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Europsky predhovor

Tento dokument (EN ISO/IEC 17034: 2023) vypracovala technicka komisia ISO/CASCO ,Komisia pre
posudzovanie zhody“ v spolupraci s technickou komisiou CEN-CENELEC/]JTC 1 ,Kritéria pre organy
posudzovania zhody*, ktorej sekretariat je ustanoveny pri BSI.

Tejto eurdpskej norme sa musi priznat postavenie narodnej normy bud’ vydanim identického textu
alebo jej oznamenim najneskér do novembra 2023 a narodné normy, ktoré si s fiou v rozpore, sa
musia zrusit najneskor do novembra 2023.

Upozornuje sa na moznost, Ze niektoré Casti tohto dokumentu mézu byt predmetom patentovych
prav. CEN [a/alebo CENELEC] nezodpovedaju za identifikaciu ktoréhokolvek alebo vSetkych ta-
kychto patentovych prav.

Tento dokument nahradza EN ISO 17034: 2010.

Tento dokument vypracoval CEN a CENELEC na zaklade normalizacnej Ziadosti, ktori mu pridelila
Eurépska komisia a Eurépske zdruZenie vo'ného obchodu.

Akakol'vek spatna vazba a otazky k tomuto dokumentu sa maji adresovat ndrodnému normalizac-
nému organu/vyboru pouzivatel'ov. Kompletny zoznam tychto organov je na webovych sidlach CEN
a CENELEC.

V stlade s vnutornymi predpismi CEN/CENELEC tito eur6psku normu sd povinné prevziat narodné
normalizac¢né organizacie tychto krajin: Belgicka, Bulharska, byvalej Juhoslovanskej republiky Mace-
donska, Cypru, Ceska, Danska, Esténska, Finska, Francuzska, Grécka, Holandska, Chorvatska, frska,
[slandu, Litvy, Loty$ska, Luxemburska, Macedénska, Mad'arska, Malty, Nemecka, Nérska, Pol'ska, Por-
tugalska, Rakidska, Rumunska, Slovenska, Slovinska, Spojeného kralovstva, Srbska, Spanielska,
§Vajéiarska, Svédska, Talianska a Turecka.

Oznamenie o schvaleni

Text medzindrodnej normy ISO/IEC 17043: 2023 schvalil CEN/CENELEC ako EN ISO/IEC 17043:
2023 bez akychkol'vek modifikacii.
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Uvod

Skusanie spésobilosti (PT, z. angl. Proficiency
Testing) je vSeobecne uznavany nastroj na preu-
kazanie kompetentnosti organov posudzovania
zhody. PT moézZe poskytnut dokaz o kompeten-
tnosti a moZe byt ukazovatelom zdsadného ale-
bo vynarajuceho sa problému. Ciel'om tohto do-
kumentu je podporit déveru v ¢innost poskyto-
vatel'ov PT. Obsahuje poziadavky na poskytova-
telov PT, ktoré im umoZnia preukazat, Ze fun-
guju kompetentne a mozu poskytnut platné hod-
notenia vykonnosti ucastnikov.

PT zahfna pouzitie medzilaboratérnych porovna-
vani na hodnotenie laboratérnej vykonnosti. Na
UcCely tohto dokumentu sa rozsiruje definicia ,me-
dzilaboratérne porovnavanie“ (pozri bod 3.4)
pouzivanie pojmov ,laboratéria“a,merania alebo
skasky" tak, aby zahfnali vSetky typy organov po-
sudzovania zhody a ich prislusné ¢innosti. Termin
»,metdéda“ pouzivany v tomto dokumente mozno
povaZovat za synonymum terminu , postup mera-
nia“, ako je definovany v ISO/IEC Guide 99.

Medzilaboratérne porovnavania sa pouzivaji na
mnoho réznych tcelov, ktoré mozno riesit pomo-
cou programov PT, vratane, ale nie vylu¢ne na:

a) hodnotenia vykonnosti laboratérii pri Spe-
cifickych meraniach, skuskach, kalibra-
ciach, vySetreniach, inSpekciach alebo
vzorkovani;

b) identifikacie problémov v laboratdriach,
ktoré mozu suvisiet napriklad s meracimi
alebo skdSobnymi metédami, i¢innostou
odbornej pripravy a dohl'adom nad pra-
covnikmi alebo kalibraciou zariadeni;

¢) urcenie ucinnosti meracich alebo skisSob-
nych metdéd a porovnatelnosti vysledkov
merani alebo skusok;

d) poskytnutie d'alSej déveryhodnosti pouzi-
vatel'om vysledkov merani alebo skusok;

e) identifikaciu rozdielov vo vysledkoch me-
rani alebo skusok;

f) vzdelavanie zucastnenych laboratérii zalo-
Zenom na vysledkoch takychto porovnani;

g) validaciu deklarovanej neistoty merania.

Introduction

Proficiency testing (PT) is widely recognized as
an essential tool for demonstrating the compe-
tence 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 confi-
dence in the operations of PT providers. It
contains requirements for PT providers to ena-
ble them to demonstrate that they operate com-
petently and can generate valid evaluations of
participant performance.

PT involves the use of interlaboratory compar-
isons for the evaluation of laboratory perfor-
mance. The definition of “interlaboratory com-
parison” (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 syno-
nymous with the term “measurement proce-
dure” as defined in ISO/IEC Guide 99.

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

a) evaluation of the performance of laborato-
ries for specific measurements, tests, cali-
brations, examinations, inspections or
sampling;

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

c) establishment of the effectiveness of me-
asurement or test methods and the
comparability of measurement or test re-
sults;

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

e) identification of differences in measure-
ment or test results;

f) education of participating laboratories
based on the outcomes of such compari-
sons;

g) validation of measurement uncertainty
claims.
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Pre nasledujice typy medzilaboratérnych po-
rovnavani sa termin PT zvycajne nepouziva,
pretoZe kompetentnost laboratéria sa musi sta-
novit vopred, aby sa zabezpecila platnost me-
rani alebo skusok, ako aj metrologicka nadvaz-
nost pridelenych hodnot:

h) hodnotenia vykonnostnych charakteristik
meracej alebo skdSobnej metddy (¢asto oz-
nacované ako medzilaboratérne Studie);

i) priradenia hodnot k referen¢nym materia-
lom;

j) podpory vyhlaseni o ekvivalentnosti me-
rani vykonanych narodnymi metrologic-
kymi institatmi (NMI) alebo nimi urceny-
mi institdtmi (DI) prostrednictvom ,kI-
¢ovych a doplnkovych porovnavani®, ktoré
sa vykonavaju v zastipeni Medzinarod-
ného uradu pre vdhy a miery (BIPM)
a pridruZenych regionalnych metrologic-
kych organizacii (RMO).

Uznava sa, Ze medzilaboratérne porovnavanie
na ucely h), i) a j) moZu prispiet k nezavislému
preukazaniu kompetentnosti laboratérii. PoZia-
davky tohto dokumentu moZno uplatnit pri
mnohych ¢innostiach odborného planovania
a funkénych ¢innostiach.

Tento dokument tieZ pozaduje, aby poskytovate-
lia PT na zaklade svojich skdsenosti planovali
a zavadzali opatrenia na zvladanie rizik a prilezi-
tosti. Zvladanie rizik aj prilezitosti vytvara za-
klad pre zvySenie efektivnosti systému manazér-
stva, dosiahnutie lepSich vysledkov a predcha-
dzanie zavaznym incidentom. Poskytovatel PT je
zodpovedny za rozhodnutie o tom, ktorym rizi-
kam a prilezitostiam sa bude venovat.

Potreba trvalej dévery vo vykonnost laboratéria
je nevyhnutna nielen pre laboratdéria a ich zakaz-
nikov, ale aj pre d’alSie zainteresované strany,
ako su regulacné organy, akreditacné organy
a iné organizacie, ktoré Specifikuju poziadavky
na laboratéria. Vacsina poziadaviek v tomto do-
kumente sa primerane vztahuje na tieto rozvi-
jajuce sa oblasti, najma pokial ide o manazér-
stvo, planovanie a navrhy, pracovnikov, zabez-
pecenie platnosti vysledkov a hodnotenie vykon-
nosti a d'alSie hl'adiska.

Cielom tohto dokumentu je poskytnut vSetkym
zainteresovanym stranam jednotny zaklad na
urcenie kompetentnosti organizacii, ktoré po-
skytuju PT.

STN EN ISO/IEC 17043: 2024

For the following types of interlaboratory com-
parisons, the term PT does not usually apply
because laboratory competence must be estab-
lished in advance, in order to ensure the validity
of measurements or tests as well as the metrolo-
gical traceability of assigned values:

h) evaluation of the performance characteris-
tics of a measurement or test method (of-
ten described as collaborative trials);

i) assignment of values to reference materi-
als;

j) support for statements of the equivalence
of measurements of National Metrology
Institutes (NMlIs), or their Designated In-
stitutes (DIs) through “key and supple-
mentary comparisons”, conducted on be-
half of the International Bureau of Weights
and Measures (BIPM) and associated Re-
gional Metrology Organizations (RMOs).

It is recognized that interlaboratory compari-
sons for purposes h), i) and j) can contribute to
independent demonstrations of laboratory com-
petence. 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. Ad-
dressing both risks and opportunities estab-
lishes a basis for increasing the effectiveness of
the management system, achieving improved re-
sults 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 laborato-
ries and their customers but also for other inte-
rested parties, such as regulators, accreditation
bodies and other organizations that specify re-
quirements for laboratories. Most of the requi-
rements in this document apply to those evol-
ving areas, especially regarding management,
planning and design, personnel, assuring validity
of results and performance evaluations, confi-
dentiality and other aspects, as appropriate.

This document is intended to provide a con-sis-
tent basis for all interested parties to determine
the competence of organizations that provide PT.
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V tomto dokumente sa pouZivaju tieto slovesné
tvary:

- ,musi“ vyjadruje poziadavku;
- ,ma byt vyjadruje odporucanie;
- ,smie" vyjadruje povolenie;

- ,mobze" vyjadruje moznost alebo schop-
nost.

Blizsie informacie st uvedené v casti 2 smernic
ISO/IEC.

1 Predmet

Tento dokument Specifikuje vSeobecné pozia-
davky na kompetentnost a nestrannost poskyto-
vatel'ov skusania sposobilosti (PT) a konzistent-
nu ¢innost v ramci vSetkych programov skusa-
nia spdsobilosti. Tento dokument sa moZe pouzi-
vat' ako zaklad pre Specifické technické poZzia-
davky pre konkrétne oblasti pouzitia.

PouZzivatelia programov skudsSania spdsobilosti,
regulacné organy, organizacie a programy vyuZi-
vajuce vzajomné posudzovanie, akreditacné
organy a iné subjekty mozu tieto poziadavky po-
uzivat na potvrdenie alebo uznavanie kompe-
tentnosti poskytovatel'ov skiSania sposobilosti.

2 Normativne odkazy

Na nasledujice dokumenty sa odkazuje v texte
takym spdsobom, Ze ich ¢ast alebo cely obsah je
zahrnuty do poziadaviek tohto dokumentu. Pri
datovanych odkazoch sa pouziva iba citované vy-
danie. Pri nedatovanych odkazoch sa pouziva
najnovsie vydanie citovaného dokumentu (vra-
tane akychkol'vek zmien).

ISO/IEC 17000: 2020 Posudzovanie zhody. Slov-
nik a vSeobecné zasady.

ISO/IEC 17025: 2017 VSeobecné poziadavky na
kompetentnost skisobnych a kalibra¢nych labo-
ratorii.

ISO 17034 VSeobecné poziadavky na kompeten-
tnost vyrobcov referencnych materialov

ISO/IEC Guide 99: 2007 Medzinarodny metrolo-
gicky slovnik. Zakladné a vSeobecné pojmy a su-
visiace terminy (VIM).

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 Scope

This document specifies general requirements
for the competence and impartiality of profi-
ciency testing (PT) providers and consistent
operation of all proficiency testing schemes. This
document can be used as a basis for specific tech-
nical requirements for particular fields of appli-
cation.

Users of proficiency testing schemes, regulatory
authorities, organizations and schemes using
peer-assessment, accreditation bodies and others
can use these requirements in confirming or re-
cognizing 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 con-
tent constitutes requirements of this document.
For dated references, only the edition cited ap-
plies. For undated references, the latest edition
of the referenced document (including any
amendments) applies.

ISO/IEC 17000 Conformity assessment - Vocabu-
lary and general principles

ISO/IEC 17025 General requirements for the
competence of testing and calibration laborato-
ries

ISO 17034 General requirements for the compe-
tence of reference material producers

ISO/IEC Guide 99 International vocabulary of
metrology - Basic and general concepts and asso-
ciated terms (VIM).
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