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Predmluva

ISO (Mezinarodni organizace pro normalizaci)
je celo-

sveétova federace narodnich normalizaénich
organu (¢lent ISO). Mezinarodni normy
obvykle vypracovavaji technické komise ISO.
Kazdy Clen ISO, ktery se zajima o predmét, pro
ktery byla vytvorena technicka komise, ma
pravo byt v této technické komisi zastoupen.
Prace se zucastnuji také vladni i nevladni
mezindrodni orga-

nisace, s nimiz ISO navazala pracovni styk. ISO
uzce spolupracuje s Mezinarodni
elektrotechnickou komisi (IEC) ve vsech
zalezitostech normalizace v elektro-

technice.

® o

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.



Postupy pouZité pri tvorbé tohoto dokumentu

a postupy urcené pro jeho dalsi udrzovani jsou
popsany ve smérnicich ISO/IEC, Cast 1.
Zejména se ma vénovat pozornost rozdilnym
schvalovacim kritériim potrebnym pro ruzné
druhy dokumentt ISO. Tento dokument byl
vypracovan v souladu s redakénimi pravidly
uvedenymi ve smérnicich ISO/IEC, ¢ast

2 (viz

www.iso.org/directives).

Upozornuje se na moznost, Ze nékteré prvky
tohoto dokumentu mohou byt predmétem
patentovych prav. ISO nelze Cinit odpovédnou
za identifikaci jakéhokoliv nebo vSech
patentovych prav. Podrobnosti o jakychkoliv
patentovych pravech identifikovanych béhem
pripravy tohoto dokumentu budou uvedeny

v uvodu a/nebo v seznamu patentovych
prohlaseni obdrzenych ISO (viz
WWWw.iso.org/patents).

Jakykoliv obchodni nazev pouzity v tomto
dokumentu se uvadi jako informace pro
usnadnéni prace uzivateli a neznamena
schvaleni.

Vysvétleni nezévazného charakteru technickych
norem, vyznamu specifickych termint a vyrazu
ISO, které se vztahuji k posuzovani shody,
jakoz i informace o tom, jak ISO dodrzuje
principy Svétové obchodni organizace (WTO)
tykajici se technickych prekazek obchodu (TBT),
jsou uvedeny na URL adrese:
www.iso.org/iso/foreword.html.

Tento dokument vypracovala technicka komise
ISO/TC 198 Sterilizace vyrobki pro zdravotni
péEci.

Toto prvni vydani ISO 11139 zrusuje

a nahrazuje ISO/TS 11139:2006, které bylo
technicky revidovano.

Proti predchozimu vydani byly provedeny tyto
hlavni zmény:

- vSechny terminy a definice byly prezkoumany

z hlediska existujicich dokumentt v oboru

a budoucich potreb, a byly revidovany

s ohledem na jednotné pouZziti;

POZNAMKA Tento slovnik je nyni pro tyto
terminy zdrojo-

vym dokumentem.

- byly doplnény dalsi terminy a definice.

Jakakoliv zpétna vazba nebo otazky tykajici se
tohoto dokumentu maji byt adresovany
narodnimu normali-

za¢nimu organu uzivatele. Uplny seznam téchto
organt lze nalézt na adrese
WWwWw.iso.org/members.html.

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

This document was prepared by Technical
Committee ISO/TC 198, Sterilization of health
care products.

This first edition of ISO 11139 cancels and
replaces ISO/TS 11139:2006, which has been
technically revised.

The main changes compared with the previous
edition are as follows:

- all the terms and definitions have been
reviewed based on existing documents in the
field and future needs, and have been revised
accordingly for consistency of use;

NOTE This vocabulary is now the source
document for these terms.

- additional terms and definitions have been
added.

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
WWWw.iso.org/members.html.
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Uvod

Tento dokument poskytuje zékladni slovnik pro
oblast sterilizace vyrobku pro zdravotni péci

a souvisicich zarizeni. Poskytuje zaklad pro
dalsi normy tykajici se Cisténi, dezinfekce,
sterilizace a aseptického zpracovani vyrobku pro
zdravotni péci a souvisicich zarizeni a po-
mocnych vyrobki pouzivanych k zajisténi
uéinného pouziti téchto procest. Uelem
tohoto dokumentu je pomoci uzivateli rozumét
terminologii Cisténi, dezinfekce, sterilizace

a aseptického zpracovani vyrobku pro zdra-
votni péci, aby mohl u€inné implementovat
souvisici normy.

Tento dokument obsahuje terminy a definice,
které se pouzivaji ve vsech norméach pro
Cisténi, dezinfekci, sterilizaci a aseptické
zpracovani vyrobku pro zdravotni péci, spolecné
se souvisicim zarizenim a pomocnymi vyrobky,
vypracovanych ISO/TC 198, a v dalSich
evropskych normdch ve stejné oblasti pouziti.
Terminy a definice jsou usporadany podle
abecedniho poradku v angli¢tiné.

ISO/TC 198 vypracovala bilou knihu popisujici
zasady pouzité k vypracovani tohoto souboru
termint a definic a ndvrhi k jeho pouzivani pri
tvorbé novych a revidovanych norem pro Cisténi,
dezinfekci, sterilizaci a aseptické zpracovani
vyrobki pro zdravotni péci, spole¢né se
souvisicim zarizenim a pomocnymi vyrobky.
Tato bila kniha je dostupna u Mezinarodni
organizace pro nor-

malizaci (ISO).

Bibliografie zahrnuje normy, které jsou citovany

v priloze A. Jestlize byl néjaky termin

v soucasné revizi vypustén, odkaz neni uveden.

1 Predmeét normy

Tento dokument definuje terminy v oblasti
sterilizace vyrobku pro zdravotni péci vCetné
souvisicich zarizeni a procesu.

Introduction

This document provides the fundamental
vocabulary for sterilization of health care
products and associated equipment. It provides
the foundation for other standards on cleaning,
disinfecting, sterilizing, and aseptic processing of
health care products together with associated
equipment and ancillary products used in
ensuring effective application of these processes.
This document is intended to help the user to
understand the vocabulary of cleaning,
disinfecting, sterilizing, and aseptically
processing health care products, in order to be
able to implement the related standards
effectively.

This document contains the terms and
definitions that apply to all standards on
cleaning, disinfecting, sterilizing, and aseptic
processing of health care products together with
associated equipment and ancillary products
developed by ISO/TC 198 and other European
standards in the same field of application.

The terms and definitions are arranged in
alphabetical order in English.

ISO/TC 198 has produced a white paper
describing the principles used to develop this
compilation of terms and definitions and
proposals on its use in the development of new
and revised standards for disinfecting,
sterilizing, and aseptic processing of health care
products together with associated equipment
and ancillary products. This white paper is
available through the International Orga-
nization for Standardization.

The Bibliography includes the standards
referenced in Annex A. If a term has been
dropped in a current revision, reference has not
been made.

1 Scope

This document defines terms in the field of the
sterilization of health care products including
related equipment and processes.

Konec nahledu - text dale pokracuje v placené verzi CSN.



