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spravu a uznani



Calibration and testing laboratory accreditation system

- General requirements for operation and recognition

Systemes d'accréditation de laboratoires d'essais et
Kalibrier-  und

d'étallonnage - Prescriptions générales pour la gesti-
Anforderungen fur

on et la reconnaissance

Tato evropskd norma  byla  schvalena

approved by

CEN/CENELEC 6. bfezna 1989. Clenové
CEN/CENELEC

CEN/CENELEC jsou povinni splnit Vnitfni predpi-
comply with the

sy CEN/CENELEC, v nichz jsou stanoveny podmin-
which stipula-

ky, za kterych je tfeba této evropské normé bez
European Standard

jakychkoli zmén dat status narodni normy.
without any alterati-

Aktualizované seznamy téchto narodnich norem
references con-

s jejich bibliografickymi odkazy Ize obdrzet na
be obtained on

vyzadani u Ustiedniho sekretariatu nebo u kterékoli
Secretariat or to any

¢lena CEN/CENELEC.

Tato evropska norma existuje ve trech oficialnich
three official versi-

verzich (anglické, francouzské a némecké). Verze
version in any

v jakémkoli jiném jazyku prelozena clenem

Akkreditierungssysteme  fur

Pruflaboratorien - Allgemeine

Betrieb und Anerkennung

This European Standard was

CEN/CENELEC on 1995-03-06.

members are bound to

CEN/CENELEC Internal Regulations

te the conditions for giving this

the status of a national standard

on.

Up-to-date lists and bibliographical

cerning such national standards may

application to the Central

CEN/CENELEC member.

The European Standards exist in

ons (English, French, German). A

other language made by translation



under the res-

CEN/CENELEC do jeho vlastniho jazyka, za kterou ponsibility of a CEN/CENELEC member
into its
tento ¢len zodpovida a notifikuje ji Ustfednimu own language and notified to the

Central Secretariat

sekretariatu, ma stejny status jako oficialni verze. has the same status as the official
versions.
Cleny CEN/CENELEC jsou narodni normalizaéni CEN/CENELEC members are the

national standards

organy a narodni elektrotechnické komise Belgie, bodies and national electrotechnical
committees, res-

Dénska, Finska, Francie, Irska, Islandu, Itdlie, pectively, of Austria, Belgium,
Denmark, Finland,

Lucemburska, Neémecka, Nizozemska, Norska, France, Germany, Greece, Iceland,
Ireland, Italy,
Portugalska, Rakouska, Recka, Spojeného kralov- Luxembourg, Netherlands, Norway,

Portugal, Spain,

stvi, Spanélska, Svédska a Svycarska. Sweden, Switzerland and United
Kingdom.

CEN/CENELEC

Ustiedni sekretariat: rue de Stassart 36, B-1050 Brussels
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Definitions
Accreditation body
Laboratory assessors
Accreditation process

NoOou AW

Predmluva

V roce 1993 byl ISO/IEC Guide 58:1993 ,Systémy
»Calibration and

akreditace kalibracnich a zkusebnich laboratofi -
systems - General

VSeobecné pozadavky na spravu a uznani" predlo-
recognition" was

Zen dotaznikovému prdzkumu v rdmci CEN/CENE-
CEN/CENELEC Primary

LEC.

Na zédkladé vysledkl dotaznikového prizkumu
the CEN/CS

a navrhu CEN/CS rozhodl CEN/CLC/TC1 predlozit
submit

ISO/IEC Guide 58:1993 k oficialnimu hlasovani.
Vote.

CEN/CLC/TC1 rozhodl ve své rezoluci predlozit
the final draft

konecny navrh k oficidlnimu hlasovani, jehoz vysle-
result was

dek byl kladny.

Tento dokument nahrazuje EN 45003:1989.
45003:1989.

Této evropské normé bude nejpozdéji do zari 1995
given the status of

udélen status narodni normy, a to bud vydanim iden-

publication of an iden-

tického textu, nebo schvalenim k pfimému pouziva-

Relationship between accreditation body and laboratory

10
12
16

Foreword

In 1993, ISO/IEC Guide 58:1993

testing laboratory accreditation

requirements for operation and

submitted to the

Questionnaire Procedure.

Following the result of the PQ and of

proposal, CEN/CLC/TC1 has decided to

ISO/IEC Guide 58:1993 to the Formal

CEN/CLC/TC1 has decided to submit

for formal vote by its resolution. The

positive.

This document supersedes EN

This European Standard shall be

a national standard, either by

tical text or by endorsement, at the



latest by

ni, a narodni normy, které jsou s ni v rozporu, budou
national standards

zruSeny nejpozdeéji do zari 1995.
September 1995.

Podle Vnitrfnich predpist CEN/CENELEC jsou
Internal

nasledujici zemé povinny zavést tuto evropskou
are bound to

normu: Belgie, Dansko, Finsko, Francie, Irsko,
Standard: Austria,

Island, Italie, Lucembursko, Némecko, Nizozemi,
France, Germany,

Norsko, Portugalsko, Rakousko, Recko, Spojené
Luxembourg,

kralovstvi, Spanélsko, Svédsko a Svycarsko.
Spain, Sweden,

Oznameni o schvaleni

Text ISO/IEC Guide 58:1993 byl schvdlen
approved

CEN/CENELEC jako evropska norma bez jakych-
Standard without

koli zmén.
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September 1995, and conflicting

shall be withdrawn at the latest by

According to the CEN/CENELEC

Regulations, the following countries

implement this European

Belgium, Denmark, Finland,

Greece, Iceland, Ireland, Italy,

Netherlands, Norway, Portugal,

Switzerland, United Kingdom.

Endorsement notice

The text of ISO/IEC Guide 58:1993 was

by CEN/CENELEC as a European

any modification.

1 Predmét normy

Tento dokument stanovi vSeobecné pozadavky na
requirements for

spravu systému akreditace kalibracnich a/nebo zku-
accreditation of cali-

1 Scope

This document sets out the general

the operation of a system for



Sebnich laboratofi tak, aby udélené akreditace a sluz-
that the accre-

by, které jsou predmétem akreditace, mohly byt
covered by the

uznany na narodni nebo mezinarodni Urovni, a aby
a national or an

organ provozujici systém akreditace mohl byt uznan
operating the accre-

na narodni nebo mezinarodni Urovni jako odborné
at an national or

zpUsobily a hodnovérny.
reliable.

UZivatelé vyuzivajici sluzeb akreditac¢niho organu,
accreditation body, other

jini nez laboratore akreditované akreditacnim orga-
the accreditation

nem, mohou vyzadovat, aby byly spinény i dalsi
requirements

pozadavky nad ramec tohoto dokumentu.
document.

Cilem tohoto dokumentu je poskytnout navod na zfi-
provide guidance

zeni akredita¢niho organu a jeho Cinnost a pro
an accreditation

usnadnéni dohod o vzajemném uznavani akreditace
on mutual recogni-

laboratofi mezi témito organy.
between such

POZNAMKA - Je zfejmé, ze dohody o vzdjemném uzna-
recog-

vani akreditaci, které maji za cil odstrafiovani prekazek
barriers

volného obchodu, se mohou tykat i jinych hledisek, ktera
aspects not

bration and/or testing laboratories so

ditations granted and the services

accreditations may be recognized at

international level and the body

ditation system may be recognized

international level as competent and

Users of the services of an

than the laboratories accredited by

body, may require compliance with

additional to those specified in this

The object of this document is to

for the setting up and operation of

body and to facilitate agreements

tion of accreditation of laboratories

bodies.

NOTE - It is recognized that agreements on mutual

nition of accreditations aiming at the removal of

to across-border trade may have to cover other



nejsou explicitné specifikovdna v téchto vSeobecnych
such as

pozadavcich. Je to napriklad zkouseni zpUsobilosti labora-
comparisons,

tori nebo jind mezilaboratorni porovnavani, vyména pra-
particular,

covnikd nebo vycvikovych programd. Kazdy akredita¢ni
harmonizing the

organ ma zejména s ohledem na ziskavani ddvéry, harmo-
should

nizovani vykladu a zavadéni norem podporovat technic-
experi-

kou spolupraci a vyménu zkuSenosti mezi jim akreditova-
should be

nymi laboratofemi a ma byt pfipraven k vyméné informaci
proce-

o0 postupech a praktikdch akreditace s jinymi akredita¢nimi

organy.

2 Normativni odkazy

Tato evropska norma obsahuje prostrednictvim dato-
incorporates by dated or

vanych nebo nedatovanych odkaz( ustanoveni
other publicati-

z jinych publikaci. Tyto normativni odkazy jsou
cited at the

citovany na vhodnych mistech textu a prislusné pub-
publications are

likace jsou uvedeny nize. Datované odkazy zahrnuji
references, subsequent

pozdéjsi zmény nebo revize téchto publikaci jen
these publica-

tehdy, byly-li vélenény pfi zméné nebo revizi této
only when

evropské normy. U nedatovanych odkaz( plati
revision. For

explicitly specified in these general requirements,

proficiency testing or other interlaboratory

exchange of staff or training programmes. In

with a view to creating confidence and

interpretation of standards, each accreditation body

encourage technical cooperation and exchange of

ence among laboratories accredited by it, and it

prepared to exchange information on accreditation

dures and practices with other accreditation bodies.

2 Normative references

This European Standard

undated reference, provisions from

ons. These normative references are

appropriate place in the text and the

listed hereafter. For dated

amendments to or revisions of any of

tion apply to this European Standard

incorporated in it by amendment or



posledni vydani prislusné publikace.
the publication

EN 45001:1989 VSeobecnad kritéria pro ¢innost
the operation

zkusSebnich laboratori

ISO/IEC Guide 43:1984 Vyvoj a zkouseni zplsobi-
and operati-

losti laboratore

EN ISO 8402:1993 Management jakosti a zabezpe-
management and quali-

Covani jakosti - Slovnik

EN 30011-1:1993 Smérnice pro provérovani systé-
auditing quality

m( jakosti - Cést 1: Provéfovani
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undated references the last edition of

referred to applies.

EN 45001:1989 General criteria for

of testing laboratories

ISO/IEC Guide 43:1984 Development

on of laboratory proficiency testing

EN ISO 8402:1993 Quality

ty assurance - Vocabulary

EN 30011-1:1993 Guidelines for

systems - Part 1: Auditing

EN 30011-2:1993 Smérnice pro provérovani systé-
auditing quality

m jakosti - Cést 2: Kvalifika¢ni kritéria pro prové-
criteria for quality

rfovatele systému jakosti

EN 45020:1993 VsSeobecné terminy a jejich defini-
their definitions

ce, tykajici se normalizace a souvisicich ¢innosti
related activities

EN 30011-2:1993 Guidelines for

systems - Part 2: Qualification

systems auditors

EN 45020:1993 General terms and

concerning standardization and

-- Vynechany text --



