflicting national standards shall
be withdrawn at the latest by April 2026.

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

This document supersedes EN 12586:2007+A1:2011.

EN 12586:2024 includes the following significant technical changes with respect to
EN 12586:2007+A1:2011:

— The standard has been completely renewed and a new structure was given. A whole series of new
aspects had to be considered.

— The list of materials used currently for soother holders is wider than the list in the former edition,
therefore additional materials have been included (silicone elastomer, rubber, TPE, leather, resin-
bonded materials).

— Introduction: Double testing should be avoided for environmental protection reasons. Therefore,
substances regulated by REACH like phthalates, nickel are not included any more.

— 7.3: The list of chemical elements to be tested for migration of certain elements has been enlarged
to cover 19 elements in accordance with the last amendment of Directive 2009/48/EC.

— 7.4: Colour fastness test was changed and split in first action and final action method.

— 7.7: Limits and test methods for formaldehyde release from different materials have been revised
and modified and included in a separate paragraph. The test and the limit for formaldehyde release
is set based on the pragmatic approach that independently of the material type the amount of
formaldehyde migrating from the entire product into saliva simulant shall not exceed the health-
based limit.

— 7.8: Migration limits for BPA, phenol have been revised and set based on the recent amendments of
Appendix C to Annex II of Directive 2009/48/EC.

— 7.9 and 7.10: The list of preservatives was enlarged to cover wood and leather preservatives too.

— Annex B: The specific migration limits have been specified based on the migration scenario usually
applied in the childcare article standards drafted by TC 252 WGS5, considering the allocated daily
intake, the body weight, and the likely exposure.

This document has been prepared under a standardization request addressed to CEN by the European

Commission. The Standing Committee of the EFTA States subsequently approves these requests for its

Member States.

For the relationship with EU Legislation, see informative Annex ZA, which is an integral part of this
document.
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NOTE Information about interpretations of CEN TC 252 Standards can be found in the collection of
interpretation requests CEN/TR 16411:2022 [31].

Any feedback and questions on this document should be directed to the users’ national standards body.
A complete listing of these bodies can be found on the CEN website.

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

Accidents caused by soothers are few and any resulting in the death of a child are unknown. However, a
small number of children die as a result of accidents where a soother is involved, but in these cases,
death almost always results from strangulation by a cord being used to hang the soother around the
child's neck. Such cords are usually either home-made or made for some other purpose, e.g. a coiled key
ring holder.

The main aim of this document is to eliminate the risk of strangulation. This has only been made
possible by severely restricting the length of the soother holder. The length should be sufficient for its
purpose while not being so long that the strap can encircle the neck and strangle even the smallest
child. The lack of reported incidents involving accidents or fatalities since its introduction would
suggest that this document has achieved this main aim.

A functional soother holder is not to be considered as a toy. However, a soother holder may contain a
part or be designed in such a way as to present a dual use. If the soother holder, in addition to its
functional use, has a significant play value, it could also be considered as a toy.

Chemical hazards have been considered by the Technical Committee for all construction materials
normally encountered in soother holders. Where relevant, requirements have been derived and
included in this document. Restrictions for phthalates, for poly aromatic hydrocarbons (PAH) and for
the release of nickel have not been included in this document as they are regulated by REACH [1] (See
also part 7.1). Flame retardants are not included as they are regulated by REACH and Regulation (EU)
2019/1021 [2] and do not have any relevance to functional soother holders.

Products with claimed biocidal effect or intended biocidal action are falling under the scope of
Regulation (EU) No 528/2012 concerning the marketing and use of biocidal products [3].

A normative annex has been included which contains translations of warning phrases into the main
European languages.

It is recommended that manufacturers and suppliers operate to EN ISO 9001 for quality management
systems [4]. It is also recommended that laboratories operate to ISO/IEC 17025, General requirements
for the competence of testing and calibration laboratories [5].

It is also important that the product or its packaging bears a traceability marking (e.g. batch coding) to
enable traceability of the product through the supply chain.
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1 Scope

This document specifies safety requirements relating to materials, construction, performance,
packaging and labelling of soother holders.

NOTE1  SeeB.lL.

[t includes test methods for the mechanical and chemical requirements specified.

This document covers products for children from birth to 36 months of age, alike the soothers to which
these items are connected to.

This document is intended to provide safety requirements for soother holders. All products that allow
the attachment of a soother intended for babies and young children to any other object are included in
the scope. The soother holder has a holding device at one end for the soother, a garment fastener that
attaches to any other product, e.g. the child’s garment and a connecting device linking these parts. The
safety requirements of products that a soother holder attaches to are not considered in this standard.

Where a soother holder is considered to have significant play value, the soother holder is expected to
meet the safety requirements for toys as stated in the Toy Directive 2009/48/EC [6] in addition to those
in this document.

NOTEZ  SeeB.2.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements 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.

EN 71-1:2014+A1:2018, Safety of toys - Part 1: Mechanical and physical properties
EN 71-3:2019+A1:2021, Safety of toys - Part 3: Migration of certain elements

EN 71-10:2003, Safety of toys - Part 10: Organic chemical compounds - Sample preparation and
extraction

EN 71-11:2008, Safety of toys - Part 11: Organic chemical compounds - Methods of analysis
EN 71-12:2016, Safety of toys - Part 12: N-Nitrosamines and N-nitrosatable substances
IS0 4593:1993, Plastics — Film and sheeting — Determination of thickness by mechanical scanning

EN 17394-2:2020, Textiles and textile products - Part 2: Safety of children’s clothing - Security of
attachment of buttons - Test method

CEN/TS 17394-3:2021, Textiles and textile products - Part 3: Safety of children’s clothing - Security of
attachment of metal mechanically applied press fasteners - Test method
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3 Terms and definitions

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

[SO and IEC maintain terminology databases for use in standardization at the following addresses:

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

e |[EC Electropedia: available at https://www.electropedia.org/

3.1

soother holder

article that consists of a soother fastener, a garment fastener and a connecting device in between, e.g. a
strap

3.2
soother
article which includes a teat, and which is intended to satisfy the non-nutritive sucking need of children

Note 1 to entry: Soothers are also known as pacifiers or babies' dummies.

3.3
garment fastener
device for attaching the soother holder to garment or any other object

Note 1 to entry: Any other object could be a stroller, car seat, plush product, etc.

3.4
soother fastener
device for attaching the soother holder to the soother

3.5
connecting devices
elements that connect the garment fastener and the soother fastener

3.5.1

cord

piece of slender, flexible material including monofilaments, woven and twisted cord, rope, and fibrous
materials commonly called string, normally having a circular cross section

Note 1 to entry: See B.5.

3.5.2
strap
connecting device made of flexible material with a non-circular cross section

3.5.3
chain
connecting device made of multiple interlinked parts

3.5.4
beaded elements
components of various shapes used to cover the cord
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3.6
touch-and-close device
soother fastener element having fibre interlocking faces, which are secured when pressed together

3.7
press stud
soother fastener element with two parts that engage when pressed together

3.8
ventilation hole
any shape of hole that is large enough to allow sufficient passage of air to sustain life

Note 1 to entry: See B.7.

3.9

supplementary component

any part other than fasteners, press studs or touch-and-close devices, connecting devices, textile labels
and soothers, that is attached to the soother holder

3.10
outer packaging

any packaging used for storage of the product by a retailer, not including the packaging intended for
the consumer

4 Description of a soother holder

Figures 1 to 3 illustrate typical examples of different items of soother holders and their design features.
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Figure 1 — Examples of soother holders or parts of soother holders assembled with soothers
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garment fastener
connecting device
soother fastener
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ventilation hole

Figure 2 — Examples of soother holders or parts of soother holders
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——————

______

Key
3 soother fastener
7 supplementary component

Figure 3 — Examples of soother holders with supplementary components and soother holder
with beaded elements
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5 Test equipment and tolerances

5.1 Guides

Dimensions in millimetres

R 17,5 s

\.
_(35)
65 + 2

A

Y
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NN

Figure 4 — Guide 1
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Dimensions in millimetres
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Figure 5 — Guide 2
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Dimensions in millimetres
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Figure 6 — Guide 3

5.2 Test spheres and feeler gauge

Test spheres A, B, C shall be made from stainless steel of diameters given in Table 1.

Table 1 — Test sphere diameters

Test Diameter
sphere mm

A 0,1

4,07
B 5,5%0
C 124:8,1
Documents
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Dimensions in millimetres

Figure 7 — Feeler gauge

-
<«

+ 2 * -3

5.3 Impact mass

Dimensions in millimetres

Key
a radius (2 + 0,5) mm
mass (1 £ 0,02) kg
area diameter (80 + 2) mm

Figure 8 — Metallic weight

5.4 Tolerances

Unless otherwise stated, the following tolerances apply:

— Forces: +5 % of the nominal force;

— Masses: 0,5 % of the nominal mass;

— Dimensions: £1,0 mm of the nominal dimension;
— Angles: £2° of the nominal angle;

— Duration of forces for durability tests: +1 s;
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— Duration of forces for static load tests: +2 s.

Mechanical tests are often described in terms of the application of forces. Masses can however be used.
1 kg mass may be used for 10 N force.

Unless otherwise specified, the test forces may be applied by any suitable device which does not affect
the results.

6 Mechanical requirements and test methods
6.1 General requirements

Soother holders shall be designed and manufactured to satisfy the best conditions of hygiene and
cleanliness. They shall be so constructed, and their materials selected so that in normal and foreseeable
use they will not produce mould.

Before starting the test series, the product shall be cleaned in accordance with the instructions given by
manufacturer in the instruction for use (9.4). The product shall not get damaged due to the cleaning
procedure.

All materials shall comply with the requirements in this document.

Each test series shall be carried out on a new sample unless otherwise stated (see 6.4.2.1). In case the
product failed one specific test, then take a new sample for performing further test.

Safety pins are not allowed, due to small parts, sharp points, and sharp edges.

Press studs, touch-and-close and similar devices shall not be wider than the width of the strap.

All magnetic parts used shall have a magnetic flux index less than 50 kG2mm?2 (0,5 T2mm2) when
tested according to EN 71-1:2014+A1:2018 (see B.15).

Adhesive decals and labels intended to stay on the product during use are not allowed on any part of
soother holder. Decorations shall not be attached to any part of the soother holder by glue.

Button and coin batteries are not allowed, due to the severe health risk posed to small children if
inserted, swallowed, or ingested (see B.17).

6.2 Length (see B.3)
6.2.1 Requirements

The length of the soother holder shall not exceed a certain length in order to avoid a strangulation
hazard.

When tested according to 6.2.2, the overall length of the soother holder shall not exceed 300 mm. The
length of the soother holder without the garment fastener (see example in Figure 9) shall not exceed
220 mm. If the length of a connecting device forms a closed loop by design (see Figure 13), e.g. double
strap, its length shall not exceed 110 mm. If adjustment to the length of the connecting device is
possible then the largest loop shall be created for measurement. At any adjustment of the length of the
loop the length of the soother holder without the garment fastener shall not exceed 220 mm.

6.2.2 Test method

The principle is to determine the longest length of the soother holder, which might be a combination of
the connecting device, soother fastener and a supplementary component where present, with or
without the garment fastener (see Figures 9.1, 9.2 and 9.3).

All parts of the soother holder that contribute to the length shall be considered in the most onerous
position. Attached supplementary components shall be orientated and adjusted in such a way to achieve
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