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EUROOPA EESSONA
Dokumendi (EN ISO/IEC 17043:2023) on
koostanud  tehniline  komitee = ISO/CASCO

»,Committee on conformity assessment“ koost6os
tehnilise komiteega CEN-CENELEC/ JTC 1, Criteria

for conformity assessment bodies, mille
sekretariaati haldab BSL
Euroopa standardile tuleb anda rahvusliku

standardi staatus kas identse tdlke avaldamisega
v0i joustumisteatega hiljemalt 2023. a novembriks
ja sellega vastuolus olevad rahvuslikud standardid
peavad olema kehtetuks tunnistatud hiljemalt
2023. a novembriks.

Tuleb poorata tdhelepanu voimalusele, et
dokumendi moni osa vdib olla patendidiguse
objekt. CEN-CENELEC ei vastuta sellis(t)e
patendidigus(t)e valjaselgitamise ega selgumise
eest.

standardit

See dokument asendab

EN ISO/IEC 17043:2010.

Dokument on koostatud standardimistaotluse
alusel, mille on Euroopa Standardimiskomiteele
(CEN) andnud Euroopa Komisjon ja Euroopa
Vabakaubanduse Assotsiatsioon.

[gasugune
dokumendi

tagasiside ja kiisimused selle
kohta tuleks suunata dokumendi
kasutaja rahvuslikule
standardimisorganisatsioonile / rahvuslikule
komiteele. Taielik loetelu nende organisatsioonide
kohta on leitav CEN-i ja CENELEC-i veebilehtedelt.

CEN-i/CENELEC-i sisereeglite jargi peavad
Euroopa standardi kasutusele vdtma jargmiste
riikide rahvuslikud standardimisorganisatsioonid:
Austria, Belgia, Bulgaaria, Eesti, Hispaania,
Holland, Horvaatia, lirimaa, Island, Itaalia, Kreeka,
Kiipros, Leedu, Luksemburg, Lati, Malta, Norra,
Poola, Portugal, Prantsusmaa, P6hja-Makedoonia
Vabariik, Rootsi, Rumeenia, Saksamaa, Serbia,
Slovakkia, Sloveenia, Soome, Sveits, Taani, T$ehhi
Vabariik, Tiirgi, Ungari ja Uhendkuningriik.

EUROPEAN FOREWORD

This document (EN ISO/IEC 17043:2023) has been
prepared by Technical Committee ISO/CASCO
,Committee on conformity assessment” in
collaboration with Technical Committee CEN-
CENELEC/ JTC 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
November 2023, and conflicting national
standards shall be withdrawn at the latest by
November 2023.

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

This document
EN ISO/IEC 17043:2010.

supersedes

This document has been prepared under a
Standardization Request given to CEN and
CENELEC by the European Commission and the
European Free Trade Association.

Any feedback and questions on this document
should be directed to the users’ national standards
body/national committee. A complete listing of
these bodies can be found on the CEN and
CENELEC websites.

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, Republic of North
Macedonia, Romania, Serbia, Slovakia, Slovenia,
Spain, Sweden, Switzerland, Tirkiye and the
United Kingdom.
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Joustumisteade Endorsement notice

CEN-CENELEC on dokumendi ISO/IEC 17043:2023 The text of ISO/IEC 17043:2023 has been
teksti muutmata kujul ile voétnud kui approved by CEN-CENELEC as
EN ISO/IEC 17043:2023. EN ISO/IEC 17043:2023 without any modification.
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EESSONA

ISO (International Organization for
Standardization) ja [EC (International
Electrotechnical = Commission)  moodustavad

lilemaailmse standardimise kohandatud siisteemi.
Rahvuslikud organisatsioonid, kes on ISO v6i IEC
liikmed, osalevad rahvusvaheliste standardite
valjatdotamisel asjakohase organisatsiooni loodud
tehniliste komiteede kaudu, mille eesmark on
tegeleda konkreetsete tehniliste valdkondadega.
ISO ja IEC tehnilised komiteed teevad koostéod
molemale organisatsioonile huvi pakkuvates
valdkondades. Selles t6ds osalevad ka muud ISO-ga
ja IEC-ga seotud rahvusvahelised riiklikud
organisatsioonid ning vabaiihendused.

Selle dokumendi valjatootamiseks kasutatud ja
edasiseks haldamiseks moeldud protseduurid on
kirjeldatud ISO/IEC direktiivide 1. osas. Eriti tuleb
silmas pidada eri heakskiidukriteeriumeid, mis on
eri liiki ISO dokumentide puhul vajalikud. See
dokument on kavandatud ISO/IEC direktiivide 2.
osas esitatud toimetamisreeglite kohaselt (vt
www.iso.org/directives voi

www.iec.ch/members experts/refdocs).

ISO ja IEC juhivad tdhelepanu véimalusele, et selle
dokumendi kasutusele votmine voib hdlmata
patendi (patentide) kasutamist. ISO ega IEC ei vota
seisukohta mis tahes vdidetavate patendidiguste
toendamise, kehtivuse voi kohalduvuse suhtes.
Selle dokumendi avaldamise kuupdevaks ei olnud
[SO-le ega IEC-le laekunud teavet patendist
(patentidest), mida vdiks vaja minna selle
dokumendi rakendamiseks. Rakendajad olgu siiski
hoiatatud, et see ei pruugi olla varskeim teave,
mida voib hankida patentide andmebaasist, mis on
kdttesaadav aadressidelt vt www.iso.org/patents
ja https://patents.iec.ch. ISO ega IEC ei vastuta
sellis(t)e patendidigus(t)e valjaselgitamise ega
selgumise eest.

Mis tahes selles dokumendis kasutatud dariline
kdibenimi on kasutajate abistamise eesmargil
esitatud teave ja ei kujuta endast toetusavaldust.

FOREWORD
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.

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 document 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 or

www.iec.ch/members experts/refdocs).

ISO and IEC draw attention to the possibility that
the implementation of this document may involve
the use of (a) patent(s). ISO and IEC take no
position concerning the evidence, validity or
applicability of any claimed patent rights in respect
thereof. As of the date of publication of this
document, ISO and IEC had not received notice of
(a) patent(s) which may be required to implement
this document. However, implementers are
cautioned that this may not represent the latest
information, which may be obtained from the
patent database available at www.iso.org/patents
and https://patents.iec.ch). ISO and [EC shall not
be held responsible for identifying any or all such
patent rights.

Any trade name used in this document is
information given for the convenience of users and
does not constitute an endorsement.
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Selgitused standardite vabatahtliku kasutuse ja

vastavushindamisega seotud ISO eriomaste
terminite ja véljendite kohta ning teave selle kohta,
kuidas ISO jargib Maailma
Kaubandusorganisatsiooni WTO tehniliste
kaubandustdkete lepingus (TBT) satestatud
pohimotteid, on esitatud jargmisel aadressil:

www.iso.org/iso/foreword.html. IEC asjus vt

www.iec.ch/understanding-standards.

Selle dokumendi on koostanud ISO
vastavushindamiskomitee = (CASCO)  koost6ds
Euroopa Standardimiskomitee (CEN) tehnilise
komiteega CEN/CLC/]JTC 1, Criteria for conformity
assessment bodies“ ISO ja CEN-i vahelise tehnilise
koostd0 lepingu kohaselt (Viini leping).

Teine valjaanne tlhistab ja asendab esimest

valjaannet (ISO/IEC 17043:2010), mis on

tehniliselt iile vaadatud.

Peamised muudatused on jargmised:

— htlustamine standardiga
ISO/IEC 17025:2017, sealhulgas tehniliste
nouete ja struktuuriga;

— uhtlustamine standardiga 1SO 13528:2022

terminoloogia asjus;

ISO/CASCO PROC 33 nduete inkorporeerimine;

noude lisamine, et katsetamine, kalibreerimine
ja tasemekatse PT objektide valmistamine
vastaksid asjakohaste ISO
vastavushindamisstandardite nouetele;

lisa C kustutamine ning lisade A ja B
labivaatamine.

tagasiside ja  kiisimused selle
kohta tuleks suunata dokumendi
kasutaja rahvuslikule standardimis-
organisatsioonile. Taielik  loetelu nende
organisatsioonide kohta on leitav veebilehtedelt
www.iso.org/members.html ja

www.iec.ch/national-committees.

[gasugune
dokumendi
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For an explanation of the voluntary nature of
standards, the meaning of I1SO 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

www.iso.org/iso/foreword.html. In the IEC, see

www.iec.ch/understanding-standards.

This document was prepared by the ISO Committee
on Conformity Assessment (CASCO), in
collaboration with the European Committee for
Standardization (CEN) Technical Committee
CEN/CLC/]JTC 1, Criteria for conformity assessment
bodies, in accordance with the Agreement on
technical cooperation between ISO and CEN
(Vienna Agreement).

This second edition cancels and replaces the first
edition (ISO/IEC 17043:2010), which has been

technically revised.

The main changes are as follows:

— harmonization with ISO/IEC 17025:2017,
including  technical requirements and
structure;

— harmonization with ISO 13528:2022 in terms
of terminology;

— incorporation  of from

ISO/CASCO PROC 33;

— inclusion of the requirement that testing
activities, calibration activities and proficiency
testing item production conform to the
relevant requirements of appropriate
ISO conformity assessment standards;

requirements

— deletion of Annex C and revision of Annexes A
and B.

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 www.iso.org/members.html and

www.iec.ch/national-committees.



http://www.iso.org/iso/foreword.html
https://www.iec.ch/understanding-standards
https://www.iso.org/iso/foreword.html
https://www.iec.ch/understanding-standards
https://www.iso.org/members.html
https://www.iec.ch/national-committees
https://www.iso.org/members.html
https://www.iec.ch/national-committees

EVS-EN ISO/IEC 17043:2023

SISSEJUHATUS

Tasemekatsetused (PT) on laialdaselt tunnustatud
kui oluline vahend vastavushindamisasutuste
kompetentsuse téendamiseks. PT v6ib téendada
kompetentsust ja olla olemasoleva véi esilekerkiva
probleemi niitaja. Selle dokumendi eesmark on
suurendada usaldust PT korraldajate tegevuse
vastu. See sisaldab ndudeid PT korraldajatele
vOoimaldamaks neil ndidata, et nad tegutsevad
kompetentselt ja suudavad koostada kehtivaid
hinnanguid osalejate tulemuslikkuse kohta.

PT seisneb laboritevahelistes virdlusmodtmistes
labori tulemuslikkuse hindamise eesmargil.
»Laboritevahelise vordlusmootmise“ maaratlus (vt
3.4) laiendab selles dokumendis terminite
Jaborid“ ning ,mddtmised voi katsed” kasutamist
nii, et see holmab koiki vastavushindamisasutuste
liike ja nende tegevusi. Selles dokumendis
kasutatud terminit ,meetod” voib pidada juhendis
ISO/IEC  Guide 99 madratletud termini
»,modteprotseduur” siinontitimiks.

Laboritevahelistel vordlusmdatmistel on palju PT
skeemide abil saavutatavaid eesméarke, muu hulgas

a) laborite tulemuslikkuse hindamine
spetsiifiliste mootmiste, katsete,
kalibreerimiste, uuringute vOi
inspekteerimiste ldbiviimisel v6i proovide
votmisel;

b) probleemide tuvastamine laborites, mis véivad
naiteks olla seotud mo6ote- voi katsemeetodite,
tootajate koolituse ja jarelevalve téhususe voi
seadmete kalibreerimisega;

c) moote- voi katsemeetodite mdjususe ning

moote- voi Kkatsetulemuste vorreldavuse
kindlakstegemine;

d) lisausalduse andmine moote- voOi
katsetulemuste kasutajatele;

e) moote- voi  katsetulemuste  erinevuste
kindlakstegemine;

f) vdrdluskatsete tulemustel pohinev osalevate
laborite koolitus;

INTRODUCTION

Proficiency testing (PT) is widely recognized as an
essential tool for demonstrating the competence of
conformity assessment bodies. PT can provide
evidence of competence and it can be an indicator
of an underlying or emerging problem. This
document is intended to promote confidence in the
operations of PT providers. It contains
requirements for PT providers to enable them to
demonstrate that they operate competently and
can generate valid evaluations of participant
performance.

PT involves the use of interlaboratory comparisons
for the evaluation of laboratory performance. The
definition of “interlaboratory comparison” (see
3.4) broadens the use of both the terms
“laboratories” and “measurements or tests” for the
purposes of this document to include all types of
conformity assessment bodies and their activities,
respectively. The term “method” as used in this
document can be considered synonymous with the
term “measurement procedure” as defined in
ISO/IEC Guide 99.

There are many different purposes for
interlaboratory comparisons, which can be
addressed by PT schemes, including but not limited
to:

a) evaluation of the performance of laboratories
for specific measurements, tests, calibrations,
examinations, inspections or sampling;

b) identification of problems in laboratories that,
for example, can be related to measurement or
test methods, effectiveness of training and
supervision of personnel, or calibration of
equipment;

c) establishment of the effectiveness of
measurement or test methods and the
comparability of measurement or test results;

d) provision of additional confidence to users of
measurement or test results;

e) identification of differences in measurement
or test results;

f) education of participating laboratories based
on the outcomes of such comparisons;



g) mootemadramatuse hinnangute tdendamine.

Jargnevate laboritevaheliste vOrdlusmdotmiste
liikkide puhul ei kohaldata terminit ,PT* tavaliselt
seetottu, et mootmiste voi katsete kehtivuse ning
omistatud vaartuste metroloogilise jalgitavuse
tagamiseks tuleb enne kindlaks teha labori
kompetentsus:

h) moote- voi katsemeetodi tulemuslikkuse
niitajate hindamine (tihti kirjeldatud kui
koostookatsed);

i) etalonmaterjalidele vaartuste maiaramine;

j) riikide metroloogia keskasutuste voi nende
madratud asutuste mdotmiste ekvivalentsuse
kinnitamine »vOtme- ja taiendavate
vordlusmootmiste abil, mida korraldavad
Rahvusvaheline Kaalude ja Md&otude Biiroo
ning seotud piirkondlikud
metroloogiaorganisatsioonid.

Todetakse, et laboritevahelised vordlusmootmised
eesmarkidel h), i) ja j) voivad aidata kaasa labori
kompetentsuse sdltumatule tdoendamisele. Selles
dokumendis toodud nodudeid saab rakendada
nende laboritevaheliste vordlusmootmiste
planeerimise ja labiviimise paljudele aspektidele.

Selles dokumendis ndutakse PT korraldajatelt ka
meetmete planeerimist ja elluviimist, et kogemuste
pohjal riskide ja vdimalustega tegeleda. Nii riskide
kui  voimalustega tegelemine loob aluse
juhtimissiisteemi tulemuslikkuse suurendamiseks,
parendatud  tulemuste  saavutamiseks ja
negatiivsete  siindmuste  ennetamiseks. PT
korraldaja vastutab riskide ja voimalustega
tegelemise eest.

Kindlustunne labori tulemuslikkuses pole oluline
mitte ainult laborite ja nende klientide aga ka teiste
huvipoolte jaoks, nagu naiteks reguleerivad
asutused, akrediteerimisasutused ja teised
organisatsioonid, kes madratlevad ndudeid
laboritele. Enamik selles dokumendis toodud
nouetest on kasutatavad nendel arenevatel aladel,
eriti juhtimise, planeerimise ja kavandamise,
tootajate, tulemuste ja tulemuslikkuse hindamise
kehtivuse tagamise, konfidentsiaalsuse ja vajaduse
jargi muude aspektide puhul.

EVS-EN ISO/IEC 17043:2023

g) validation of measurement uncertainty claims.

For the following types of interlaboratory
comparisons, the term PT does not usually apply
because laboratory competence must be
established in advance, in order to ensure the
validity of measurements or tests as well as the
metrological traceability of assigned values:

h) evaluation of the performance characteristics
of a measurement or test method (often
described as collaborative trials);

i) assignment of values to reference materials;

j) support for statements of the equivalence of

measurements of National Metrology
Institutes (NMIs), or their Designated
Institutes  (DIs)  through  “key  and

supplementary comparisons”, conducted on
behalf of the International Bureau of Weights
and Measures (BIPM) and associated Regional
Metrology Organizations (RMOs).

It is recognized that interlaboratory comparisons
for purposes h), i) and j) can contribute to
independent demonstrations of laboratory
competence. The requirements of this document
can be applied to many of the technical planning
and operational activities for these interlaboratory
comparisons.

This document also requires PT providers to plan
and implement actions to address risks and
opportunities, based on their experience.
Addressing both risks and opportunities
establishes a basis for increasing the effectiveness
of the management system, achieving improved
results and preventing negative events. The PT
provider is responsible for deciding which risks
and opportunities to address.

The need for ongoing confidence in laboratory
performance is essential not only for laboratories
and their customers but also for other interested
parties, such as regulators, accreditation bodies
and other organizations that specify requirements
for laboratories. Most of the requirements in this
document apply to those evolving areas, especially
regarding management, planning and design,
personnel, assuring validity of results and
performance evaluations, confidentiality and other
aspects, as appropriate.
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See dokument on koostatud, et tagada koigile
huvipooltele jarjekindel alus PT-d korraldavate

organisatsioonide kompetentsuse
kindlaksmaaramiseks.

Selles dokumendis  kasutatakse  jargmisi
verbivorme:

— ,peab/tuleb” tdhistab nouet;
— ,peaks/tuleks” tdhistab soovitust;
— ,voib“ tahistab lubatavust;

— ,saab“ tdhistab voimalust voi voimekust.

Lisateave on toodud ISO/IEC direktiivide osas 2.

10

This document is intended to provide a consistent
basis for all interested parties to determine the
competence of organizations that provide PT.

In this document, the following verbal forms are
used:

— “shall” indicates a requirement;
— “should” indicates a recommendation;
— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Further details can be found in the

ISO/IEC Directives, Part 2.



1 KASITLUSALA

Selles dokumendis on madaratletud ildnduded
tasemekatsetuste (PT) korraldajate
kompetentsusele ja erapooletusele ning koigi
tasemekatseskeemide jarjepidevale labiviimisele.
Seda dokumenti v0ib kasutada alusena
spetsiifilistele tehnilistele nduetele konkreetsetes
rakendusvaldkondades.

Tasemekatseskeemide kasutajad, reguleerivad
asutused, organisatsioonid ja  vastastikust
hindamist kasutavad skeemid,
akrediteerimisasutused ja teised saavad neid
noudeid tasemekatsetuste korraldajate

kompetentsuse kinnitamiseks v6i tunnustamiseks
kasutada.

2 NORMIVIITED

Allpool nimetatud dokumentidele on tekstis
viidatud selliselt, et nende sisu kujutab endast kas
osaliselt vdi tervenisti selle dokumendi ndudeid.
Dateeritud viidete korral kehtib iiksnes viidatud
vdljaanne. Dateerimata viidete korral kehtib
viidatud dokumendi uusim viljaanne koos
voimalike muudatustega.

EVS-EN ISO/IEC 17043:2023

1 SCOPE

This document specifies general requirements for
the competence and impartiality of proficiency
testing (PT) providers and consistent operation of
all proficiency testing schemes. This document can
be used as a basis for specific technical
requirements for particular fields of application.

Users of proficiency testing schemes, regulatory
authorities, organizations and schemes using peer-
assessment, accreditation bodies and others can
use these requirements in confirming or
recognizing the competence of proficiency testing
providers.

2 NORMATIVE REFERENCES

The following documents are referred to in the text
in such a way that some or all of their content
constitutes requirements of this document. For
dated references, only the edition cited applies. For
undated references, the latest edition of the
referenced document (including any amendments)
applies.

ISO/IEC 17000. Conformity assessment — Vocabulary and general principles

ISO/IEC 17025. General requirements for the competence of testing and calibration laboratories

ISO 17034. General requirements for the competence of reference material producers

ISO/IEC Guide 99. International vocabulary of metrology — Basic and general concepts and associated

terms (VIM)

3 TERMINID JA MAARATLUSED

Dokumendi rakendamisel kasutatakse standardis
ISO/IEC 17000 ja juhendis ISO/IEC Guide 99 ning
allpool esitatud termineid ja maaratlusi.

ISO ja [IEC hoiavad alal standardimisel
kasutamiseks olevaid terminoloogilisi

andmebaase jargmistel aadressidel:

ISO veebipdhine
kattesaadav
https://www.iso.org/obp/;

lugemisplatvorm:
veebilehelt

3 TERMS AND DEFINITIONS

For the purposes of this document, the terms and
definitions given in ISO/IEC 17000 and
ISO/IEC Guide 99 and the following apply.

ISO and IEC maintain terminological databases for
use in standardization at the following addresses:

— ISO Online browsing platform: available at
https://www.iso.org/obp;
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