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Foreword

This document (EN 1SO 13127:2012) has been prepared by Technical Committee CEN/TC 261 "Packaging",
the secretariat of which is held by AFNOR, in collaboration with Technical Committee ISO/TC 122
"Packaging".

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text or by endorsement, at the latest by April 2013, and conflicting national standards shall be withdrawn at the
latest by April 2013.

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

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, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.

Documents

i Document Sharing Hub

Full document details: BS EN ISO 13127:2012


http://www.avadocuments.com/doc/bs-en-iso-13127-2012
http://www.avadocuments.com/doc/bs-en-iso-13127-2012

BS EN ISO 13127:2012
ISO 13127:2012(E)

Contents Page
Lo T LW T2 4T o S iv
1 RS T oY - S 1
2 NOIrmMative refErENCES ... ...ttt ee ettt 1
3 Terms and defiMItiONS . ..........ooiiiii ettt ettt e 1
4 General FEQUITEMENTES ... ..ottt ettt ettt et ee e et e et e et et ettt e 2
41 - 14 o] 4 - TSRS 2
4.2 Reference data ....... ...ttt ettt ettt ee et 2
4.3 Package mModifiCations......... ...t 2
44 LIS 4T e I = o | 1= 4
4.5 TSt MELROAS ...ttt ettt ee e e e e et en et et et e nenans 5
4.6 Test Method SeleCtion ... ...ttt 5
4.7 Component Verification ... .. ...ttt 5
5 £ T 1 o - OO 5
5.1 L= T 0 o] LT =Y LY o2 T o OO 5
5.2 ESF= T 0o LT ] =] o = T =14 o o OO 5
6 =253 £ o PSS 5
6.1 APPHCADIIILY OF tESES ...ttt ettt ettt n e en s 5
6.2 LT o1 o3 | egR == OSSR 6
6.3 ASSESSMENt OF @St FE@SUILS ..ottt ettt 6
7 LIS =] < e o ST 6
71 L€ 7= 4 =T o | TSRS 6
7.2 Test facility (n@ame and address) ....... ...t 6
7.3 Applicant (N@aMe aNd AdAreSS) ...t 6
7.4 L= o o] o 0 TF T 1] o =Y TS 7
7.5 D T 1= TSRS 7
7.6 1 T U] = e (U= TSRS 7
7.7 Packaging deSCriPtioN ...... ...ttt 7
7.8 =] =Y =Y o 1= TSRS 7
7.9 Test description and reSUItS ... ... et 7
485 T~ T T3 = 7
Annex A (normative) Torque rel@ase test...... ...ttt 8
Annex B (Normative) SQUEEZE eSSt ......... ..ottt 9
Annex C (normative) Non-squeeze torque test ... ... 10
Annex D (normative) Press down and turn engagement test ... 1"
Annex E (normative) Push and turn test ... .. ... 12
Annex F (normative) Reverse ratchet torque test................cccoooiiii 13
Annex G (normative) DiSassSembBIy teST ... ..ot 14
Annex H (normative) Rotational torque test................oo s 17
Annex | (Normative) PUSh-Off FOrCe........ ..ottt 18
Annex J (normative) APPlICation FOrCe ...... ...ttt 19
=] o o T = ¢ 0 3/ TR 20

Documents

Document Sharinq.Hub
© 1SO 2012 — All rights reserved 1]

Full document details: BS EN ISO 13127:2012


http://www.avadocuments.com/doc/bs-en-iso-13127-2012
http://www.avadocuments.com/doc/bs-en-iso-13127-2012

BS EN ISO 13127:2012
ISO 13127:2012(E)

Introduction

A significant number of suspected cases of ingestion by children of products used about the home is reported
to the medical profession each year. Most are not serious and those that are associated with more serious
side effects involve products known to be hazardous, e.g. certain medicinal products, liquid fuels and solvents,
strongly acid or alkaline preparations and some garden products. Most commonly used household detergents,
cleaning agents and maintenance and care products are not known to have caused injury. However, whether
ingestion (actual or suspected) causes injuries or not, such incidents can have traumatic effects on both the
child and its parents.

The use of potentially hazardous agents in certain products is necessary to achieve effectiveness; consequently
steps have to be taken to limit the occurrence of accidents. One approach has been to try to increase general
awareness of hazards associated with various products. Nevertheless, proper labelling and information by the
manufacturer is important for the safe use of products in the home.

Another approach has been the use of child resistant packaging to put a physical barrier between the child
and the hazardous product. Such packaging should only be used for products as mentioned above since, if
used in other circumstances, it could lead to confusion among consumers. It is important to recognize that it is
unrealistic to expect that any functional packaging can be totally impossible for a child to open and this type of
packaging cannot be a substitute for normal safety precautions. The packaging functions as a last defence if
other barriers separating children and hazardous products have failed. Hence, the overall responsibility rests
with the parents or other responsible adults.

The aim of this International Standard is to establish mechanical test methods to safeguard child resistance
properties of the packaging system.

According to ISO 8317, the panel test is intended for initial type approval but it does not suffier
change management.

NOTE Change management covers, but is not limited to, for example, change of supplier, packaging material,
component manufacturing site, material brand or scale up.

Those changes need to be assessed using risk management procedures. Mechanical test methods deliver
scientific data which introduce a more scientific means of ensuring compliance with the originally type tested
package. The test results are essential for an appropriate risk assessment.

The object of this International Standard is to permit the comparison, by mechanical testing, of the physical
parameters of the packaging system under test with those of the individual units tested for certification purposes. It
is the responsibility of the component manufacturer to provide access to test methods and test data to the customer.
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INTERNATIONAL STANDARD 1ISO 13127:2012(E)

Packaging — Child resistant packaging — Mechanical test
methods for reclosable child resistant packaging systems

1 Scope

This International Standard specifies test methods for mechanical testing of reclosable child resistant packaging.
The data generated by these mechanical test methods are suitable for comparing child resistant characteristics
of related reclosable packaging systems.

This International Standard is not intended for routine quality assurance purposes.

NOTE The use of children and adults for testing in accordance with ]SO 8317 is an essential feature of that standard.

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.

SO 8317, Child-resistant packaging — Requirements and testing procedures for reclosable packages

3 Terms and definitions
For the purposes of this document, the terms and definitions given in [SO 8317 and the following apply.

31

mechanical testing

documented and reproducible test methods intended to measure the resistance of the relevant features of a
child resistant packaging system

3.2
essential characteristics
those elements of the container/closure system that are critical for maintaining the child resistant functionality

NOTE See 4.3 for examples of essential characteristics.

3.3

thread system

child resistant packaging system having a combination of container and closure that is reliant on having
compatible threads in order to maintain the child resistance functions and sealing integrity

3.4

squeeze and turn system

child resistant packaging system which requires the user to squeeze the closure at designated points while
simultaneously applying a torque to unscrew the closure from the container

3.5

push and turn system

press and turn system

child resistant packaging system which requires the user to apply a downward force while simultaneously
applying a torque to unscrew the closure from the container
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3.6

shap-cap system

align and lift system

child resistant packaging system which requires the user to align marks on the container and closure before
pushing off the closure

3.7
liner
medium used to form a seal between a closure and a container

3.8

original specification

full description of all components of the test specimens, including reference to number and issue of drawings,
dimensions, tolerances and material specification for all components

NOTE Components include, but are not limited to, closures, liners or containers.

3.9

reference data

data generated from type-approved child resistant packages using the testing methods specific to the packaging
type as given in this International Standard

NOTE Reference data provide the link between packages tested and found to be compliant with |[SO 8317 and the
packages to be tested according to this International Standard.

4 General requirements

4.1 Rationale

This International Standard is intended to be used to generate mechanical test data from reclosable child
resistant packaging systems. These data may be used for the verification of equivalency of a child resistant
packaging system to a type-approved package (e.g. in the course of change management) and aims to avoid
unnecessary panel tests.

4.2 Reference data

Reference data shall be generated from type-approved packages using the testing methods specific to the
packaging type as given in Clause 6. Reference data should preferably be generated on the same package
lot(s) as used for type approval testing to Where this is not possible, reference data may be generated
on an alternative lot, or lots, of the package, providing that the package lot is identical in design, construction
and specification to the type-approved package.

The identified test methods used to generate data from packages submitted for testing to or from
packages fulfilling the specification, shall be used to set the test parameters for the range of packaging covered
by the original certification. Specifications with appropriate tolerances for the specific packaging shall be
defined when generating reference data.

4.3 Package modifications

SO 8317 establishes that mechanical testing may be used to confirm the continued compliance of child
resistant packages, subject to minor changes to the package that was type-approved to |[SO 831

NOTE Changes to a type-approved package that would result in the package being outside the criteria or dimensions of
a series of similar packages, require panel testing according to |SO 8317 to confirm compliance as a child resistant package.

The suitability and ability of mechanical testing to assess the impact of changes to a type-approved child
resistant package will vary according to the nature of the proposed changes. To decide upon this, for each
proposed change, a risk assessment shall be conducted to identify the potential impacts of the proposed
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change, and identify and assess the ability of the selected mechanical test methods to suitably measure those
impacts. The risk assessment and the rationale for the selected test methods shall be recorded.

Only where the impact of any change on child resistance performance can be reliably measured and quantified by
mechanical testing may mechanical testing alone be used to assess the continued compliance as a child resistant
package. In all other circumstances, child and adult panel testing according to ]SO 8317 shall be conducted.

Changes affecting the essential characteristics shall be thoroughly evaluated in the course of the risk
assessment. The following elements are considered as essential characteristics of the container/closure
system and are important to maintain the child resistant functionality:

a) Container

— critical dimensions;

— material: glass, metal, different polymers, etc.;
— shape: round, square, rectangular, oval, etc.;
— handling: handle position, handle design, etc;
— thread: form, position;

— neck: position, orientation, design, etc.;

— rigidity.

b) Closure

— critical dimensions;

— material: metal, different polymers, etc.;

— shape: round, square, rectangular, oval, etc.;
— handling: external gripping feature;

— thread: form, position;

— child resistant system: push down and turn, squeeze and turn, etc;
— sealing feature: wad-liner, plug, etc.

The decision making process for the application of mechanical testing of minor changes to a type-approved
package is illustrated in Figure 1.

NOTE The mechanical test methods described in this International Standard are only capable of measuring
unidirectional (vertical and lateral) compression and tension forces, and rotational torque; they cannot measure or quantify
frictional or grip forces, for example, between a hand(s) and a package. Changes to a type-approved package that have
the potential to impact the hand grip of a child or adult on the package cannot therefore be assessed by methods described
in this International Standard.
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