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Foreword

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

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. 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 76, Transfusion, infusion and injection, and
blood processing equipment for medical and pharmaceutical use.

This third edition cancels and replaces the second edition (ISO 15747:2010), which has been technically
revised. The main changes compared to the previous edition are as follows:

— the text of the Introduction has been moved as NOTE to the end of the Scope;

— a metallic reference spike has been defined, in Annex D, to harmonise measurement of insertion
point functional properties, for orientation and comparison purpose between different containers;

— the test for tightness of the injection point after piercing with a cannula has been revised to better
define acceptance criteria;

— the wording of the titles of requirements and related tests procedures has been harmonised for
better clarity.

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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INTERNATIONAL STANDARD ISO 15747:2018(E)

Plastic containers for intravenous injections

1 Scope

This document specifies requirements to the safe handling and the physical, chemical and biological
testing of plastic containers for parenterals.

This document is applicable to plastic containers for parenterals having one or more chambers and
having a total nominal capacity in the range of 50 ml to 5 000 ml such as film bags or blow-moulded
plastic bottles for direct administration of infusion (injection) solutions.

NOTE In some countries, national or regional pharmacopoeias or other government regulations are legally
binding and these requirements take precedence over this document.

2 Normative references

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

ISO 2768-1, General tolerances — Part 1: Tolerances for linear and angular dimensions without individual
tolerance indications

[SO 2768-2, General tolerances — Part 2: Geometrical tolerances for features without individual tolerance
indications

ISO 8536-4, Infusion equipment for medical use — Part 4: Infusion sets for single use, gravity feed

[SO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

[SO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

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

31

access port

area of the infusion container (3.7) consisting of the insertion point (3.9) and the injection point (3.8), if
applicable

3.2

cover

part that protects the access port (3.1) during storage and also provides evidence that the infusion
container has been tampered with

Note 1 to entry: The cover can also envelop the entire container (e.g. outer bag).
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