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The preparation of this British Standard was entrusted to Technical Committee
CH/67, Sterilization of medical devices, upon which the following bodies were
represented:

Association of British Health-Care Industries

Association of Contact Lens Manufacturers

Association of the British Pharmaceutical Industry

British Anaesthetic and Respiratory Equipment Manufacturers Association
British Surgical Trades Association

Central Sterilising Club

Department of Health

Department of Trade and Industry (National Physical Laboratory)
Hospital Infection Society

Institute of Sterile Services Management

Medical Sterile Products Association

Panel on Gamma and Electron Irradiation

Parenteral Society

Royal College of Pathologists

Royal Pharmaceutical Society of Great Britain

Sterilised Suture Manufacturers Association

Surgical Dressings Manufacturers Association
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National foreword

This Part of BS EN 1174 has been prepared by Technical Committee CH/67 and is the

English language version of EN 1174-1 Sterilization of medical devices — Estimation
of the population of micro-organisms on product — Part 1: Requirements, published
by the European Committee for Standardization (CEN).

Terms defined in clause 3 are italicized where they appear elsewhere in the text.
Cross-references

Publication referred to Corresponding British Standard

EN ISO 9001 : 1994 BS EN ISO 9001 : 1994 Quality systems. Model for quality
assurance in design, development, production, installation
and servicing

EN 46001 : 1993 BS EN 46001 : 1994 Specification for application of
EN 29001 (BS 5750 : Part 1) to the manufacture of medical
devices

Note that the latest edition (1994) of EN 29004, mentioned in annex A, is numbered
EN ISO 9004-1, the English language version of which is BS EN ISO 9004-1 : 1994.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.
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EUROPEAN STANDARD EN 1174-1
NORME EUROPEENNE
EUROPAISCHE NORM February 1996

ICS 07.100.10; 11.080

Descriptors: Medical equipment, sterilization, quality, estimation, contamination, designation, micro-organisms, microbiological analysis,
inspection

English version

Sterilization of medical devices —
Estimation of the population of micro-organisms on product —
Part 1: Requirements

Stérilisation des dispositifs médicaux — Estimation  Sterilisation von Medizinprodukten — Schétzung

de la population de micro-organismes sur au der Population von Mikroorganismen auf
produit — Produkt —
Partie 1: Exigences Teil 1: Anforderungen

This European Standard was approved by CEN on 1996-01-18. 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, 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
Europiisches Komitee fiir Normung

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

© 1996 Copyright reserved to CEN members
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