INTERNATIONAL ISO
STANDARD 16106

Second edition
2020-02

Transport packages for dangeroqus
goods — Dangerous goods packagings,
intermediate bulk centainers (IBCs)
and large packagings — Guidelines for
the application of ISO 9001

Emballages de transport,pour marchandises dangereuses|—

Emballages pour maxchandises dangereuses, grands récigients vrac
(GRV) et grands emballages — Lignes directrices pour l'application
de I'ISO 9001

Reference number
1SO 16106:2020(E)

©1S0 2020


https://standardsiso.com/api/?name=656efb1461d4ac415005864cf1505cf5

IS0 16106:2020(E)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2020

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting
on the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address
below or [SO’s member body in the country of the requester.

ISO copyright office

CP 401 o Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Fax: +41 22 749 09 47
Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland

ii © IS0 2020 - All rights reserved


https://standardsiso.com/api/?name=656efb1461d4ac415005864cf1505cf5

IS0 16106:2020(E)

Contents Page
FOT@WOT .........oocccc e85 55858555555855 8 5555 \%
IIMETOUICEION. ..ot vi
1 S0P ... 1
2 NOTTNATIVE FEECI@INICES .........oocco e 1
3 Terms and AeFIMITIOIIS ... 1
4 Context of the organization ...,
4.1 Understanding the organization and itS CONtEXL ...
4.2 Understanding the needs and expectations of interested parties
4.3 Determining the scope of the quality management system............cc. L1 57
4.4 Quality management system and itS PrOCESSES ...l
5 LeaderShiP ... g e | 6
5.1 Leadership and commitment ..., .6
51.1  General...nne .6
5.1.2  Customer foCuS.......ccisinn w7
5.2 POLICY oo w7
5.2.1  Establishing the quality policy....... w7
5.2.2  Communicating the quality policy 7
5.3 Organizational roles, responsibilities and authQrities. ... 7
6 Planning ... o
6.1 Actions to address risks and opportunities’.........
6.2 Quality objectives and planning to achieve them.
6.3 Planning of Changes ..oyt
7 SUPPOTE 8 e
7.1 RESOUICES ....ooooii e bbb
711 General.... Sl
7.1.2  People. o ed
7.1.3  INfrastruCtlure ...
7.1.4  Environmient for the operation of processes.
7.1.5 Monitoring and measuring resources......
7.1.6  Organizational KNOWIedge............oiiiiisicicicsesessesesese s
7.2 (0700101 013 1= 4T o
7.3 Awareness............
7.4 Commupnication ...
7.5 Documented information..
75.1  General ...
7.5.2  Creating and updating
7.5.3  Control of documented information ...
8 Operation
8.1 Operational planning and COMEIOL ......... e
8.2 Requirements for products and services
8.2.1  Customer COMMUNICALION. ..o
8.2.2  Determining the requirements for products and services
8.2.3  Review of the requirements for products and services....................
8.2.4  Changes to requirements for products and Services.................
8.3 Design and development of products and SEIVICES ...
B30T GEIETAL e
8.3.2  Design and development planning
8.3.3  Design and development inputs........
8.3.4  Design and development controls....
8.3.5 Design and development outputs.....
8.3.6  Design and development Changes. ...

© 1S0 2020 - All rights reserved iii


https://standardsiso.com/api/?name=656efb1461d4ac415005864cf1505cf5

IS0 16106:2020(E)

8.4 Control of externally provided processes, products and services
8.4 1 GENETAL.oo s
8.4.2  Type and extent of control

8.4.3  Information for external ProVIAErs.......... i
8.5 Production and SErviCe PrOVISION. ...

8.5.1  Control of production and service provision...

8.5.2  Identification and trac@ability . ...

8.5.3  Property belonging to customers or external providers
8.5.4  PreServatioN. ..o
8.5.5  Post-delivery activities

8.5.6 CONLIOl Of CHANGES ......ooooccooeeee e
8.6 Release of Products and SEIVICES ... €
8.7 Control of NONCONFOIMING OUELPULS ...oooieovrieeiieeeeeieeeeeeieieeeeeeeeee e
9 PerfOrmance evaluation ... Mo
9.1 Monitoring, measurement, analysis and evaluation..
9.1.1  General.....incsrin
9.1.2  Customer satisfaction...............
9.1.3  Analysis and evaluation.....
9.2 INEEINAL QUL ...ty SN
9.3 ManagemMeNt FEVIEW ... Bert oo
9.3.1 General
9.3.2  Management reView INPULS ... g e
9.3.3  Management reVIiewW OULPULS ... P
10 IMPTOVEIMIEIIE .........ooooioi s b
0200 T R CT=) 4T = OO =< OO
10.2| Nonconformity and corrective action
10.3| CONINUAL IMPTOVEIEINIT ..o e
Annex A (informative) Clarification of new structure, terminology and concepts..............cccccocccc.
Annex B (informative) Other International Standards on quality management and quality
manpgement systems developed by ISO/TC 176 ...
Annex C (informative) Packaging specification data ...
Annex D (informative) IBC Specification data...................oiiccssisssssssssssssssssssssssssssssssessssesssssnes
Annex E (informative) Large packaging (LP) specification data ...
Annex F (informative) Notes to-the packaging specifications of Annexes C,DandE...........

Annex G (informative) Items-and elements of verification, controls, monitoring and validation

Annex H (irfformative)iExamples of typical frequencies for the verification of conformity
with|design.and performance reqUIremMents ...

BID O @A D Y . A7 e

iv © IS0 2020 - All rights reserved


https://standardsiso.com/api/?name=656efb1461d4ac415005864cf1505cf5

IS0 16106:2020(E)

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

elect
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proteatfres—Hsea—to—aeverop—ta e ehtana—tn ~—irrefrdea—tor— trther—+aatiatenance are
ribed in the ISO/IEC Directives, Part 1. In particular, the different approval criteria‘needed for the
Fent types of ISO documents should be noted. This document was drafted in acéordance with the
rial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of

patel

any |
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it rights. ISO shall not be held responsible for identifying any or all sueh-patent rights. Details of
atent rights identified during the development of the document will be in the Introdug¢tion and/or
e [SO list of patent declarations received (see www.iso.org/patents);

frade name used in this document is information given for the-éonvenience of users gnd does not
[itute an endorsement.

in explanation of the voluntary nature of standards;, the meaning of ISO specifi¢ terms and
pssions related to conformity assessment, as well ‘as’information about ISO's adherence to the
d Trade Organization (WTO) principles in the Techinical Barriers to Trade (TBT) see wjww.iso.org/
breword.html.
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Perfg
1SO/
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complete listing of these bodies can be found at www.iso.org/members.html.

This
revis

The nain changes compdred to the previous edition are as follows:

— 1

document was prepared by Technical Committee ISO/TC 122, Packaging, Subcominittee SC 3,
rmance requirements and tests for megns of packaging, packages and unit loads (as|required by
'C 122).

‘eedback or questions on this document should be directed to the user’s national standprds body. A

second edition cancels and replaces the first edition (ISO 16106:2006), which has been technically
ed.

SO 9001:2015%as been integrated;

— 1

he sectersSpecific requirements on quality management systems for transport packages for
angereus’goods into ISO 9001:2015 have been revised;

ew, Annexes E and F have been created;

— editorial changes have been made.
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Introduction

0.1 General

The United Nations Recommendations on the Transport of Dangerous Goodsl2Zl (referred to in this
document as the UN Model Regulations) require the application of a quality assurance programme
for the manufacture and testing of packagings, IBCs and large packagings that satisfies the competent
authority in order to ensure that each manufactured packaging, IBC and large packaging meets the
requirements.

The UN Mo

el Rpgnlnfinnq are given ngn] entity hy the provision of a series of international

odal

agreements
agreements

the Eun
(ADR)[3

the Reg

the Inte
Danger

the Inte

The applica
agreements

In conjuncti
and assuran

The change
over “qualit
in the UN M
document. ]

and national legislation for the transport of dangerous goods. These intermat]
include:

opean Agreement Concerning the International Carriage of Dangerous Goods by
1.

1lations Concerning the International Carriage of Dangerous Goods by Rail (RID)[22];

rnational Civil Aviation Organization’s Technical Instructions, for’the Safe Transpag
us Goods by Air (ICAO TI)[39];

rnational Maritime Dangerous Goods Code (IMDG)[31],

Lion of this document should take into account the tequirements of these internat
and the national legislation for the transport of dangerous goods.

pn with ISO 9001, this document gives guidance'on a system for applying quality proc
ce to the production of dangerous goods packagings, IBCs and large packagings.

in terminology in the ISO 9000 series frem “quality assurance programmes” (1987 edi
y systems” (1994 edition) to “quality management systems” (2000 edition), is not reflg
odel Regulations and the internatiénal agreements referred to in the bibliography o
'he former term “quality assurance programme” is still used there. Furthermore, the

“testing”, which was used in the 1994 edition of the ISO 9000 series in the context of product inspe

and testing
document, t
should not d

This docum

This docum
the text of I

For an expld

vas replaced by “measurement and monitoring” in the 2000 edition. For the purposes o

eter users from using-this document.
ent is based on ReviSion 19 of the UN Model Regulations.

ent is an appliedation standard for transport packages for dangerous goods, which con
09001:2015.

nation.of how this document was prepared, see Annex A.

The adoption“of a quality management system is a strategic decision for an organization that canl

ional

Road

rt of

jonal

PSSES

Fion),
pcted
F this
term
ction
f this

he latest terminology isused, in accordance with ISO 9000. This difference in terminglogy

kains

help

to improve its overall performance and provide a sound basis for sustainable development initiatives.

The potential benefits to an organization of implementing a quality management system based on this
document are:

a)

statutory and regulatory requirements;

b) facilitat

<)

address

ing opportunities to enhance customer satisfaction;

ing risks and opportunities associated with its context and objectives;

d) the ability to demonstrate conformity to specified quality management system requirements.

This document can be used by internal and external parties.

Vi

the ability to consistently provide products and services that meet customer and applicable
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[t is not the intent of this document to prescribe:

— uniformity in the structure of different quality management systems;

— alignment of documentation to the clause structure of this document;

— the use of the specific terminology of this document within the organization.

The quality management system requirements specified in this document are complementary to
requirements for products and services.

This document employs the process approach, which incorporates the Plan-Do-Check-Act (PDCA) cycle
and fisk-based thinking.

The process approach enables an organization to plan its processes and their interactions.

The PDCA cycle enables an organization to ensure that its processes are adequately regsourced and
managed, and that opportunities for improvement are determined and acted gn:

Riskibased thinking enables an organization to determine the factors thatican cause its prjocesses and
its qpality management system to deviate from the planned results, toutin place preventive controls
to minimize negative effects and to make maximum use of opportunities as they arise (see|A.4).

Congfistently meeting requirements and addressing future needs. and expectations poses|a challenge
for ofganizations in an increasingly dynamic and complex environment. To achieve this opjective, the
orgahization can find it necessary to adopt various forms afimprovement in addition to correction and
continual improvement, such as breakthrough change, inhiovation and re-organization.

0.2 [Quality management principles

This|document is based on the quality management principles described in ISO 9000. The flescriptions
include a statement of each principle, a rationale of why the principle is important for the organization,
somg¢ examples of benefits associated with the principle and examples of typical actions to improve the
orgahization's performance when applying the principle.

The quality management principles-are:
— (¢ustomer focus;
— leadership;
— ¢ngagement of people;
— Jrocess approach;
Inprovement;

— ¢vidence-based decision making;

— relationship management.
0.3 Process approach
0.3.1 General

This document promotes the adoption of a process approach when developing, implementing and
improving the effectiveness of a quality management system, to enhance customer satisfaction by
meeting customer requirements. Specific requirements considered essential to the adoption of a
process approach are included in 4.4.

Understanding and managing interrelated processes as a system contributes to the organization's
effectiveness and efficiency in achieving its intended results. This approach enables the organization

© 1S0 2020 - All rights reserved vii
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to control the interrelationships and interdependencies among the processes of the system, so that the
overall performance of the organization can be enhanced.

The process approach involves the systematic definition and management of processes, and their
interactions, so as to achieve the intended results in accordance with the quality policy and strategic
direction of the organization. Management of the processes and the system as a whole can be achieved
using the PDCA cycle (see 0.3.2) with an overall focus on risk-based thinking (see 0.3.3) aimed at taking
advantage of opportunities and preventing undesirable results.

The application of the process approach in a quality management system enables:

a) underst nding and rnncicfpnry in mppfing rpn‘nirpmpnfc-

b) the congideration of processes in terms of added value;

c) the achievement of effective process performance;

d) improvg

Figure 1 giv|
monitoring
and will varj

bment of processes based on evaluation of data and information.

es a schematic representation of any process and shows the interaction of its elements,.

and measuring check points, which are necessary for control, are-$pecific to each pr
y depending on the related risks.

The
cess
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at pther relevant
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0.3.2

Possible controls and
check points to monitor
and measure performance

at other relevant
interested parties

PlantDo-Cheek=Act cycle

Figure 1 — Schematic representation of the elements of a single process

The PDCA dycle can be applied to all processes and to the quality management system as a whole.

Figure 2 illustrates how Clauses 4 to 10 can be grouped in relation to the PDCA cycle.

NOTE

viii

Numbers in brackets refer to the clauses in this document.
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Figure 2 — Representation of the structurecof this document in the PDCA cyfle

The PDCA cycle can be briefly described as follgws:

— Plan: establish the objectives of the system and its processes, and the resources need¢d to deliver
esults in accordance with customers" requirements and the organization's policies and identify
nd address risks and opportunities;

— Do: implement what was planned;

— Check: monitor and (whene applicable) measure processes and the resulting products and services
gainst policies, objectiyes, requirements and planned activities, and report the results;

— Act: take actionst@\improve performance, as necessary.
0.3.3 Risk-basédthinking

Risk{based_thinking (see A.4) is essential for achieving an effective quality management system.
The fonceptof risk-based thinking was implicit in the previous editions of this document including,
for gxample, carrying out preventive action to eliminate potential nonconformities, analysing any

nonceonformities that do occur and fal(ing action to prevent recurrence that is appropriate for the

effects of the nonconformity.

To conform to the requirements of this document, an organization needs to plan and implement
actions to address risks and opportunities. Addressing both risks and opportunities establishes a basis
for increasing the effectiveness of the quality management system, achieving improved results and
preventing negative effects.

Opportunities can arise as a result of a situation favourable to achieving an intended result, for
example, a set of circumstances that allow the organization to attract customers, develop new products
and services, reduce waste or improve productivity. Actions to address opportunities can also include
consideration of associated risks. Risk is the effect of uncertainty and any such uncertainty can have
positive or negative effects. A positive deviation arising from a risk can provide an opportunity, but not
all positive effects of risk result in opportunities.

© 1S0 2020 - All rights reserved ix
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0.4 Relationship with other management system standards

This document applies the framework developed by ISO to improve alignment among its International
Standards for management systems (see A.1).

This document enables an organization to use the process approach, coupled with the PDCA cycle and
risk-based thinking, to align or integrate its quality management system with the requirements of
other management system standards.

This document relates to ISO 9000 and ISO 9004 as follows:

— IS0 9000 provides essential background for the proper understanding and implementation of this

docums

— IS0 900
this dod

Annex B p

nt;

ument.

‘ovides details of other International Standards on quality management and qy

management systems that have been developed by ISO/TC 176.

Sector-spec
have been

fic quality management system standards based on the requirements of this docu
leveloped for a number of sectors. Some of these standards-specify additional qy

management system requirements, while others are limited to providing guidance to the applicati

this documg

nt within a particular sector.

4 provides guidance for organizations that choose to progress beyond the requirements of

ality

ment
ality
on of
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Transport packages for dangerous goods — Dangerous
goods packagings, intermediate bulk containers (IBCs)
and large packagings — Guidelines for the application of
ISO 9001

1 $cope

This|document gives guidance on the application of a quality management system in'the r;tanufacture,
meaguring and monitoring of design type approved dangerous goods packaging, ihtermediate bulk
containers (IBCs) and large packaging.

This|document does not include guidance specific to other management systems, such ps those for
envifonmental management, occupational health and safety management, or financial management.

It is gpplicable to an organization that:

a) meeds to demonstrate its ability to consistently provide products and services that mget customer
nd applicable statutory and regulatory requirements; ahd

b) 4ims to enhance customer satisfaction through the*effective application of the system, including
rocesses for improvement of the system and the assurance of conformity to customer and
dpplicable statutory and regulatory requirements:

All the guidance in this document is generichand intended to be applicable to any ofrganization,
regardless of its type or size, or the productsand services it provides.

NOTH In this document, the terms “product” or “service” only apply to products and services intended for, or
required by, a customer.

It does not apply to design type testing, for which reference is made to 6.1.5, 6.3.5, 6.5.6 and 6.6.5 of the
UN Model Regulations[27],

2 Normative references

The following doelinents are referred to in the text in such a way that some or all of their content
constitutes requifements of this document. For dated references, only the edition cited [applies. For
unddted references, the latest edition of the referenced document (including any amendments) applies.

IS0 9000, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 and the following apply.
ISO and IEC maintain terminological databases for use in standardization at the following addresses:

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

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

© IS0 2020 - All rights reserved 1
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organization
person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.8)

Note 1 to entry: The concept of organization includes, but is not limited to, sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.

3.2

interested party

stakeholder

person or on

or activity

ganization (3.1) that can affect, be affected by, or perceive itself to be affected by a.deg

ision

3.3

requirement

need or expectation that is stated, generally implied or obligatory

Note 1 to ertry: “Generally implied” means that it is custom or common practice>for the organizatiof and

interested p4

Note 2 to ent

3.4
manageme
set of inter

objectives (3

Note 1 to ent

Note 2 to enf

and operatio

Note 3 to en|
identified fu
functions acn

3.5
top managg
person or gt

Note 1 to entry: Top mamagement has the power to delegate authority and provide resources withi

organization

Note 2 to enftry: If the“scope of the management system (3.4) covers only part of an organization, the

management

3.6
effectivene

rties that the need or expectation under consideration is implied.

Fy: A specified requirement is one that is stated, e.g. in documenteéd information.

ht system
related or interacting elements of an organizatign*(3.1) to establish policies (3.7)
.8) and processes (3.12) to achieve those objectives

'y: A management system can address a single.discipline or several disciplines.

ry: The system elements include the organization’s structure, roles and responsibilities, pla
1.

fry: The scope of a management system can include the whole of the organization, specifi

ctions of the organization, specific and identified sections of the organization, or one or
oss a group of organizations.

tment
oup of people who.directs and controls an organization (3.1) at the highest level

refersdo those who direct and control that part of the organization.

and

hning

c and
more

h the

h top

SS

extent to which planned activities are realized and planned results achieved

3.7
policy

intentions and direction of an organization (3.1), as formally expressed by its top management (3.5)

3.8
objective
result to be

Note 1 to entr

achieved

y: An objective can be strategic, tactical, or operational.

© IS0 2020 - All rights reserved
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Note 2 to entry: Objectives can relate to different disciplines (such as financial, health and safety, and
environmental goals) and can apply at different levels (such as strategic, organization-wide, project, product and
process (3.12)).

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended outcome, a purpose, an
operational criterion, as a quality objective, or by the use of other words with similar meaning (e.g. aim, goal, or

targe

).

Note 4 to entry: In the context of quality management systems, quality objectives are set by the organization,

consi

3.9

stent with the quality policy, to achieve specific results.

risk
effec

Note

Note
know

Note
“cong

Note
chan

3.10
com
abilit

3.11
docy
infon
whic

Note

Note

t of uncertainty
1 to entry: An effect is a deviation from the expected — positive or negative.

2 to entry: Uncertainty is the state, even partial, of deficiency of information related to, unds
ledge of, an event, its consequence, or likelihood.

3 to entry: Risk is often characterized by reference to potential “events”-(as defined in ISO (]
equences” (as defined in ISO Guide 73), or a combination of these.

4 to entry: Risk is often expressed in terms of a combination of\the consequences of an evd
bes in circumstances) and the associated “likelihood” (as defined.in ISO Guide 73) of occurrend

petence
y to apply knowledge and skills to achieve intended results

mented information
mation required to be controlled and ‘maintained by an organization (3.1) and the
h it is contained

1 to entry: Documented information.¢an be in any format and media, and from any source.

P to entry: Documented information can refer to:

— the management system (3.4) including related processes (3.12);

—

1]

|
[¢°]

3.12
prod
seto

formation created ittorder for the organization to operate (documentation);

yidence of resultsachieved (records).

ess
f interrélated or interacting activities which transforms inputs into outputs

erstanding or

uide 73) and

nt (including
e.

medium on

3.13

performance
measurable result

Note

1 to entry: Performance can relate either to quantitative or qualitative findings.

Note 2 to entry: Performance can relate to managing activities, processes (3.12), products (including services),

syste

© ISO

ms or organizations (3.1).
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outsource (verb)
make an arrangement where an external organization (3.1) performs part of an organization’s function
or process (3.12)

Note 1 to entry: An external organization is outside the scope of the management system (3.4), although the
outsourced function or process is within the scope.

3.15

monitoring
determining the status of a system, a process (3.12) or an activity

Note 1 to ent

3.16
measuremg
process (3.1]

3.17

audit
systematic,
objectively

Note 1 to ent
and it can be

Note 2 to ent
Note 3 to ent

3.18
conformityj
fulfilment o

3.19
nonconforr
non-fulfilmd

3.20

y: To determine the status, there can be a need to check, supervise or critically observe.

bt
) to determine a value

independent and documented process (3.12) for obtaining audit evidence and evaluat
o determine the extent to which the audit criteria are fulfilled

ry: An audit can be an internal audit (first party) or an external\audit (second party or third p
A combined audit (combining two or more disciplines).

Fy: An internal audit is conducted by the organization itself, or by an external party on its beh3

Fy: “Audit evidence” and “audit criteria” are defined in-1SO 19011.

[ a requirement (3.3)

hity
nt of a requirement (3.3)

corrective action

action to eli

3.21

minate the cause(8).ef a nonconformity (3.19) and to prevent recurrence

continual improvement

recurring ag

3.22
competent

tivity te;enhance performance (3.13)

ng it

hrty),

If.

authority

any nationa

in connection with the international agreements

Note 1 to entry: International agreements are referred to in the Bibliography.

3.23

design type approved packaging

IBC

large packaging
dangerous goods packaging that has been tested and approved in accordance with:

— 6.1.5,6.

3.5,6.5.6 and 6.6.5 of the UN Model Regulations; or

— national regulations

regulatory body or authority designated, or otherwise recognized as such, for any purpose
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1 to entry: The modal agreements are referred to in the Bibliography.

4 Context of the organization

4.1

Understanding the organization and its context

The organization should determine external and internal issues that are relevant to its purpose
and its strategic direction and that affect its ability to achieve the intended result(s) of its quality
management system.

The
NOTH
NOTH
techn

regio

NOTH
know

4.2

Due {
serv
shou

a)
b)

The
reley

4.3

TgamiZation SToutd TIoNtor and TeEView ITformation about these exter al ard Imtera
1 Issues can include positive and negative factors or conditions for consideration.

2 Understanding the external context can be facilitated by considering issties” arisin
ological, competitive, market, cultural, social and economic environments, whetherinternatig

hal or local.

3 Understanding the internal context can be facilitated by consideringissues related to v4
ledge and performance of the organization.

Understanding the needs and expectations of interésted parties

o their effect, or potential effect, on the organization's:ability to consistently provide p
ces that meet customer and applicable statutory and’regulatory requirements, the
|d determine:

he interested parties that are relevant to the.quality management system;
he requirements of these interested parties that are relevant to the quality managemg

prganization should monitor and reyiew information about these interested partig
ant requirements.

Determining the scopesof the quality management system

issues.

b from legal,
nal, national,

lues, culture,

roducts and
rganization

nt system.

bs and their

The ¢rganization should determine the boundaries and applicability of the quality manageinent system

toes
Whe
a)
b)

c) {

tablish its scope.

h determining this'scope, the organization should consider:

he externaland internal issues referred to in 4.1;

he requirements of relevant interested parties referred to in 4.2;

heéproducts and services of the organization.

The organization should apply all the requirements of this document if they are applicable within the
determined scope of its quality management system.

The scope of the organization's quality management system should be available and be maintained
as documented information. The scope should state the types of products and services covered, and
provide justification for any requirement of this document that the organization determines is not
applicable to the scope of its quality management system.

Conformity to this document may only be claimed if the requirements determined as not being
applicable do not affect the organization's ability or responsibility to ensure the conformity of its
products and services and the enhancement of customer satisfaction.
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4.4 Quality management system and its processes

4.4.1 The organization should establish, implement, maintain and continually improve a quality
management system, including the processes needed and their interactions, in accordance with the

requirements of this document.

The organization should determine the processes needed for the quality management system and
application throughout the organization, and should:

their

a) determine the inputs required and the outputs expected from these processes;

b) determine the SEqUeNce and IMteraction of these Processes;

c) determjne and apply the criteria and methods (including monitoring, measurements atidte|ated
perfornmance indicators) needed to ensure the effective operation and control of these procesges;

d) determine the resources needed for these processes and ensure their availability;

e) assign the responsibilities and authorities for these processes;

f) addresqthe risks and opportunities as determined in accordance with the.requirements of 6.1;

g) evaluate these processes and implement any changes needed to ensuve that these processes achieve
their intended results;

h) improve the processes and the quality management system.

4.4.2 To the extent necessary, the organization should:

a) maintal—: documented information to support the pferation of its processes;

b) retain documented information to have confidence that the processes are being carried opt as
planned.

5 Leadership

5.1 Leadership and commitment

5.1.1 Genleral

Top managpment should~demonstrate leadership and commitment with respect to the quality

management systemebyt

a) taking 4ccoufitability for the effectiveness of the quality management system;

b) ensurinig that the qua policy and qua objectives are established for the qua management
system and are compatible with the context and strategic direction of the organization;

c) ensuring the integration of the quality management system requirements into the organization's
business processes;

d) promoting the use of the process approach and risk-based thinking;

e) ensuring that the resources needed for the quality management system are available;

f) communicating the importance of effective quality management and of conforming to the quality
management system requirements;

g) ensuring that the quality management system achieves its intended results;
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h) engaging, directing and supporting persons to contribute to the effectiveness of the quality
management system,;

i) promoting improvement;

j)  supporting other relevant management roles to demonstrate their leadership as it applies to their
areas of responsibility.

NOTE 1

Reference to “business” in this document can be interpreted broadly to mean those activities that are

core to the purposes of the organization's existence, whether the organization is public, private, for profit or not
for profit.

NOT

5.1.2

Top 1
ensu

a)
q

b) 1
c) 1
5.2

5.2.1

2 Documentation can be subject to audit by the competent authority.

Customer focus

management should demonstrate leadership and commitment with respect-to custor
ring that:

ustomer and applicable statutory and regulatory requirements are.determined, und
onsistently met;

he risks and opportunities that can affect conformity of products and services and t
bnhance customer satisfaction are determined and addresSed,;

he focus on enhancing customer satisfaction is maintained.
Policy

Establishing the quality policy

Top nanagement should establish, implement and maintain a quality policy that:

s appropriate to the purpose and context of the organization and supports its strategi

a) i
b)
c)
d)
5.2.2

rovides a framework for setting quality objectives;

includes a commitment tosatisfy applicable requirements;

includes a commitment to continual improvement of the quality management system.

Communicating the quality policy

The quality pelicy should be:

a) 4

ivailable and be maintained as documented information;

her focus by

erstood and

he ability to

t direction;

b 3 FEpRga | | 4 J | 1iodl LR 4] s 4o
CUIHIIMUIIC AtlTU, Ut STUUU Al dPPJHICTU WILIHIT LT UL 5d I Z4atIUllL,

c) available to relevant interested parties, as appropriate.

5.3

Organizational roles, responsibilities and authorities

Top management should ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood within the organization.

Top management should assign the responsibility and authority for:

a) ensuring that the quality management system conforms to the requirements of this document;

b) ensuring that the processes are delivering their intended outputs;
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c) reporting on the performance of the quality management system and on opportunities for
improvement (see 10.1), in particular to top management;

d) ensuring the promotion of customer focus throughout the organization;

e) ensuring that the integrity of the quality management system is maintained when changes to the
quality management system are planned and implemented.

6 Planning

6.1 Actioprstoaddressisksamdopportumnities

6.1.1 Whgn planning for the quality management system, the organization should considey the igsues
referred to ip 4.1 and the requirements referred to in 4.2 and determine the risks and oppostunitieg that
need to be addressed to:

a) give asqurance that the quality management system can achieve its intended-result(s);
b) enhanc¢ desirable effects;
c) prevent] or reduce, undesired effects;

d) achieve|improvement.

6.1.2 Thelorganization should plan:

a) actions|to address these risks and opportunities;

b) how to:
1) intggrate and implement the actions into(its quality management system processes (see 4}4);
2) evaluate the effectiveness of these dctions.

Actions taken to address risks and opportunities should be proportionate to the potential impaft on
the conformity of products and services.

NOTE1 Options to address risk§ c¢an include avoiding risk, taking risk in order to pursue an opportfinity,
eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining rigk by
informed dedision.

NOTE 2  Opportunities.can lead to the adoption of new practices, launching new products, opening new
markets, addfessing new, customers, building partnerships, using new technology and other desirable and yiable
possibilities fo address.the organization's or its customers' needs.

6.2 Qualityobjectives and planning to achieve them

6.2.1 The organization should establish quality objectives at relevant functions, levels and processes
needed for the quality management system.

The quality objectives should:

a) be consistent with the quality policy;

b) be measurable;

c) take into account applicable requirements;

d) be relevant to conformity of products and services and to enhancement of customer satisfaction;

e) be monitored;
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f) be communicated;
g) beupdated as appropriate.

The organization should maintain documented information on the quality objectives.

6.2.2 When planning how to achieve its quality objectives, the organization should determine:
a) whatwill be done;

b) what resources will be required;

c¢) who will be responsible;
d) hen it will be completed;

e) lhow the results will be evaluated.

6.3 | Planning of changes

Wheh the organization determines the need for changes to the quality management system,|the changes
should be carried out in a planned manner (see 4.4).

The ¢rganization should consider:

a) the purpose of the changes and their potential consequerces;
b) the integrity of the quality management system,;

c) the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

7 Support
7.1 | Resources

7.1.1 General

The |organization should determine and provide the resources needed for the establishment,
implementation, maintenance and continual improvement of the quality management systgm.

The ¢rganization should consider:

a) thecapabilities of, and constraints on, existing internal resources;

7.1.2 People

The organization should determine and provide the persons necessary for the effective implementation
of its quality management system and for the operation and control of its processes.

7.1.3 Infrastructure

The organization should determine, provide and maintain the infrastructure necessary for the
operation of its processes and to achieve conformity of products and services.

NOTE Infrastructure can include:
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a) buildings and associated utilities;

b) equipment, including hardware and software;

c) transportation resources;

d) information and communication technology.

7.1.4 Environment for the operation of processes

The organization should determine, provide and maintain the environment necessary for the operation
of its processes and to achieve conformity of products and services.

NOTE A buitable environment can be a combination of human and physical factors, such as:
a) social (e]g. non-discriminatory, calm, non-confrontational);

b) psycholdgical (e.g. stress-reducing, burnout prevention, emotionally protective);

c) physicall(e.g. temperature, heat, humidity, light, airflow, hygiene, noise).

These factol

7.1.5 Monitoring and measuring resources

7.1.5.1 Gg

The organiz
results whe|
requiremen

The organiz
a)

b) maintaij

suitable

The organiz,
of the monif]

7152 M

When meas;
part of prov,

s can differ substantially depending on the products and services\provided.

tneral

ation should determine and provide the resourcés needed to ensure valid and rel
n monitoring or measuring is used to verify the conformity of products and servic
[S.

ation should ensure that the resources provided are:
for the specific type of monitoring and measurement activities being undertaken;
Ined to ensure their continuing-fithess for their purpose.

ation should retain appropriate documented information as evidence of fitness for pui
oring and measurement resources.

pasurement traceability

irement traeéability is a requirement, or is considered by the organization to be an essg
iding confidence in the validity of measurement results, measuring equipment should

ed oryzerified, or both, at specified intervals, or prior to use, against measurement stang
e to.nternational or national measurement standards. When no such standards exis

iable
es to

pose

ntial
be:

ards
t, the

ed.for calibration or verification should be retained as documented information;

a) calibrat
traceab
basis us

b)

c)

status a

identified in order to determine their status;

nd subsequent measurement results.

safeguarded from adjustments, damage or deterioration that would invalidate the calibration

The organization should determine if the validity of previous measurement results has been adversely
affected when measuring equipment is found to be unfit for its intended purpose, and should take

appropriate

action as necessary.

7.1.6 Organizational knowledge

The organization should determine the knowledge necessary for the operation of its processes and to
achieve conformity of products and services.

10
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This knowledge should be maintained and made available to the extent necessary.

When addressing changing needs and trends, the organization should consider its current knowledge
and determine how to acquire or access any necessary additional knowledge and required updates.

NOTE1 Organizational knowledge is knowledge specific to the organization; it is generally gained by
experience. It is information that is used and shared to achieve the organization's objectives.

NOTE 2  Organizational knowledge can be based on:

a) internal sources (e.g. intellectual property; knowledge gained from experience; lessons learned from
failures and successful projects; capturing and sharing undocumented knowledge and experience; the
TSUITS Of IMPTOVEIMENTS 1T ProCeSSES, Products alnd ServITes);

b) ¢xternal sources (e.g. standards; academia; conferences; gathering knowledge from custemters or external
providers).

7.2 | Competence
The ¢rganization should:

a) determine the necessary competence of person(s) doing work‘under its control that affects the
erformance and effectiveness of the quality management system;

b) ¢nsure that these persons are competent on the basis’ of appropriate education, [training, or
e¢xperience;

c) here applicable, take actions to acquire the necessary competence, and evaluate the dffectiveness
f the actions taken;

d) retain appropriate documented informatiohas evidence of competence.

NOTH Applicable actions can include, for example, the provision of training to, the mentoring|of, or the re-
assighment of currently employed persons; prithe hiring or contracting of competent persons.

7.3 | Awareness
The ¢prganization should ensure that persons doing work under the organization's control gre aware of:
a) the quality policy;

b) relevant quality.ebjectives;

c) their contribution to the effectiveness of the quality management system, including the benefits of
improved performance;

d) theimplications of not conforming with the quality management system requirements

7.4 Communication

The organization should determine the internal and external communications relevant to the quality
management system, including:

a) what it will communicate on;
b) when to communicate;

c) with whom to communicate;
d) how to communicate;

e) who communicates.
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7.5 Documented information

7.5.1 Gen

eral

The organization's quality management system should include:

docume

a)
b)

nted information required by this document;

of the quality management system.

NOTE

o diffa L0
e re—1TOT

Tha agtant of PEEZCW-C 2
T Xt OO CH et

documented information determined by the organization as being necessary for the effectiveness

1 one

organizg
— the
— the

— the

Documentedl information in 7.5.2 and 7.5.3 should be kept during the assumedlifetime of packag

IBCs and lan

7.5.2 Creating and updating

When creat
a)
b) format

<)

identifi

review

7.5.3

7.5.3.1 Dg
should be cd

a) available and suitable for use, where and when it is needed;

Conitrol of documented information

for o o olibys
tt HrafageHeht SteHT€

n m-anacaant-cuctana
T TOT o ooy 5C >y

tion to another due to:
size of organization and its type of activities, processes, products and services;
complexity of processes and their interactions;

competence of persons.

ge packagings or for five years, whichever is longer.

ng and updating documented information, the organization should ensure appropriat
fation and description (e.g. a title, date, author, qrreference number);
e.g. language, software version, graphics) and'media (e.g. paper, electronic);

hnd approval for suitability and adequacy

cumented information required by the quality management system and by this docu
ntrolled to ensure that it.is:

ings,

ment

wing

b) adequately protected (eigofrom loss of confidentiality, improper use, or loss of integrity).
7.5.3.2 Fof the contrel of documented information, the organization should address the follg
activities, as|applicable:

a) distribytiom;.access, retrieval and use;

b) storage and preservation, including preservation of legibility;

c) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be necessary for the
planning and operation of the quality management system should be identified as appropriate, and

controlled.

Documented information retained as evidence of conformity should be protected from unintended

alterations.

NOTE

the permission and authority to view and change the documented information.

12

Access can imply a decision regarding the permission to view the documented information only, or
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8 Operation

8.1 Operational planning and control

The organization should plan, implement and control the processes (see 4.4) needed to meet the
requirements for the provision of products and services, and to implement the actions determined in
Clause 6, by:

a) determining the requirements for the products and services;

b) establishing criteria for:

) the processes;

) the acceptance of products and services;
c) determining the resources needed to achieve conformity to the product and.service requirements;
d) implementing control of the processes in accordance with the criteria;
e) determining, maintaining and retaining documented information ‘to-the extent necessdry to:
1) have confidence that the processes have been carried oufas planned;
2) demonstrate the conformity of products and servicesdo their requirements.
The ¢utput of this planning should be suitable for the organization's operations.

The ¢rganization should control planned changes and:review the consequences of unintended changes,
taking action to mitigate any adverse effects, as necessary.

The ¢rganization should ensure that outsoureed processes are controlled (see 8.4).

The product specifications for packaging-and IBCs should conform to Annexes C and F.
8.2 | Requirements for products and services

8.2.1 Customer communication

Communication with customers should include:

a) providing infofmation relating to products and services;
b) lhandlingenquiries, contracts or orders, including changes;

c) o¢btaining customer feedback relating to products and services, including customer corpplaints;

d) handling or controlling customer property;

e) establishing specific requirements for contingency actions, when relevant.

8.2.2 Determining the requirements for products and services

When determining the requirements for the products and services to be offered to customers, the
organization should ensure that:

a) therequirements for the products and services are defined, including:

1) any applicable statutory and regulatory requirements;
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2) those considered necessary by the organization;

b) the organization can meet the claims for the products and services it offers.

8.2.3 Rev

iew of the requirements for products and services

8.2.3.1 The organization should ensure that it has the ability to meet the requirements for products
and services to be offered to customers. The organization should conduct a review before committing to
supply products and services to a customer, to include:

a) requirements specified by the customer, including the requirements for delivery and post-del
activitigs;

b) requirements not stated by the customer, but necessary for the specified or intendedyuse, Y
known;

c) requirements specified by the organization;

d) statutory and regulatory requirements applicable to the products and servicCes;

e) contracf or order requirements differing from those previously expressed.

The organiz
defined are

The custom
customer dq

NOTE In
review can c

8.2.3.2 As
a) theresy

b) any new

8.2.4 Chapnges to requirements for products and services

The organiz
persons are
services are

8.3 Desig

8.3.1 Gen

ivery

ation should ensure that contract or order requirements-differing from those previ
resolved.

fer's requirements should be confirmed by the organization before acceptance, whe
es not provide a documented statement of their reguirements.

some situations, such as internet sales, a formal review is impractical for each order. Instea
ver relevant product information, such as catalogues.

applicable, the organization should retain documented information on:
Its of the review;

 requirements for the products and services.

ation should ensure’that relevant documented information is amended, and that rele
made aware/of“the changed requirements, when the requirements for products
changed.

n and-development of products and services

when

busly

n the

d, the

vant
and

eral

The organization should establish, implement and maintain a design and development process that is

appropriate

8.3.2 Des

to ensure the subsequent provision of products and services.

ign and development planning

In determining the stages and controls for design and development, the organization should consider:

a)

the nature, duration and complexity of the design and development activities;

b) the required process stages, including applicable design and development reviews;

c)

14

the required design and development verification and validation activities;
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d) theresponsibilities and authorities involved in the design and development process;

e) theinternal and external resource needs for the design and development of products and services;
f) the need to control interfaces between persons involved in the design and development process;
g) the need for involvement of customers and users in the design and development process;

h) the requirements for subsequent provision of products and services;

i) the level of control expected for the design and development process by customers and other
relevant interested parties;

j)  the documented information needed to demonstrate that design and development\r¢quirements
lhave been met.

8.3.3 Design and development inputs

The prganization should determine the requirements essential for the specific types of products and
services to be designed and developed. The organization should consider?

a) flunctional and performance requirements;

b) information derived from previous similar design and development activities;

c) ¢tatutory and regulatory requirements;

d) ¢tandards or codes of practice that the organizatiofthas committed to implement;
e) Jpotential consequences of failure due to the nature of the products and services.
Inputs should be adequate for design and development purposes, complete and unambiguops.
Conf]icting design and development inputs-should be resolved.

The ¢rganization should retain documénted information on design and development inputg.

8.3.4 Design and developnient controls
The ¢rganization should apply controls to the design and development process to ensure that:
a) the results to be @aehieved are defined;

b) reviews are ‘eonducted to evaluate the ability of the results of design and developmlent to meet
fequirements;

c) yerifi€ation activities are conducted to ensure that the design and development outpiits meet the
ilnput requirements;

d) validation activities are conducted to ensure that the resulting products and services meet the
requirements for the specified application or intended use;

€) any necessary actions are taken on problems determined during the reviews, or verification and
validation activities;

f) documented information of these activities is retained.

NOTE1 Design and development reviews, verification and validation have distinct purposes. They can be
conducted separately or in any combination, as is suitable for the products and services of the organization.
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For the design validation process, reference should be made to the official design validation process
(design type testing and approval procedure) which is completed by the allocation of the UN marking,

as required

NOTE 2

8.3.5 Des
The organiz

a)

meet th

in 6.1.3,6.3.4, 6.5.2 and 6.6.3 of the UN Model Regulations.

ign and development outputs
ation should ensure that design and development outputs:

e input requirements;

Different requirements for notification of the competent authority can exist in the authorizing states.

b) areade
c) include
criteria
d) specify
and the

The organiz

8.3.6 Des

The organiz,
and develop
impacton c

The organiz

a) design 4
b) the resy
c) the auth
d) theacti
8.4 Conti

8.4.1 General

The organiZ
requiremen

The organij

uate for the subsequent processes for the provision of products and services;

or reference monitoring and measuring requirements, as appropriate, and accept

the characteristics of the products and services that are essential for theivintended pur
r safe and proper provision.

ation should retain documented information on design and development outputs.

ign and development changes

ption should identify, review and control changes made'during, or subsequent to, the d
ment of products and services, to the extent necessary to ensure that there is no adj
nformity to requirements.

ation should retain documented information.on:
nd development changes;

Its of reviews;

orization of the changes;

bns taken to prevent adverse-impacts.

ol of externally proyided processes, products and services

ation should-ensure that externally provided processes, products and services confor
[S.

ration’ should determine the controls to be applied to externally provided procd
d'services when:

products an|

ance

pose

Psign
erse

m to

sses,

a)

own products and services;

b)

the organization;

c)

organization.

products and services from external providers are intended for incorporation into the organization's

products and services are provided directly to the customer(s) by external providers on behalf of

a process, or part of a process, is provided by an external provider as a result of a decision by the

The organization should determine and apply criteria for the evaluation, selection, monitoring of
performance, and re-evaluation of external providers, based on their ability to provide processes or
products and services in accordance with requirements. The organization should retain documented

information

16

of these activities and any necessary actions arising from the evaluations.
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Purchased products should conform to the approved design type specification. Verification
of conformity by certificates of conformity in accordance with ISO/IEC 17050-2 or any other
documentation providing the same level of confidence, or, where those are not provided with the
delivery, by tests, should be based on the criteria given in Table G.1. The conformity of components
with the approved design type specification should be verified in accordance with the minimum
specification data given in Annexes C to F.

8.4.2 Type and extent of control

The organization should ensure that externally provided processes, products and services do not
adversely affect the organization's ability to consistently deliver conforming products and services to

its customers.

The
a)

b)

d)

8.4.3 Information for external providers

The

external provider.

The

a)
b)

rganization should:

ensure that externally provided processes remain within the control of jits\quality 1
sJystem,;

define both the controls that it intends to apply to an external providér and those it inte
tlo the resulting output;

fake into consideration:

1) the potential impact of the externally provided processes, products and sery

requirements;
2) the effectiveness of the controls applied by the external provider;

etermine the verification, or other activities, necessary to ensure that the externa
rocesses, products and services meet requirements.

prganization should ensure the adequacy of requirements prior to their communic

rganization should communicate to external providers its requirements for:
the processes, products and services to be provided;

the approvalof:

1) proddcts and services;

2) _methods, processes and equipment;

nanagement

nds to apply

ices on the

organization's ability to consistently meet customer and applicable statutory and regulatory

ly provided

ation to the

:) the release of pr‘ndnr‘fc and services;

competence, including any required qualification of persons;

the external providers' interactions with the organization;

control and monitoring of the external providers' performance to be applied by the organization;

verification or validation activities that the organization, or its customer, intends to pe
external providers' premises.
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8.5 Production and service provision

8.5.1 Control of production and service provision

The organization should implement production and service provision under controlled conditions.
Controlled conditions should include, as applicable:

a) the availability of documented information that defines:

1) the characteristics of the products to be produced, the services to be provided, or the activities

to he naorfarmad.
eperrotrmea;

2) thejresults to be achieved;
b) the availability and use of suitable monitoring and measuring resources;

c) the implementation of monitoring and measurement activities at appropriate stages to verify that
criterialfor control of processes or outputs, and acceptance criteria for products'and services,have
been mét;

d) the use pf suitable infrastructure and environment for the operation ofprocesses;
e) the apppintment of competent persons, including any required qualification;

f) the valifation, and periodic revalidation, of the ability to achieve planned results of the procgsses
for production and service provision, where the resulting output cannot be verified by subsequent
monitoring or measurement;

g) the implementation of actions to prevent human errer;
h) the imp]ementation of release, delivery and post-delivery activities.

After any change in process parameters, visualinspection should be carried out to ensure that the
changes do hot impair or change the specified design type criteria.

NOTE Changes in process parameters\can change the design characteristics and require retestipg in
accordance with 6.1.5, 6.3.5, 6.5.6 and 6.6.5 of the UN Model Regulations.

Manufacturng processes should(be validated using the control parameters given in Table G.2.

The design flype test and appfeval procedure is also required as validation of the manufacturing process
and the equjpment, personnel and procedures involved.

8.5.2 Identification)and traceability

The organigatién¥should use suitable means to identify outputs when it is necessary to ensurg the
conformity pf-products and services.

The organization should identify the status of outputs with respect to monitoring and measurement
requirements throughout production and service provision.

The organization should control the unique identification of the outputs when traceability is a
requirement, and should retain the documented information necessary to enable traceability.

8.5.3 Property belonging to customers or external providers

The organization should exercise care with property belonging to customers or external providers
while it is under the organization's control or being used by the organization.

The organization should identify, verify, protect and safeguard customers' or external providers'
property provided for use or incorporation into the products and services.
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When the property of a customer or external provider is lost, damaged or otherwise found to be
unsuitable for use, the organization should report this to the customer or external provider and retain
documented information on what has occurred.

NOTE A customer's or external provider's property can include materials, components, tools and equipment,
premises, intellectual property and personal data.

8.5.4 Preservation

The organization should preserve the outputs during production and service provision, to the extent
necessary to ensure conformity to requirements.

NOTH Preservation can include identification, handling, contamination control, packaging, storage,
transmission or transportation, and protection.

8.5.§ Post-delivery activities

The prganization should meet requirements for post-delivery activities asSaciated with the products
and gervices.

In determining the extent of post-delivery activities that are required;the organization shoyld consider:
a) gtatutory and regulatory requirements;

b) the potential undesired consequences associated withits products and services;
c) the nature, use and intended lifetime of its productsrand services;

d) qustomer requirements;

e) ¢ustomer feedback.

NOTH Post-delivery activities can includé.actions under warranty provisions, contractual oblfigations such
as mgintenance services, and supplementary-services such as recycling or final disposal.

8.5.4 Control of changes

The prganization should review and control changes for production or service provision, o the extent
necefsary to ensure contifiying conformity with requirements.

The ¢rganization should retain documented information describing the results of the review of changes,
the person(s) authdrizing the change, and any necessary actions arising from the review.

8.6 | Release of products and services

The prganization should implement planned arrangements, at appropriate stages, to verify that the
produetiand service requirements have been met.

The release of products and services to the customer should not proceed until the planned
arrangements have been satisfactorily completed, unless otherwise approved by a relevant authority
and, as applicable, by the customer.

The organization should retain documented information on the release of products and services. The
documented information should include:

a) evidence of conformity with the acceptance criteria;

b) traceability to the person(s) authorizing the release.
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8.7 Control of nonconforming outputs

8.7.1 The organization should ensure that outputs that do not conform to their requirements are
identified and controlled to prevent their unintended use or delivery.

The organization should take appropriate action based on the nature of the nonconformity and its
effect on the conformity of products and services. This should also apply to nonconforming products
and services detected after delivery of products, during or after the provision of services.

The organization should deal with nonconforming outputs in one or more of the following ways:

a) correctiom;

b) segregaltion, containment, return or suspension of provision of products and services;

c) informing the customer;

d) obtainipg authorization for acceptance under concession.

Conformity o the requirements should be verified when nonconforming outputs-are corrected.

If controls Have previously shown nonconformities during production, apprepriate measures, sugh as
final inspection of the complete lot, or performance testing at a higher frfequency, should be carried out
in context with corrective/preventive actions.

NOTE Corrective actions can be subject to the agreement of the compétent authority.

8.7.2 Theorganization should retain documented informatien that:
a) describgs the nonconformity;

b) describes the actions taken;

c) describgs any concessions obtained;

d) identifi¢s the authority deciding theaction in respect of the nonconformity.

9 Perforimance evaluation
9.1 Moniftoring, measurerment, analysis and evaluation

9.1.1 General
The organizationsshould determine:

a) what ngedSto be monitored and measured;

b) the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;
c) when the monitoring and measuring should be performed;
d) when the results from monitoring and measurement should be analysed and evaluated.

The organization should evaluate the performance and the effectiveness of the quality management
system.

The organization should retain appropriate documented information as evidence of the results.

Monitoring of production should be based on visual or computer-aided automated monitoring of the
manufacturing process to identify any need for adjustment to the function of machines and installations.
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At initial production, first samples should be checked for conformity with the design type specifications
as described in Annexes C to E. Where applicable, conformity of the following should be verified:

dimensions;
masses;

quality of openings;
quality of seams;

UN marking.

Mon{toring and measurement of the manufactured packagings, IBCs and large packag
include (as a minimum) the items/elements given in Table G.3.

Confj

typep should be verified periodically as specified in a test plan or procedureincluding fr¢
acceptance limits) to confirm the continuing ability of the manufacturing process to satisfy
purpose.

NOTE 1
NOTHE 2

Perfd

See 6.1.5, 6.3.5, 6.5.6 and 6.6.5 of the UN Model Regulations for the relevant regulatory
See Annex H for examples of typical frequencies for the verification of conformity.

rmance test conditions should be specified. For the execution of the performance t¢

Tablg¢s G.4 and G.5, the design type performance test req@irements should be met.

NOTE 3

For the purpose of production monitoring, thé test conditions can differ from the deg

requirements and can be restricted to comparisons withprevious test results.

NOTHE 4
6.1.5
rand

9.1.2
The

The monitoring and measurement of product can also be used to demonstrate com
1.3, 6.3.5.1.3, 6.5.1.6.7 and 6.6.5.1.3 of the(UN Model Regulations. For this purpose, perform
m can be performed on production samples at intervals agreed with the competent authority.

Customer satisfaction

organization should mougitor customers' perceptions of the degree to which theiy

expertations have been fulfilled. The organization should determine the methods fo

mon

NOTH

toring and reviewing this information.

on deglivered products and services, meetings with customers, market-share analysis, complimer
claims and dealer.réports.

9.1.3

The
mon

Analysis and evaluation

ings should

brmity with the approved performance levels of packaging, IBC and large packaging design

rquency and
its intended

equirements.

sts listed in

ign type test

pliance with
ance tests at

needs and
I obtaining,

Examples of-mionitoring customer perceptions can include customer surveys, customer feedback

Its, warranty

organization should analyse and evaluate appropriate data and information afising from

toring and measurement.

The results of analysis should be used to evaluate:

a)
b)
‘)
d)
e)
f)

conformity of products and services;

the degree of customer satisfaction;

the performance and effectiveness of the quality management system;
if planning has been implemented effectively;

the effectiveness of actions taken to address risks and opportunities;

the performance of external providers;
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g) the need for improvements to the quality management system.

NOTE Methods to analyse data can include statistical techniques.

9.2 Internal audit

9.2.1 The organization should conduct internal audits at planned intervals to provide information on

whether the

quality management system:

a) conforms to:

1) the
2) the
b) is effect
9.2.2 The

a) plan,es

respongibilities, planning requirements and reporting, which should take into consideratio
importdnce of the processes concerned, changes affecting the organization, and the resul
previous audits;

b) define the audit criteria and scope for each audit;

c) selectapditors and conduct audits to ensure objectivity-and the impartiality of the audit procg

d) ensure that the results of the audits are reported toelevant management;

e) take appropriate correction and corrective actiens without undue delay;

f) retain documented information as evidence of the implementation of the audit programme an|
audit refsults.

NOTE Sge ISO 19011 for guidance.

9.3 Mandgement review

9.3.1 General

Top manage
ensure its c
the organiz3

organization's own requirements for its quality management system;
requirements of this document;

ively implemented and maintained.

organization should:

tablish, implement and maintain an audit programme(s) including the frequency, met

ment should feview the organization's quality management system, at planned interva
bntinuing suitability, adequacy, effectiveness and alignment with the strategic directi
ition.

9.3.2 Management review inputs

hods,
h the
ts of

d the

Is, to
on of

The management review should be planned and carried out taking into consideration:

a) the status of actions from previous management reviews;

b) changes in external and internal issues that are relevant to the quality management system;

c) information on the performance and effectiveness of the quality management system, including

trends i

n:

1) customer satisfaction and feedback from relevant interested parties;

2) the

3) pro

22

extent to which quality objectives have been met;

cess performance and conformity of products and services;
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d)
e)
f)

9.3.3 Management review outputs

The
a)
b)
c)
The

reviqgws.

10

10.1f General

The

Thesle should include:

a)

b)
c)

IS0 16106:2020(E)

4) nonconformities and corrective actions;
5) monitoring and measurement results;
6) auditresults;

7) the performance of external providers;
the adequacy of resources;

the effectiveness of actions taken to address risks and opportunities (see 6.1);

(D b i £, - b
PPUITUIILICS TUT TIITPTUVTITITIIL.

utputs of the management review should include decisions and actions related to:
pportunities for improvement;

gny need for changes to the quality management system;

fesource needs.

prganization should retain documented information ag’évidence of the results of 1

Improvement

improving products and.Services to meet requirements as well as to address futur
¢xpectations;

¢orrecting, preventing or reducing undesired effects;

improving the,performance and effectiveness of the quality management system.

nanagement

organization should determine and select opportunities for improvement and implement any
necepsary actions to meet customer regtiirements and enhance customer satisfaction.

b needs and

NOTHE 1 Examples of improvement can include correction, corrective action, continual improvement,

brealthrough-change, innovation and re-organization.

NOTH 2-_ “n order to achieve conformity with the approved design type specifications, the pr

corr

ocedures for

ctive action can rpqnirn ngrnpmnnf with the r‘nmppfphf mlfhnrify

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including any arising from complaints, the organization should:

a)

react to the nonconformity and, as applicable:

1) take action to control and correct it;
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2) deal with the consequences;

b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does not
recur or occur elsewhere, by:

1) reviewing and analysing the nonconformity;

2) determining the causes of the nonconformity;

3) determining if similar nonconformities exist, or can potentially occur;

c) implement any action needed;

d) review the effectiveness of any corrective action taken;
e) update risks and opportunities determined during planning, if necessary;

f) make changes to the quality management system, if necessary.

Corrective 3

10.2.2 Theorganization should retain documented information as evidence‘of:

a) the natyre of the nonconformities and any subsequent actions taken;

b) the resy

10.3 Continual improvement

The organiZ
managemen

ctions should be appropriate to the effects of the nonconformities eneountered.

Its of any corrective action.

ation should continually improve the suitahility, adequacy and effectiveness of the qyality
t system.

The organifation should consider the results of*analysis and evaluation, and the outputs [from
management review, to determine if there areieeds or opportunities that should be addressed ag part

of continual

improvement.

24
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Annex A
(informative)

Clarification of new structure, terminology and concepts

Structure and terminology

The (
with
othe

Ther]

documented information of an organization's quality management system.

The
mod
of do
user
othe

Ther]
this

term
“doc
Tablg
prev

T

lause structure (i.e. clause sequence) and some of the terminology of this document; in
the previous edition (based on ISO 9001:2008), have been changed to improvejalig
" management systems standards.

e is no requirement in this document for its structure and terminology to be ap

structure of clauses is intended to provide a coherent presentationof requirements, r
] for documenting an organization's policies, objectives and progesses. The structure
cumented information related to a quality management system can often be more re
b if it relates to both the processes operated by the orgarization and information ma
" purposes.

e is no requirement for the terms used by an organization to be replaced by the te

s which suit their operations (e.g. using “records”, “documentation” or “protocols”
imented information”; or “supplier”, “partner” or “vendor” rather than “external

A.1 shows the major differences in terminology between this edition of this docun
ous edition.

able A.1 — Major differences in terminology between I1SO 9001:2008 and ISO 90

comparison
nment with

plied to the

hther than a
and content
levant to its
intained for

rms used in

Hocument to specify quality management systenrrequirements. Organizations can choose to use

rather than
provider”).
ent and the

01:2015

IS0 9001:2008 IS0 9001:2015

Products Products and services
Excliisions Not used (See A.5 for clarification of applicability)
Manpgement representative Not used (Similar responsibilities and authorities are assigfied but no

requirement for a single management representative)

Docy
docy

mentation, qdality manual, Documented information

mented procedures, records

Worl

K envirenment Environment for the operation of processes

Mon

torihg’and measuring equipment | Monitoring and measuring resources

Purdhaseéd product Externally provided products and services
Supplier External provider
A.2 Products and services

ISO 9001:2008 used the term “product” to include all output categories. This edition of this document

uses

» o«

“products and services

software and processed materials).

Products and services” include all output categories (hardware, services,

The specific inclusion of “services” is intended to highlight the differences between products and
services in the application of some requirements. The characteristic of services is that at least part of
the output is realized at the interface with the customer. This means, for example, that conformity to
requirements cannot necessarily be confirmed before service delivery.
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In most cases, products and services are used together. Most outputs that organizations provide to
customers, or are supplied to them by external providers, include both products and services. For
example, a tangible or intangible product can have some associated service or a service can have some
associated tangible or intangible product.

A.3 Understanding the needs and expectations of interested parties

Subclause 4.2 specifies requirements for the organization to determine the interested parties that are
relevant to the quality management system and the requirements of those interested parties. However,
subclause 4.2 does not imply extension of quality management system requirements beyond the scope
of this docuprent—As-stated-irthe—scope;thisdocumrenttsappticabte-whereamrorgamizatiomrmrees to
demonstrate its ability to consistently provide products and services that meet customer and applifable
statutory and regulatory requirements, and aims to enhance customer satisfaction.

there
r the
ality

There is no|requirement in this document for the organization to consider interested~parties w
it has decided that those parties are not relevant to its quality management system. It is fo
organization to decide if a particular requirement of a relevant interested party is rélevant to its qu

(o)
managemerﬂ}c system.

A.4 Riskibased thinking

The concept of risk-based thinking has been implicit in previous editiéns of this document, e.g. thr
requirements for planning, review and improvement. This docuhient specifies requirements fo
organization to understand its context (see 4.1) and determine risks as a basis for planning (see 6.1)
represents the application of risk-based thinking to planning@nd implementing quality manage
system prodesses (see 4.4) and will assist in determining the'extent of documented information.

ough
r the
This
ment

One of the key purposes of a quality management systemis to act as a preventive tool. Consequently, this
document dpes not have a separate clause or subclause on preventive action. The concept of preveptive
action is expressed through the use of risk-based thinking in formulating quality management syjstem
requirements.

The risk-bd
requiremen
than in ISO

responsibili

Although 6.1

sed thinking applied in this .document has enabled some reduction in prescri
[s and their replacement byperformance-based requirements. There is greater flexi
D001:2008 in the requirements for processes, documented information and organizat
fies.

specifies that the'erganization should plan actions to address risks, there is no require

ptive
hility
ional

ment

for formal nf
decide whef]
this documg

5 can
ed by

ethods for risk management or a documented risk management process. Organization
her or not té«develop a more extensive risk management methodology than is requir¢
nt, e.g. throtigh the application of other guidance or standards.

Not all the grocesses of a quality management system represent the same level of risk in terms d
organization's-ability to meet its objectives, and the effects of uncertamty are not the same f
organizatiohs .
based thinking and the actions it takes to address rlsk lncludlng whether or not to retaln documented
information as evidence of its determination of risks.

A.5 Applicability

This document does not refer to “exclusions” in relation to the applicability of its requirements to the
organization's quality management system. However, an organization can review the applicability of
requirements due to the size or complexity of the organization, the management model it adopts, the
range of the organization's activities and the nature of the risks and opportunities it encounters.

The requirements for applicability are addressed in 4.3, which defines conditions under which an
organization can decide that a requirement cannot be applied to any of the processes within the scope
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of its quality management system. The organization can only decide that a requirement is not applicable

if its

A.6

decision will not result in failure to achieve conformity of products and services.

Documented information

As part of the alignment with other management system standards, a common clause on “documented
information” has been adopted without significant change or addition (see 7.5). Where appropriate,
text elsewhere in this document has been aligned with its requirements. Consequently, “documented

infor

Whe

mation” is used for all document requirements.

e 1S0 9001:2008 used cpnriﬁ'r‘ fnrminn]ngy such as “document” or “documented

rocedures”,

uqua

documented information”.

Whe
of cd
infon
be re

A re
orga
eg.t

Whe
orga
therd
can d

A7

In 7.1
orga
and 4

Requ
a)

q

b) ¢

ity manual” or “quality plan”, this edition of this document defines requirementst

Fe 1SO 9001:2008 used the term “records” to denote documents needed!to’ provi
nformity with requirements, this is now expressed as a requirement’to”“retain

mation”. The organization is responsible for determining what documented informat
tained, the period of time for which it is to be retained and the mediato be used for its

quirement to “maintain” documented information does not¢exclude the possibil
hization can also need to “retain” that same documented inférmation for a particu
b retain previous versions of it.

re this document refers to “information” rather than <{documented information” (e.g.
hization should monitor and review the information.about these external and inter
is no requirement that this information is to be decumented. In such situations, the d
ecide whether or not it is necessary or appropriate to maintain documented informat

Organizational knowledge

.6, this document addresses the need'to determine and manage the knowledge maint
hization, to ensure the operation of its processes and that it can achieve conformity
ervices.

irements regarding organizational knowledge were introduced for the purpose of:
afeguarding the orgdnjzation from loss of knowledge, e.g.:

— through stafftiirnover;

— failure to«apture and share information;

bncouraging the organization to acquire knowledge, e.g.:

— “learning from experience;

0 “maintain

de evidence
Hocumented
on needs to
retention.

ty that the
ar purpose,

in 4.1: “The
hal issues”),
rganization
on.

hined by the
of products

mentoring;

— benchmarking.

A.8

Control of externally provided processes, products and services

All forms of externally provided processes, products and services are addressed in 8.4, e.g. whether
through:

a) purchasing from a supplier;

b) anarrangement with an associate company;

c)

© ISO

outsourcing processes to an external provider.
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Outsourcing always has the essential characteristic of a service, since it will have at least one activity
necessarily performed at the interface between the provider and the organization.

The controls required for external provision can vary widely depending on the nature of the processes,
products and services. The organization can apply risk-based thinking to determine the type and extent
of controls appropriate to particular external providers and externally provided processes, products
and services.
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Annex B
(informative)

Other International Standards on quality management and quality

The

supp|
orga
the d

Tabld

This
deve

This

I
1

]

q

internal communication, better understanding and control of the organization's proces

management systems developed by ISO/TC 176

ntarnational Standarde daceribhad 10 thic annay havuo haoaon
Heerhdattiohdr—vadhadraS—aesSer s e ath—rHS—ahhexrdve-—oeeh

e
orting information for organizations that apply this document, and to providé. g

hizations that choose to progress beyond its requirements. Guidance or requirenients
ocuments listed in this annex do not add to, or modify, the requirements of this docum

B.1 shows the relationship between these standards and the relevant clauses of this g

annex does not include reference to the sector-specific quality management syster
oped by ISO/TC 176.

document is one of the three core standards developed by ISO/TC 176.

SO 9000 provides an essential background for the proper understanding and impler
his document. The quality management principles are_described in detail in ISO 90
een taken into consideration during the developmentyof this document. These princi
equirements in themselves, but they form the foundation of the requirements spec

SO 9001 specifies requirements aimed :primarily at giving confidence in the pi

plementation can also be expected*to bring other organizational benefits, such 4

ervices provided by an organization and' thereby enhancing customer satisfaction.

The [nternational Standards outlined below can provide assistance to organizations wh
estalp

[SO 9004 provides guidance for erganizations that choose to progress beyond the r¢
¢of this document, to address.a broader range of topics that can lead to improve
¢rganization's overall perfosmance. ISO 9004 includes guidance on a self-assessment 11
ffor an organization to bé.able to evaluate the level of maturity of its quality manageme

lishing or seekingito improve their quality management systems, their processes or the

[SO 10001 provides guidance to an organization in determining that its customer
provisions' meet customer needs and expectations. Its use can enhance customer conf
¢rganiZation and improve customer understanding of what to expect from an organizat

76 to provide

uidance for
rontained in
ent.

ocument.

n standards

nentation of
DO and have
ples are not
fied by this

ocument. ISO 9000 also defines the terms, definitions and concepts used in this document.

oducts and
[ts proper
\s improved
ses.

pquirements
ment of the
hethodology
nt system.

en they are
ir activities.

satisfaction
idence in an
ion, thereby
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reducing the likelihood of misunderstandings and complaints.

addressing
the needs and expectatlons of complainants and resolvmg any complalnts recelved ISO 10002
provides an open, effective and easy-to-use complaints process, including training of people. It also
provides guidance for small businesses.

[SO 10003 provides guidance for effective and efficient external dispute resolution for product-
related complaints. Dispute resolution gives an avenue of redress when organizations do not remedy
a complaint internally. Most complaints can be resolved successfully within the organization,
without adversarial procedures.

ISO 10004 provides guidelines for actions to enhance customer satisfaction and to determine
opportunities for improvement of products, processes and attributes that are valued by customers.
Such actions can strengthen customer loyalty and help retain customers.
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ISO 10005 provides guidance on establishing and using quality plans as a means of relating
requirements of the process, product, project or contract, to work methods and practices that
support product realization. Benefits of establishing a quality plan are increased confidence that
requirements will be met, that processes are in control and the motivation that this can give to
those involved.

ISO 10006 is applicable to projects from the small to large, from simple to complex, from an individual
project to being part of a portfolio of projects. ISO 10006 is to be used by personnel managing
projects and who need to ensure that their organization is applying the practices contained in the
[SO quality management system standards.

ISO 1OC 07 iD tU ClDDiDt Ul sauibatiuuo Cll)l.l}_y 1115 \,Ullfisul CltiUll ulauascnucut fUl thc tcuhui\,a and
adminigtrative direction over the life cycle of a product. Configuration management can be'used to
meet the product identification and traceability requirements specified in this document.

ISO 10008 gives guidance on how organizations can implement an effective and efficient busihess-
to-conspimer electronic commerce transaction (B2C ECT) system, and thereby provides a basj|s for
consumiers to have increased confidence in B2C ECTs, enhance the ability of organizations to sqtisfy
consuElgrs and help reduce complaints and disputes.

ISO 10(12 provides guidance for the management of measurement processes and metroldgical
confirmation of measuring equipment used to support and demenstrate compliance |with
metrolggical requirements. ISO 10012 provides quality managenient criteria for a measurement
management system to ensure metrological requirements are niet.

ISO/TR|10013 provides guidelines for the development arid”maintenance of the documentption
necessary for a quality management system. ISO/TR 10018’can be used to document management
systemg other than those of the ISO quality management system standards, e.g. environmgntal
management systems and safety management systems.

ISO 10014 is addressed to top management. dt provides guidelines for realizing financial and
economjic benefits through the application of quality management principles. It facilitates applichtion
of manggement principles and selection of thethods and tools that enable the sustainable succgss of
an orgahization.

ISO 10415 provides guidelines tofassist organizations in addressing issues related to training.
[SO 10015 can be applied whenever guidance is required to interpret references to ”edchltqion”
and “training” within the ISO.quality management system standards. Any reference to “traiping”
includeg all types of education’and training.

ISO/TR[10017 explainsstatistical techniques which follow from the variability that can be obsgrved
in the behaviour and’r€sults of processes, even under conditions of apparent stability. Statigtical
technigpes allow-bétter use of available data to assist in decision making, and thereby help to
continuplly improve the quality of products and processes to achieve customer satisfaction.

ISO 10018 provides guidelines which influence people involvement and competence. A qyality
management system depends on the involvement of competent people and the way that they are
introduced and integrated into the organization. It is critical to determine, develop and evaluate the
knowledge, skills, behaviour and work environment required.

ISO 10019 provides guidance for the selection of quality management system consultants and the
use of their services. It gives guidance on the process for evaluating the competence of a quality
management system consultant and provides confidence that the organization's needs and
expectations for the consultant's services will be met.

ISO 19011 provides guidance on the management of an audit programme, on the planning and
conducting of an audit of a management system, as well as on the competence and evaluation of an
auditor and an audit team. ISO 19011 is intended to apply to auditors, organizations implementing
management systems, and organizations needing to conduct audits of management systems.
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Table B.1 — Relationship between other International Standards on quality management and

quality management systems and the clauses of this document

© ISO

2020 - All rights reserved

Other Clause in this document
International

Standard 4 5 6 7 8 9 10
IS0 9000 All All All All All All All
1SO 9004 All All All All All All All
ISO 10001 8.2.2,8.5.1 9.1.2
IS0 10002 8.2.1 9.1.2 10.2.1
ISO 10003 9.1.2
150 10004 912,218
150 10005 53 61,62 All All S 10.2
IS0 10006 All All All All All L VAl All
1S0 10007 852 , @&
IS0 10008 All All All All Ally All All
1s0 {0012 715 | DO
1S0/['R 10013 RS
150 {0014 All All All All ~f Al All All
150 {0015 72
1S0/[TR 10017 6.1 (TIPS 9.1
1SO 10018 All All All @) All All All All
150 10019 7 84
150 19011 X 9.2
NOTE “All” indicates that all the subclauses in the specific clause of this document are related to the other| International
Standard. )

C\\c}‘
@ .
O
O
\(.OO
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Annex C
(informative)

Packaging specification data

Tables C.1 to C.5 correlate to the different packaging codifications found in the UN recommendations
with data, which are necessary for the identification of test packagings by users, test facilities and
competent g

Specificatio
2 compleme]

)
2)
3)
4)
5)

light ga
boxes, @
bags —
inner pa

fittings

Each item in

32

uthorities.

n data in this annex are grouped for the following 3 categories of packagings| and
nts:

ge metal packagings, drums, jerricans, and composite drums — see Table €.1;
omposite boxes —see Table C.2;

see Table C.3;

ickagings (or articles) of combination packaging — see Table<.4;

of combination packagings — see Table C.5.

the tables is numbered and the key to Tables C.1 tg,C:5 is in Table F.1.
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Table C.3 — Bags packaging specification

5 Bags
No. H1 | H2 | H3 | H4 | L1 | L2 | L3 | M1 | M2
1 Packaging description (code and, if necessary, trade . . . . . . . . .
name) (see Annex F)
Manufacturer’s name and address (see Annex F) . . . . . . o . .
Method of construction (see Annex F) . . . . . o . . .
9¢ Dimensions externall (length, width, height), flat un- + + + + + + + + +
opened (where applicable)
46 |Gramipage of material per square metre + + + + + +
58 |Graminage by paper and paper type + +
69 Gusset, open width + + + + + + + + +
70 |Bottorn width, flat unopened + + + + + + + + +
71 |Valve width + + + + + ¥ + + +
73  |Closuile method (top, base, side) . . . . . o . . .
74  |Perforfations . o . . . . . . .
75 |Sewing, style and density of stitches . . o . . . . . .
76  |Type qf thread and minimum breaking load . . . o . . . . .
78 |Adhesjve, type . . . . . o . . .
79 |Fabrid(warp/weft), tapes per 100 mm . . .
82 Coatirlg, material, thickness, mass ° . ° ° . o
83 |Liner material, thickness + + + + + +
84 (l;/llg‘rclegl; ;losntrength, tensile (energy absorption) and + + + + + . .
106 St.ructure of wall: number, type and specification of . .
plies
107 |film tHickness +
Table C.4 — Inner packaging (or articles) of combination packaging
No. Inner packagings | Arti¢les
la |Descrjption B .
27 |Tare thass +
30 |Materfial type .
32 |Nominal thickuness .
51 |Desigp staridard or drawing . .
52 |Dimensions . J
87 Quant'ity or number . .
90 |Orientation and arrangement of inner packagings and articles . .

36 © IS0 2020 - All rights reserved


https://standardsiso.com/api/?name=656efb1461d4ac415005864cf1505cf5

IS0 16106:2020(E)

Table C.5 — Fittings of combination packagings specification

No. Removable fittings Permanent fittings
la [Description . .

27 Tare mass +

30 Material type . .

52 Dimensions +

87 Quantity or numher ° o

88 Location(s) o

89 Means of fixing to packaging .

© IS0 2020 - All rights reserved
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Annex D
(informative)

IBC specification data

Tables D.1 and D.2 correlate to the different IBC types found in the UN recommendation with data,
which are necessary for the identification of test IBCs by users, test facilities and competent authorities.

Specificatio
1) Metal I}
2) Flexiblg
Each item in
NOTE1 In

NOTE2 Fd
identified an

h data in this annex are grouped for the following 2 categories of IBCs:
Cs, rigid plastics IBCs, wooden and fibreboard IBCs — see Table D.1
IBCs — see Table D.2
the tables is numbered and the key to Tables D.1 and D.2 is in Table F-l.
many instances, specifications can be in the form of dimensioned drawings rather than as tex.

r flexible IBC (FIBC), a sample of the body material is usually cut-out, labelled or othefwise
1 retained as part of the specification.

38
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Annex E
(informative)

Large packaging (LP) specification data

Tables E.1, E.2 and E.3 correlate to the different large packaging codifications found in the UN
recommendation with data, which are necessary for the identification of test LP by users, test facilities

and competent authorities.
Specificatioh data in this annex are grouped for the following 1 category of LP and 2 components:
1) Large ppckaging — see Table E.1;
2) Inner pjckaging (or articles) of Large Packaging — see Table E.2;
3) Fittings|of Large Packaging — see Table E.3.
Each item ir] the tables is numbered and the key to Tables E.1, E.2 and E.3 is(in Table F.1.
Table E.1 — Large packaging specification
No. 50 Rigid 51 Flexjble
A|BJC |D|F|G|H|N H M
1 Packpging description (code and trade name) e f\Ne | o [ o [ o | o | o | o . .
(see Annex F)
Mantifacturer’s name and address (see Annex F) o | o | o | o [ o | o | o | @ . .
Method of construction (see Annex F) . o . . . ° . . o .
Nomjinal capacity (see Annex F) o °
9b Dimg¢nsion internal (length, width, height) o | o | o | o | o | o | o | o
9c Dimé¢nsions external (length, width;height), flat + |+ |+ |+ |+ |+ |+ ]| + + +
unogened (where applicable)
15 Handles, material type, number and position o | o | e | o | o | o | o | @
31 Tare[mass + |+ |+ |+ |+ ]+ |+ |+ + +
32b  |Nomjinal thickness and material type and grade, o | o | o | o | o | o | o | @ .
head)or lid, body, base
32c Matdrial type . .
38 Matgdrial lid 'gasket o | o o | o
45a Numper of plies
46 Granumage ofmaterial persquare metre +
53 Closures, number, type, position and materials ° o ° . ° ° ° o
(see Annex F)
54 Reinforcements, type, position and materials ° o . o ° ° ° .
56 Method of joining panels o | o | o | o
58 Grammage by paper and paper type +
59 Corrugated flute type +
60 Corrugated combined grammage +
69 Gusset, open width
70 Bottom width, flat unopened
71 Valve width
42 © IS0 2020 - All rights reserved
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