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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$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International ElectrotechfiigtJ«Commission (IEC) on all matters of electrotechnical standardization.

International Standards aregr’ﬁld in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm s are circulated to the member bodies for voting. Publication as an
International Standard requires app é)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

o@/e}ﬂifying any or all such patent rights.

ISO 15674 was prepared by Technical Com#fitee 1ISO/TC 150, Implants for surgery, Subcommittee SC 2,
Cardiovascular implants and extracorporeal systems.

This second edition cancels and replaces the fir%dition (ISO 15674:2001), which has been technically
revised. A
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Cardiovascular implants and artificial organs — Hard-shell
cardiotomy/venous reservoir systems (with/without filter) and
soft venous reservoir bags

A

1 Scope D
cope {9

This International S@ard specifies requirements for sterile, single-use, extracorporeal hard-shell
cardiotomy/venous res ir systems and soft venous reservoir bags intended for use as a blood reservoir
during cardiopulmonary % s (CPB) surgery.

This International Standard es only to the blood reservoir aspects for multifunctional systems which can
have integral parts such as blo s exchangers (oxygenators), blood filters, defoamers, blood pumps, etc.

/‘
®

The following referenced documents ar?dispensable for the application of this document. For dated
references, only the edition cited applie§. Eor undated references, the latest edition of the referenced
document (including any amendments) apph o)

ISO 10993-1, Biological evaluation of medical d%s‘— Part 1: Evaluation and testing

2 Normative references

ISO 10993-7, Biological evaluation of medical devic Part 7: Ethylene oxide sterilization residuals
ISO 10993-11, Biological evaluation of medical devices —Rart 11: Tests for systemic toxicity
ISO 11135:1994, Medical devices — Validation and routine %o/ of ethylene oxide sterilization

ISO 11137-1, Sterilization of health care products — Rad/at/Q Part 1: Requirements for development,
validation and routine control of a sterilization process for medical ®?3es

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

ISO 11607-2, Packaging for terminally sterilized medical devices — P@A&' Validation requirements for
forming, sealing and assembly processes

ISO 14937, Sterilization of health care products — General requirements for ¢ rization of a sterilizing
agent and the development, validation and routine control of a sterilization process

ISO 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices
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