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National foreword

This British Standard is the English language version of EN ISO 14160:1998. 
It is identical with ISO 14160:1998.
The UK participation in its preparation was entrusted to Technical Committee 
CH/67, Sterilization of medical devices, which has the responsibility to: 

— aid enquirers to understand the text;
— present to the responsible international/European committee any 
enquiries on the interpretation, or proposals for change, and keep the UK 
interest informed;
— monitor related international and European developments and 
promulgate them in the UK.

A list of organizations represented on this committee can be obtained on 
request to its secretary.
Cross-references

Attention is drawn to the fact that CEN and CENELEC standards normally 
include an annex which lists normative references to international 
publications with their corresponding European publications. The British 
Standards which implement these international or European publications may 
be found in the BSI Standards Catalogue under the section entitled 
“International Standards Correspondence Index”, or by using the “Find” 
facility of the BSI Standards Electronic Catalogue.
A British Standard does not purport to include all the necessary provisions of 
a contract. Users of British Standards are responsible for their correct 
application.

Compliance with a British Standard does not of itself confer immunity 
from legal obligations.

Summary of pages
This document comprises a front cover, an inside front cover, pages i and ii, 
the EN ISO title page, page 2, the ISO title page, pages ii to iv, pages 1 to 18 
and a back cover.
This standard has been updated (see copyright date) and may have had 
amendments incorporated. This will be indicated in the amendment table on 
the inside front cover.

Amendments issued since publication

Amd. No. Date Comments
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English version

Sterilization of single-use medical devices incorporating 
materials of animal origin — Validation and routine control 

of sterilization by liquid chemical sterilants
(ISO 14160:1998)

Stérilisation des dispositifs médicaux non 
réutilisables contenant des matières d’origine 
animale — Validation et contrôle de routine de 
la stérilisation par agents stérilisants 
chimiques liquides
(ISO 14160:1998)

Sterilisation von Medizinprodukten für den 
einmaligen Gebrauch mit Bestandteilen 
tierischer Herkunft — Validierung und 
Routineüberwachung der Sterilisation mit 
flüssigen chemischen Sterilisiermitteln
(ISO 14160:1998)

This European Standard was approved by CEN on 13 February 1998.
CEN members are bound to comply with the CEN/CENELEC Internal
Regulations which stipulate the conditions for giving this European Standard
the status of a national standard without any alteration. Up-to-date lists and
bibliographical references concerning such national standards may be obtained
on application to the Central Secretariat or to any CEN member.
This European Standard exists in three official versions (English, French,
German). A version in any other language made by translation under the
responsibility of a CEN member into its own language and notified to the
Central Secretariat has the same status as the official versions.
CEN members are the national standards bodies of Austria, Belgium,
Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland,
Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland and United Kingdom.

CEN

European Committee for Standardization
Comité Européen de Normalisation
Europäisches Komitee für Normung

Central Secretariat: rue de Stassart 36, B-1050 Brussels

© 1998 CEN All fights of exploitation in any form and by any means reserved worldwide for CEN national
Members.

Ref. No. EN ISO 14160:1998 E
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Foreword

The text of the International Standard 
ISO 14160:1998 has been prepared by Technical 
Committee ISO/TC 198 “Sterilization of health care 
products” in collaboration with Technical 
Committee CEN/TC 204 “Sterilization of medical 
devices”, the secretariat of which is held by BSI.
This European Standard shall be given the status of 
a national standard, either by publication of an 
identical text or by endorsement, at the latest by 
month of September 1998, and conflicting national 
standards shall be withdrawn at the latest by 
September 1998.
This European Standard has been prepared under a 
mandate given to CEN by the European 
Commission and the European Free Trade 
Association, and supports essential requirements of 
EU Directive(s).
For relationship with EU Directive(s), 
see informative Annex ZB, which is an integral part 
of this standard.
According to the CEN/CENELEC Internal 
Regulations, the national standards organizations 
of the following countries are bound to implement 
this European Standard: Austria, Belgium, 
Czech Republic, Denmark, Finland, France, 
Germany, Greece, Iceland, Ireland, Italy, 
Luxembourg, Netherlands, Norway, Portugal, 
Spain, Sweden, Switzerland and the 
United Kingdom.

Endorsement notice
The text of the International Standard 
ISO 14160:1998 has been approved by CEN as a 
European Standard without any modification.
NOTE Normative references to International Standards are 
listed in Annex ZA (normative).
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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.
Draft International Standards adopted by the technical committees are 
circulated to the member bodies for voting. Publication as an International 
Standard requires approval by at least 75 % of the member bodies casting a vote.
International Standard ISO 14160 was prepared by Technical Committee
ISO/TC 198, Sterilization of health care products.
Annex A, Annex B and Annex C of this International Standard are for 
information only.
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