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Tento dokument (EN ISO/IEC 17043:2010) byl vypracovan
technickou komisi ISO/CASCO ,Komisi pro posuzovani
shody” ve spolupréci s technickou komisi CEN/CLC/TC 1
»Kritéria pro organy posuzovani shody"”, jejiz sekre-

tariat zabezpecuje BSI.

Této evropské normé je nutno nejpozdéji do srpna 2010
dat status narodni normy, a to bud vydanim identického
textu, nebo schvalenim k pfimému pouzivani, a narodni
normy, které jsou s ni v rozporu, je nutné zrusit nej-
pozdéji do srpna 2010.

Upozoriiuje se na moznost, ze nékteré prvky tohoto
dokumentu mohou byt pfedmétem patentovych prav. CEN
[a/nebo CENELEC] neni odpovédny za identifi-

kovani jakychkoli nebo vSech patentovych prav.

Podle Vnitrnich predpisd CEN/CENELEC jsou tuto evropskou
normu povinny zavést narodni normaliza¢ni organizace
nasledujicich zemi: Belgie, Bulharska, Ceské republiky,
Danska, Estonska, Finska, Francie, Chorvatska, Irska,
Islandu, Italie, Kypru, Litvy, LotySska, Lucemburska,
Madarska, Malty, Némecka, Nizozemska, Norska, Polska,
Portugalska, Rakouska, Rumunska, Recka, Slovenska,
Slovinska, Spojeného kralovstvi, Spanélska, Svédska

a Svycarska.

Oznameni o schvaleni

Text ISO/IEC 17025:2005 byl schvalen CEN a CENELEC jako
EN ISO/IEC 17043:2010 bez jakychkoliv Gprav.

ISO (Mezindrodni organizace pro normalizaci) a IEC
(Mezindrodni elektrotechnickd komise) vytvareji spe-
cializovany systém celosvétové normalizace. Narodni
organy, které jsou ¢leny ISO a IEC, se podileji na vyvoji
mezinarodnich norem prostrednictvim technickych vybord
ustavenych pfislusnymi vy$e zminénymi orga-

nizacemi, které se zabyvaji jednotlivymi oblastmi
odbornych ¢innosti. Technické vybory 1SO a IEC
spolupracuji v oblastech spolec¢ného zajmu. Prace se
zUcastnuji také ostatni vladdni a nevladni mezinarodni
organizace, s nimiz ISO navazala pracovni styk. V oblasti
posuzovani shody je odpovédny za vyvoj mezinarodnich
norem a navodu Vybor ISO pro posuzovani shody (CASCO).

Mezinarodni normy jsou navrhovany podle pravidel
uvedenych ve smérnicich ISO/IEC, ¢asti 2.

Navrhy mezinarodnich norem jsou rozesilany narod-

nim organtim ke hlasovani. Zverejnéni mezinarodni normy
vyzaduje schvaleni alespon 75 % hlasujicich narodnich
organd.

Upozorfiuje se na moznost, Zze nékteré prvky tohoto
dokumentu mohou byt prfedmétem patentovych prav. ISO
neni odpovédna za identifikovani jakychkoli nebo vSech
patentovych prav.

ISO/IEC 17043 byla vypracovana Vyborem ISO pro
posuzovani shody (CASCO).

Tato norma byla rozeslana ke hlasovani narodnim
organdim zastoupenym jak v I1SO, tak i v IEC, a byla
schvalena obéma organizacemi.

Prvni vydani ISO/IEC 17043 rusi a nahrazuje

ISO/IEC Guide 43-1:1997 a ISO/IEC Guide 43-2:1997, které
byly odborné revidovany.

This document (EN ISO/IEC 17043:2010) has been
prepared by Technical Committee ISO/CASCO “Committee
on conformity assessment” in collaboration with Technical
Committee CEN/CLC/TC 1 “Criteria for conformity
assessment bodies”, 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 August 2010, and
conflicting national standards shall be withdrawn at the
latest by August 2010.

Attention is drawn to the possibility that some of the
elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible
for identifying any or all such patent rights.

According to the CEN/CENELEC Internal Regulations, the
national standards organizations of the following countries
are bound to implement this European Standard: Austria,
Belgium, Bulgaria, Croatia, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Switzerland and the United Kingdom.

Endorsement notice

The text of ISO/CASCO 17043:2010 has been approved by
CEN and CENELEC as EN ISO/IEC 17043:2010 without any
modifications.

ISO (the International Organization for Standardization)
and IEC (the International Electrotechnical Commission)
form the specialized system for worldwide standardization.
National bodies that are members of ISO or IEC participate
in the development of International Standards through
technical committees established by the respective
organization to deal with particular fields of technical
activity. ISO and IEC technical committees collaborate in
fields of mutual interest. Other international organizations,
governmental and non-governmental, in liaison with ISO
and IEC, also take part in the work. In the field of
conformity assessment, the ISO Committee on conformity
assessment (CASCO) is responsible for the deve-

lopment of International Standards and Guides.

International Standards are drafted in accordance with the
rules given in the ISO/IEC Directives, Part 2.

Draft International Standards are circulated to the national
bodies for voting. Publication as an Inter-

national Standard requires approval by at least 75 % of the
national bodies casting a vote.

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.

ISO/IEC 17043 was prepared by the ISO Committee on
conformity assessment (CASCO).

It was circulated for voting to the national bodies of both
ISO and IEC, and was approved by both organizations.

This first edition of ISO/IEC 17043 cancels and replaces
ISO/IEC Guide 43-1:1997 and ISO/IEC Guide 43-2:1997,
which have been technically revised.
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Uvod

Mezilaboratorni porovnavani se pouzivaji k mnoha tcellm
a jejich pouzivani se v mezinarodnim méritku rozsiruje.
Mezi typické cile mezilaboratornich porovnavani patfi:

1. vyhodnoceni vykonnosti laboratofi u specifickych
zkousek nebo méreni a pribézné sledovani jeji vykonnosti,

3. identifikace problém{ v laboratorich a iniciace ¢innosti
smérujicich k jejich ndpravé, které se mohou tykat
napriklad nevhodnych postupl zkousek nebo méreni,
Gcinnosti vycviku personalu a dohledu nad nim nebo
kalibrace zarizeni,

4. stanoveni efektivity a srovnatelnosti zkusebnich nebo
méficich metod,

5. poskytnuti dalsi Grovné dlvéryhodnosti laboratore pro
jeji zakazniky,

6. identifikace rozdild mezi laboratofemi,

7. vzdélavani zacastnujicich se laboratofi zalozené na
vysledcich téchto porovnavani,

8. validace deklarovaného odhadu nejistoty,
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Introduction

Interlaboratory comparisons are widely used for a number
of purposes and their use is increasing internationally.
Typical purposes for interlaboratory comparisons include:

1. evaluation of the performance of laboratories for
specific tests or measurements and monitoring
laboratories, continuing performance;

3. identification of problems in laboratories and initiation of
actions for improvement which, for example, may be
related to inadequate test or measurement procedures,
effectiveness of staff training and supervision, or
calibration of equipment;

4. establishment of the effectiveness and comparability of
test or measurement methods;

5. provision of additional confidence to laboratory
customers;

6. identification of interlaboratory differences;

7. education of participating laboratories based on the
outcomes of such comparisons;

8. validation of uncertainty claims;



9. vyhodnoceni vykonnostnich charakteristik metody -
¢asto nazyvanych jako mezilaboratorni studie,

10. pridéleni hodnot referen¢nim materialdm a posouzenf
jejich vhodnosti pro pouziti pfi urlitych zkouskach nebo
méfricich postupech a

11. podpora tvrzeni o ekvivalentnosti méreni provadénych
narodnimi metrologickymi instituty prostrednictvim
+Kli¢ovych porovnavani“ a dopliikovych porovnavani
provadénych pod zastitou Mezinarodniho Urfadu pro miry
a vahy (BIPM) a pridruzenych regionalnich metrologickych
organizaci.

Zkouseni zpUsobilosti zahrnuje vyuZiti mezilaboratornich
porovnavani k ureni vykonnosti laboratore, jak je uvedeno
pod odrazkami a) az g) vyse. Zkouseni zplsobilosti se
obvykle nevztahuje na polozky pod odrazkami h), i) a j),
protoze v téchto aplikacich se zplsobilost laboratore jiz
predpoklada, mlze se vSak pouzit pro dalsi nezavislé
prokazani zplsobilosti labo-

ratore. Pozadavky této mezindrodni normy se mohou
vyuzit u mnoha ¢innosti odbornéhoho planovani

a funk¢nich Cinnosti v rdmci odrazek h), i) a j).

Potreba trvalé ddvéry ve vykonnost laboratore nenf
podstatnd jen pro laboratore a jejich zdkazniky, ale téz pro
dalsi zainteresované strany, jako jsou regulacni organy,
akreditacni organy akreditujici laboratore a dalsi
organizace, které specifikuji pozadavky na laboratore.
ISO/IEC 17011 pozaduje, aby akredita¢ni organy braly

v Uvahu Ucast laboratore a jeji vykonnost ve zkouseni
zpUsobilosti. Roste potreba zkouseni zplsobilosti pro dalsi
¢innosti posuzovani shody, jako je inspekce a certifikace
vyrobkd. Vétsina pozadavkl této mezindrodni normy se
prfimérené vztahuje na tyto rozvijejici se oblasti, zejména
pokud jde o0 management, pldnovani a ndvrhy, pracovniky,
zajisténi kvality, dGvérnosti a dalsi odpovidajici hlediska.

Tato mezindrodni norma byla pripravena za Ucelem
vytvoreni konzistentniho zakladu pro vSechny zaintere-
sované strany slouziciho k urCeni kompetence organizaci
poskytujicich zkouseni zplsobilosti. Za timto G¢elem
norma nahrazuje obé ¢asti ISO/IEC Guide 43:1997. ISO/IEC
Guide 43 obsahoval nejen smérnici pro pfipravu

a provadéni zkouseni zpUsobilosti a pro vybér a pouZiti
zkouseni zplsobilosti akredita¢nimi organy akreditujicimi
laboratore, ale téZ uzitecny popis jednotlivych zdkladnich
typl zkouseni zpUsobilosti. Tato mezinarodni norma
zachovava a aktualizuje zasady pro provadéni zkouseni
zpUsobilosti popsané v ISO/IEC Guide 43 a v pfilohach A az
C ponechéva informace o zékladnich typech programi
zkous$eni zplsobilosti, doporuceni o vhodnych statistickych
metodach a doporuceni k vybéru a pouziti programé
zkouseni zplsobilosti laboratoremi, akreditanimi organy,
regulacnimi organy a dalSimi zainteresovanymi stranami.

9. evaluation of the performance characteristics of
a method - often described as collaborative trials;

10. assignment of values to reference materials and
assessment of their suitability for use in specific test or
measurement procedures; and

11. support for statements of the equivalence of mea-
surements of National Metrology Institutes through “key
comparisons” and supplementary comparisons conducted
on behalf of the International Bureau of Weights and
Measurement (BIPM) and associated regional metrology
organizations.

Proficiency testing involves the use of interlaboratory
comparisons for the determination of laboratory per-
formance, as listed in a) to g) above. Proficiency testing
does not usually address h), i) and j) because laboratory
competence is assumed in these applications, but these
applications can be used to provide independent
demonstrations of laboratory competence. The
requirements of this International Standard can be applied
to many of the technical planning and operational
activities for h), i) and j).

The need for ongoing confidence in laboratory per-
formance is not only essential for laboratories and their
customers but also for other interested parties, such as
regulators, laboratory accreditation bodies and other
organizations that specify requirements for laboratories.
ISO/IEC 17011 requires accreditation bodies to take
account of laboratories, participation and performance in
proficiency testing. There is a growing need for proficiency
testing for other conformity assessment activities, such as
inspection or product certification. Most of the
requirements in this International Standard apply to those
evolving areas, especially regarding management,
planning and design, personnel, assuring quality,
confidentiality, and other aspects, as appropriate.

This International Standard has been prepared to provide
a consistent basis for all interested parties to determine
the competence of organizations that provide proficiency
testing. In doing so it replaces both parts of ISO/IEC Guide
43:1997. ISO/IEC Guide 43 included not only guidance on
development and operation of proficiency testing and
selection and use of proficiency testing by laboratory
accreditation bodies, but also useful descriptions of typical
types of proficiency testing. This International Standard
has preserved and updated the principles for the operation
of proficiency testing described in ISO/IEC Guide 43 and
has retained in Annexes A to C information on typical
types of proficiency testing schemes, guidance on
appropriate statistical methods, selection and use of
proficiency testing schemes by laboratories, accreditation
bodies, regulatory bodies, and other interested parties.
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Pfedmét normy

Tato mezindrodni norma stanovuje vSeobecné pozadavky
na zplsobilost poskytovatell programd zkouseni zp-
sobilosti a na pfipravu a provadéni téchto programi. Tyto
pozadavky jsou koncipovany jako vSeobecné pozadavky
pro véechny typy programd zkouseni zpU-

sobilosti a Ize je pouZit jako zaklad pro specifické odborné
pozadavky pro jednotlivé oblasti pouziti.

1 Scope

This International Standard specifies general requirements
for the competence of providers of proficiency testing
schemes and for the development and operation of
proficiency testing schemes. These requirements are
intended to be general for all types of proficiency testing
schemes, and they can be used as a basis for specific
technical requirements for particular fields of application.

Konec nahledu - text dale pokraéuje v placené verzi CSN.



