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National foreword

This British Standard is the UK implementation of ISO 23416:2023.

The UK participation in its preparation was entrusted to Technical
Committee PKW/0, Packaging.

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

Contractual and legal considerations

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

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

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

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

© The British Standards Institution 2023
Published by BSI Standards Limited 2023
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ICS 11.120.99; 55.020

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

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 28 February 2023.

Amendments/corrigenda issued since publication

Date Text affected

Documents

Document Sharing Hub

Full document details: BS ISO 23416:2023


https://doi.org/10.3403/30383735
http://www.avadocuments.com/doc/bs-iso-23416-2023
http://www.avadocuments.com/doc/bs-iso-23416-2023

Full document details: BS ISO 23416:2023

BSISO 23416:2023

INTERNATIONAL ISO
STANDARD 23416

First edition
2023-01-26

General specifications and testing
methods for temperature-sensitive
medicinal packages in good
distribution practice principles

Spécifications générales et méthodes d'essais relatives aux emballages
de médicaments thermosensibles selon les principes de bonnes
pratiques de distribution

= Reference number
=7 \— ISO 23416:2023(E)

ISO Documents

= — Document Sharing Hub
e © IS0 2023


http://www.avadocuments.com/doc/bs-iso-23416-2023
http://www.avadocuments.com/doc/bs-iso-23416-2023

BS IS0 23416:2023
ISO 23416:2023(E)

COPYRIGHT PROTECTED DOCUMENT

© IS0 2023, Published in Switzerland
All rights reserved. Unless otherwise specified, 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 ISO’s member body in the country of
the requester.

ISO copyright office

Ch. de Blandonnet 8 « CP 401

CH-1214 Vernier, Geneva, Switzerland

Tel. +41 22 749 01 11

Fax +41 22 749 09 47

copyright@iso.org

WWw.iso.org Documents

.. Document Sharing Hub
11 © IS0 2023 - All rights reserved

Full document details: BS ISO 23416:2023


http://www.avadocuments.com/doc/bs-iso-23416-2023
http://www.avadocuments.com/doc/bs-iso-23416-2023

BSISO 23416:2023

I1SO 23416:2023
Contents Page
FOT@WONM ... oottt iv
0010 00 X0 ) (ot o (0) o VOO \ 4
1 S0P ... 1
2 NOIIMALIVE FEECI@IICES ..........ooooooooeoeeeeeeeeeeeeeeeeeeeeeeeeeeseeseesessse sttt 1
3 LS IR Y o 0 U2 000 ) 4 1
4 General specifications...

4.1 General.....cnn

4.2 Physical performance

4.3 Dimensional stability

4.4 SO LY e e
4.5 Thermal performance

5 Preparing a PaAcCKaGING SYSTEIMN ................oeiieieeiee et
51 General considerations before packing....
5.2 Temperature-recording equipment...................

5.3 Packing into the heat insulated containers

6 TESE PIOCEAUTE .........oc e
6.1 Thermal performance........,
6.1.1  Temperature profiling...................
6.1.2  Location of temperature sensors
6.1.3  Temperature-recording.............cc....
6.2 Storage and weight capacity......conn
6.2.1  Storage capacity MEASUIEIMEIIT ...t
6.2.2  WeIght MEASUTEIMENT ...cocccooioeiese et
6.3 RODUSENIESS TES ..ot
7 TEST REPOTT........ooooi s 12
Annex A (informative) Example of performance test of insulated container for a
temperature-sensitive medicinal ProdulCt. ... 13
BIDLEOZTAPIY . ... 16

Documents

] Document Sharin%Hub
© IS0 2023 - All rights reserved 1

Full document details: BS ISO 23416:2023


http://www.avadocuments.com/doc/bs-iso-23416-2023
http://www.avadocuments.com/doc/bs-iso-23416-2023

BS ISO 23416:2023
ISO 23416:2023

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial 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
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

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

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

This document was prepared by Technical Committee ISO/TC 122, Packaging.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Good distribution practice (GDP) is considered as an essential aspect of compliance for all temperature-
sensitive medicinal products and to ensure systematic distribution.

Temperature-sensitive medicinal products are susceptible to temperature changes. Those products
can become less effective or destroyed when exposed to excessive environments. They need to be kept
within a specific range of temperatures from the place of manufacture to the point of administration
to the users. Despite increasing awareness and the need of safe handling, transport and storage of
temperature-sensitive medicinal products, an international standard of testing methods for their
packaging is in great need.

For temperature-sensitive products, qualified equipment like thermal packaging, temperature-
controlled containers or temperature-controlled vehicles should be used to ensure correct transport
conditions are maintained between the manufacturer, the wholesale distributor and the customer.
In case of temperature-controlled vehicles, the temperature monitoring equipment used during
transport/storage should be maintained and calibrated at regular intervals. Temperature mapping
under representative conditions should be carried out first and should take into consideration seasonal
variations if relevant.

Harmonized methods can be a guideline to maintain the recommended temperature range inside an
insulated container and physical performance. This document works through enhancing the capacity
to distribute and handle the products effectively. This document is intended for anyone involved in
transport, storage and handling of them, especially manufacturers, importers, distributor, wholesalers,
transporter, etc.

Test methods are based on Australia National Temperature-sensitive Pharmaceutical Storage Guidelines
Strive for 5 (2nd Edition), Guidelines on the international packaging and shipping of temperature-
sensitive vaccines (WHO/IVB/04.23 Annex 1 and WHO/PQS/E004/CB01-VP.3), ISO 22982-1 and
1SO 22982-2.
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