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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 on 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 the following URL: www.iso.org/iso/foreword.html.

The committee responsible for this document is ISO/TC 76, Transfusion, infusion and injection, and blood 
processing equipment for medical and pharmaceutical use.

This second edition cancels and replaces the first edition (ISO 1135-3:1986), which has been technically 
revised with the following changes:

—	 part title has been amended by “for single use” in alignment with the other parts of ISO 1135;

—	 figures have been updated;

—	 subclause 3.6, “Designation examples” has been deleted;

—	 physical, chemical and biological requirements have been aligned with ISO 1135-4;

—	 Clause 10, “Disposal” has been added;

—	 Annexes A, B and C have been aligned with ISO 1135-4;

—	 all references have been updated.

ISO 1135 consists of the following parts, under the general title Transfusion equipment for medical use:

—	 Part 3: Blood-taking sets for single use

—	 Part 4: Transfusion sets for single use, gravity feed

—	 Part 5: Transfusion sets for single use with pressure infusion apparatus
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Transfusion equipment for medical use —

Part 3: 
Blood-taking sets for single use

1	 Scope

This part of ISO  1135 specifies requirements for types of blood-taking sets for medical use in order 
to ensure functional interchangeability of transfusion equipment. It is applicable to sterilized blood-
taking sets intended for single use only.

This part of ISO 1135 also aims to provide

a)	 specifications relating to the quality and performance of materials used in transfusion 
equipment, and 

b)	 a unified presentation of terms for such equipment.

In some countries, the national pharmacopoeia or other national regulations are legally binding and 
take precedence over this part of ISO 1135.

2	 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies.

ISO 3696:1987, Water for analytical laboratory use — Specification and test methods

ISO 7864, Sterile hypodermic needles for single use

ISO  11607-1, Packaging for terminally sterilized medical devices  — Part  1: Requirements for materials, 
sterile barrier systems and packaging systems

ISO  14644-1:2015, Cleanrooms and associated controlled environments  — Part  1: Classification of air 
cleanliness by particle concentration

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to 
be supplied — Part 1: General requirements

3	 General requirements

3.1	 Types of sets

The blood-taking set shall consist of the blood-taking assembly and the air-outlet assembly, which may 
be separate or combined.

A diagram of a typical blood-taking set is illustrated in Figure 1.
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