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Preface

This Standard was prepared by the Standards Australia Committee HE-016, Child Resistant Packaging to
supersede AS 5014:2010.

The objective of this document is to specify performance requirements and methods of test for non-
reclosable packaging for pharmaceutical products that have been designated child-resistant.

This documentis an adoption with national modifications, and has been reproduced from, [SO 14375:2018,
Child-resistant non-reclosable packaging for pharmaceutical products — Requirements and testing. The
modifications are set out in national variations boxes which give instructions where the ISO text is tn be
modified for use in Australia. Due to ISO copyright policyitis not possible to directly modify the ISC contenu.

As this document has been reproduced from an international document, a full point substitutes ‘or a
comma when referring to a decimal marker.

Australian or Australian/New Zealand Standards that are identical adoptions of internati»na1 normative
references may be used interchangeably. Refer to the online catalogue for infc:mation on specific
Standards.
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https://www.stdhive.com/standards/as-50142025-pdf/

AS5014:2025

v

Contents Page
How to read this Standard ... s s s vi
g 0 =Y 7 Lo iv
03 o103 o vii
001 of 0 6 L0t 0 ) vili
1 Y 614 01 1
2 JAVEOD o 00 B L A= () ) o [ 1
3 Terms and defiNitioNS ..o s s se s e s s e sa s e sassesassesassesassesas e san e sansnssenassenas 2
4 REQUITEIMENTS ..uccitinsiisnseismssismssssnssssssssssssssssssssssssssssssssssssssssssssnssssssssssssssssssssssnssssnssssnssssnssssnssssansnsns . N 2
4.1 General rEQUITEIMENTS ... ssssssssssssssssssssssssssssssssssssd L sseses - 2

4.2 Performance reqUITEIMENTES ... sssssssssssssssssssses Gernsd - reeeeens 2

4.2.1  ChILA tESE et seesess et sss e ssssssss s ssssssssssssssssssssssssssssssssssssssassssstan seseessllesmesssaneseees 2

4.2.2  AQUIE LEST o s bbb s bbb s s bl bbb n st 3

5 B 00 0 3
5.1 PIINCIPIE couirrrersrstsssnsesssi s sssssss s ssssssssssasssssssssssnes . TP 3

5.2 Samples and SAMPle PreParation ... s st ————- 3

5.3 PIOCEAUIE ..ottt sssssssssssssasssssssssssssssassssent ' Lessssss Dabssssssssssssssassessessessessssassassessesses 4

5.3.1  GENETAL .t ssssss s sssssssssassassassns o | 4

5.3.2  CRILA tEST ettt sssssssss s saens | ssbssssssssssssssssassesbes s ssssssassssessessesssssssanses 4

5.3.3  AQUILLEST o ssssss s sssesssent oot it e ss st ss bbb ass st bbbt tas 5

5.4 EVAIUATION 1ottt ssss s besss sssssssssssses s sss st ss bbbttt 6

541  Child teSt uvircreeseerereeresessssens el et et —————— 6

542 AdUlttest e D 8

5.5 OVETAIL LESE TESUIL ottt sereserees b ss bbb s bbb bbb bbb bR R bbb aes 8

6 B 00T =3 010 ) 8
6.1 LY 0 T=) = PP 8

6.2 Child test .erererverrereereeeessssesnens (s T, 0. S 8

6.3 AdUlt teSt .t . N 9

6.4  Additional (optional) infor'na.ion co be recorded ... —————- 9

6.5 Overall test result ..ot vvuns . g e urtuetees e s eEes eSS NSRS SRR SRA SR RA R AR eRAeRORR TR ReRaRES 9
Appendix A (informative) Guidance .or persons supervising tests with children ..........cccvcviriniireranns 10
Appendix B (normative) TESE (012 rtS i ssasasssssass 12
Appendix C (informative) S itaviiity of the sequential procedures chosen ... 14
133100 007 ) 0] 1, 15

© Standards Australia Limited 2025


https://www.stdhive.com/standards/as-50142025-pdf/

AS 5014:2025

vi

How to read this Standard

This page explains the meaning of the language and structure of this Standard.

Refer to Standards Australia’s Standardisation Guide 006 for more details about drafting rules.

Australian and Australian/New Zealand Standards are voluntary unless they are referenced in legislation
or called up in contracts.

Requirements

To conform to a Standard, all requirements in the Standard need to be met.

A requirement is any statement in the Standard which uses the word “shall”.

Recommendations, permissions and possibilities

The following words are commonly used in Standards, but statements using them do . ot have to be
followed to conform to the Standard:

(a)
(b)
()

“should” means that something is recommended.
“may” means that something is permitted.

“can” means that something is possible.

Structure of Standards

A Standard always has the following parts:

@

(i)
(iii)

(iv)

The Preface states who developed the Standaru, wi.at the Standard is aiming to do, and how it
relates to other documents.

The Scope states what the Standard is ahout. what it covers and what it does not cover.

The Normative references clause lizts otner documents that are referenced in the Standard as
part of requirements.

The Terms and definitions cla1se defines important terms to help with understanding the
Standard.

A Standard may also include ati <r parts, such as the following:

(1)
(2)

(3)

A normative apcnd. sets additional requirements that need to be conformed to.

An informative a,-vendix provides additional information or guidance. An informative appendix
provides additionai information or guidance. They usually do not contain requirements. If an
informat.ve appendix does contain requirements, the Technical Specification will explain when
those rcauirements apply.

A bibliography lists documents referenced in the Standard but not as part of requirements.

Many Star.dards include notes. Notes provide recommendations and/or guidance only. They never contain
riquirenents.

This Standard is a modified adoption of an International Standard. It makes changes to the international

roxt.

The changesto the international text are shown in boxes in the text. These boxes have the heading “National
Variations”.

To use this Standard in Australia/New Zealand, the changes in the national variation boxes need to be

followed.

© Standards Australia Limited 2025
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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 procedures used to develop this document and those intended for its further maintenance-are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be.the -ubject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rig 's. L »t-ils of any
patent rights identified during the development of the document will be in the Introductior. and/or on the
ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenienco of uers and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO :ne_ific terms and expressions
related to conformity assessment, as well as information about ISD’s adherence to the World Trade
Organization (WTO) principles in the Technical Barriers to .r.2~ (TBT), see www.iso.org/iso/
foreword.html.

Any feedback or questions on this document should be di. ~ctcd to the user’s national standards body. A
complete listing of these bodies can be found at www.isz.org ‘members.html.

This document was prepared by the European Committecor Standardization (CEN) (as EN 14375) and
was adopted, under a special “fast-track procedure”, by Technical Committee ISO/TC 122, Packaging,
Subcommittee SC 3, Performance requirements an! tests for means of packaging, packages and unit loads
(as required by ISO/TC 122).

There are no changes to the content of the “N'14375 document.

© Standards Australia Limited 2025
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Introduction

Child-resistant packaging is used to create a physical barrier between a child and a potentially hazardous
product. Various types of packaging are recognized as being child-resistant, based on performance testing
against standards for specific product categories and packaging types.

Since child-resistant packaging was introduced, the incidence of accidental ingestion of potentially
hazardous products by children under 5 years old has fallen. The degree to which this is due to the use of
child-resistant packaging as opposed to other factors, such as greater public awareness of the hazards, is
not easily assessed, but there is little doubt that child-resistant packaging has made a positive contributicn
to the reduction.

The use of child-resistant packaging needs to be confined to those products that are potentially az. rdous,
or for which any legislation makes its use mandatory, since, if used in other circumstances, there ~ou.d be
confusion over the degree of hazard posed by the product.

In any case, proper labelling and information by the manufacturer is important for the :afe use of the
product in the home.

Child-resistant packagingacts as thelastline of defence if other barriers separating the ¢, ild and hazardous
product have failed. However, it should be recognized that it is unrealistic to »xp:::t tiiat any functional
packaging can be totally impossible for a child of 42 to 51 months inclusiv = “o ¢ nenrand that child-resistant
packaging cannot be a substitute for other safety precautions.

There has been an increasing use of child-resistant packaging, tl erefore it is desirable to achieve
agreement on testing procedures in order to avoid confusion a:id m.-understanding in an area of great
importance to the safety of young children.

The on-going development of non-reclosable packaging ffei's a significant area for innovation in
packaging. The styles of non-reclosable packages can b'* wicle-ranging in design.

This document aims to minimize the number of children “exposed to training” during panel testing. Since
the introduction of performance testing much bas »eei.learned about the use of children for testing child-
resistant packaging and attention has beer fo-us:d on how the number of children involved can be
reduced. Future development of standeiu. based on mechanical test methods is needed to avoid
unnecessary child panel testing and is e..en'ial in developing physical package attributes useable by
manufacturers.

Child-resistant packaging is onl"ie 1aut in a series of protective measures, and does not release parents
or guardians from their duty to Zcer medicinal products out of the reach of children.

© Standards Australia Limited 2025
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Australian Standard®

Child-resistant non-reclosable packaging for pharmaceutical
products — Requirements and testing (ISO 14375:2018, MOD)

1 Scope

This document specifies performance requirements and methods of test for non-reclosable packaging tha*
have been designated child-resistant. This document is intended for type approval only (see 3.5) anuis
not intended for quality assurance purposes.

2 Normative references

There are no normative references in this document.

3 Terms and definitions

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

ISO and IEC maintain terminological databases for use in standardize tion at the following addresses:
— ISO Online browsing platform: available at https://wyrw.ico.org/obp

— IEC Electropedia: available at http://www.electrenedia.org/

31

child-resistant package

package which is difficult for young children to op »n (or gain access to the contents), but which is possible
for adults to use properly

3.2

non-reclosable child-resistant pack:ce

child-resistant package (3.1) or part \ f a hild-resistant package which, when all or part of the contents
have been removed, cannot be propzri 7 closed again

NATIONAL VARIATION

In Clause 3, delete 3.2 a: d re»lace with the following:
3.2

non-reclosablu ch.ld-resistant package

child-resist. nt package or part of a child-resistant package which, regardless of whether any of the
conten’s hav.» been removed, cannot be properly closed again

7.3

suvhstitute product

irert substitute resembling the product it replaces

Note 1 to entry: This is sometimes referred to as a placebo product.

EXAMPLE  Powder, tablets or liquids (uncoloured water), etc.
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