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17025:2000 ma status Ceské technické normy.

This standard is the Czech version of the European Standard EN ISO/IEC 17025:2000. The European
Standard EN ISO/IEC 17025:2000 has the status of a Czech Standard.

Nahrazeni pfedchozich norem

Tato norma nahrazuje CSN EN 45001 (01 5253) z 1991-05-14.

(c) Cesky normalizacni institut,

2001 60915
Podle zdkona ¢. 22/1997 Sb. sméji byt Ceské technické normy rozmnozovany

a rozéifovany jen se souhlasem Ceského normaliza¢niho institutu.
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Citované normy

ISO 9001:1994 prevzata do EN ISO 9001:1994 zavedené v CSN EN I1SO 9001:1995 (01 0321) Systémy
jakosti - Model zabezpecovani jakosti pfi navrhu, vyvoji, vyrobé, instalaci a servisu

ISO 9002:1994 prevzata do EN ISO 9002:1994 zavedené v CSN EN 1SO 9002:1995 (01 0322) Systémy
jakosti - Model zabezpecovani jakosti pfi vyrobé, instalaci a servisu

ISO/IEC Guide 2:1996 prejimé EN 45020:1998 zavedenou v CSN EN 45020:1999 (01 0101) Normalizace a
souvisici Cinnosti - VSeobecny slovnik

VIM (International Vocabulary of Basic and General Terms in Metrology) zaveden v CSN 01 0115
Mezinarodni slovnik zakladnich a vseobecnych terminl v metrologii

Upozornéni na narodni poznamky

Do normy byly ke kapitole Uvod a k ¢lankdim 5.4.5.3 a 5.8 doplnény informativni narodni pozndmky.
Vypracovani normy

Zpracovatel: Petrasova Brno, ICO 404 48 584, Ivana Petrasova

Technickd normaliza¢ni komise: TNK 6 Rizeni jakosti

Pracovnik Ceského normaliza¢niho institutu: Ing. Jaroslav Skopal, CSc.
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EVROPSKA NORMA
EN ISO/IEC 17025

EUROPEAN STANDARD
Kvéten 2000

NORME EUROPEENNE
EUROPAISCHE NORM

ICS 03.120.20; 19.020 Nahrazuje EN
45001:1989

Vseobecné pozadavky na zplsobilost zkuSebnich a kalibrac¢nich laboratori

(ISO/IEC 17025:1999)

General requirements for the competence of testing and calibration laboratories (ISO/IEC
17025:1999)

Prescriptions générales concernant la Allgemeine Anforderungen an die Kompetenz
compétence des laboratoires d'étalonnage et von Prif- und Kalibrierlaboratorien (ISO/IEC
d'essais (ISO/IEC 17025:1999) 17025:1999)

Tato evropska norma byla schvalena CEN 1999-12-06 a CENELEC 2000-03-07 .

Clenové CEN/CENELEC jsou povinni splnit Vnitini pfedpisy CEN/CENELEC, v nichZ jsou stanoveny
podminky, za kterych se musi této evropské normé bez jakychkoli modifikaci dat status narodni



normy. Aktualizované seznamy a bibliografické citace tykajici se téchto narodnich norem Ize obdrzet
na vyzadani v Ustfednim sekretaridtu nebo u kteréhokoli ¢lena CEN/CENELEC.

Tato evropska norma existuje ve trech oficialnich verzich (anglické, francouzské, némecké). Verze v
kazdém jiném jazyce prelozena ¢lenem CEN/CENELEC do jeho vlastniho jazyka, za kterou zodpovida a
kterou notifikuje Ustfednimu sekretaridtu, ma stejny status jako oficidIni verze.

Cleny CEN/CENELEC jsou narodni normaliza¢ni organy Belgie, Ceské republiky, Dénska, Finska,
Francie, Irska, Islandu, Italie, Lucemburska, Némecka, Nizozemska, Norska, Portugalska, Rakouska,
Recka, Spojeného krélovstvi, Spanélska, Svédska a Svycarska.

CEN CENELEC

Evropsky vybor pro normalizaci Evropsky vybor pro normalizaci v
European Committee for Standardization elektrotechnice

Comité Européen de Normalisation European Committee for Electrotechnical
Europaisches Komitee fir Normung Standardization

Ustiedni sekretariat: rue de Stassart 36, Comité Européen de Normalisation
B-1050 Brusel Electrotechnique

Europaisches Komitee fiir
Elektrotechnische Normung
Ustfedni sekretarit: rue de Stassart 35,
B-1050 Brusel
)c( 2000 CEN/CENELEC Veskera prava pro vyuziti v jakékoli formé Ref. ¢. EN ISO/IEC
17025:2000 E
a v jakémkoli mnozstvi jsou vyhrazena narodnim
¢lenlim CEN a ¢lendim CENELEC.
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Predmluva

Foreword

Text mezinarodni normy ISO/IEC byl
vypracovan vyborem CASCO "Vybor pro
posuzovani shody" ve spolupraci s technickou
komisi CEN/CLC/TC 1 "Kritéria pro organy
provadéjici posuzovani shody", jejiz
sekretariat zajistuje NSF.

Tato evropska norma nahrazuje EN
45001:1989

The text of the International Standard ISO/IEC
has been prepared by 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 NSF.

This European Standard supersedes EN
45001:1989

Této evropské norme je nutno nejpozdeji do
listopadu 2000 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 nutno
zrusit nejpozdéji do listopadu 2000.

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
2000, and conflicting national standards shall
be withdrawn at the latest by November
2000.

Podle Vnitrnich predpist CEN/CENELEC jsou
tuto evropskou normu povinny zavést narodni
normalizacCni organizace nasledujicich zemi:
Belgie, Ceské republiky, Danska, Finska,
Francie, Irska, Islandu, Italie, Lucemburska,
Némecka, Nizozemska, Norska, Portugalska,
Rakouska, Recka, Spojeného krélovstvi,
Spanélska, Svédska a Svycarska.

According to the CEN/CENELEC Internal
Regulations, the national standards
organizations of the following countries are
bound to implement this European Standard:
Austria, Belgium, Czech Republic, Denmark,
Finland, France, Germany, Greece, Iceland,
Ireland, Italy, Luxembourg, Netherlands,
Norway, Portugal, Spain, Sweden, Switzerland
and the United Kingdom.

Oznameni o schvaleni

Endorsement notice

Text mezinarodni normy ISO/IEC 17025:1999
byl schvalen CEN a CENELEC jako evropska
norma bez jakychkoli modifikaci.

The text of the International Standard ISO/IEC
17025:1999 was approved by CEN and
CENELEC as a European Standard without
any modification.

POZNAMKA Normativni odkazy na mezinarodni normy
jsou uvedeny v pfiloze ZA (normativni).

NOTE Normative reference to International Standards
are listed in annex ZA (normative).
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Tato mezinarodni norma je zpracovana na
zakladé vysledku rozsahlych zkuSenosti s
uplat-novanim Pokynu ISO/IEC 25 a EN
45001, které nahrazuje. Obsahuje vSechny
pozadavky, které musi zkuSebni a kalibra¢ni
laboratore splfiovat, pokud chtéji prokazat, ze
provozuji systém jakosti, ze jsou odborné
zpUsobilé a schopné dosahovat technicky
platnych vysledkd.

This International Standard has been
produced as the result of extensive
experience in the implementation of ISO/IEC
Guide 25 and EN 45001, both of which it now
replaces. It contains all of the requirements
that testing and calibration laboratories have
to meet if they wish to demonstrate that they
operate a quality system, are technically
competent, and are able to generate
technically valid results.

Akreditacni organy, které uzndavaji
zpUsobilost zkusebnich a kalibrac¢nich
laboratori, maji pouzivat tuto mezinarodni
normu jako zaklad pro jejich akreditaci. V
kapitole 4 jsou stanoveny pozadavky na
spolehlivy management. V kapitole 5 jsou
stanoveny pozadavky na odbornou zpUsobilost
laboratore provadeét urcity typ zkousek a/nebo
kalibraci.

Accreditation bodies that recognize the
competence of testing and calibration
laboratories should use this International
Standard as the basis for their accreditation.
Clause 4 specifies the requirements for sound
management. Clause 5 specifies the
requirements for technical competence for
the type of tests and/or calibrations the
laboratory undertakes.

Narlst vyuzivani systému jakosti obecné
zvysil potfebu zajistit, aby laboratore, které
jsou soucdsti vétsich organizaci nebo nabizeji
i jiné sluzby, dovedly pracovat podle systému
jakosti, ktery Ize povazovat za shodny s ISO
9001 nebo ISO 9002 a také s touto
mezinarodni normou. Proto byla vénovana
pozornost tomu, aby byly zahrnuty vSechny
pozadavky z ISO 9001*) a ISO 9002", které se
vztahuji k predmétu Cinnosti zkusebnich a
kalibracnich laboratofi, které jsou pokryty
systémem jakosti laboratore.

The growth in use of quality systems
generally has increased the need to ensure
that laboratories which form part of larger
organizations or offer other services can
operate to a quality system that is seen as
compliant with ISO 9001 or ISO 9002 as well
as with this International Standard. Care has
been taken, therefore, to incorporate all
those requirements of ISO 9001 and I1SO 9002
that are relevant to the scope of testing and
calibration services that are covered by the
laboratory's quality system.

Cinnost zkusebnich a kalibra¢nich laboratof,
které vyhovuji této mezinarodni normé, se
provadi podle 1ISO 9001 nebo ISO 9002.

Testing and calibration laboratories that
comply with this International Standard will
therefore also operate in accordance with 1ISO
9001 or ISO 9002.

Certifikace podle 1ISO 9001 a ISO 9002 sama o
sobé neni prokazanim zpUsobilosti laboratore
dosahovat technicky platnych Gdajd a
vysledkd.

Certification against 1ISO 9001 and I1SO 9002
does not of itself demonstrate the
competence of the laboratory to produce
technically valid data and results.

Prejimani vysledkl zkouseni a kalibraci mezi
jednotlivymi zemémi se usnadni, pokud
laboratore spini tuto mezinarodni normu a
pokud ziskaji akreditaci od organ(, které
uzavrely dohody o vzajemném uznavani s
podobnymi organy v jinych zemich, které
rovneéz vyuzivaji tuto normu.

The acceptance of testing and calibration
results between countries should be
facilitated if laboratories comply with this
International Standard and if they obtain
accreditation from bodies which have entered
into mutual recognition agreements with
equivalent bodies in other countries using
this International Standard.

Pouziti této mezinarodni normy usnadni
spolupraci mezi laboratoremi a jinymi organy
a napom{ze pfi vyméné informaci a
zkusSenosti a pfi harmonizaci norem a
postupd.

The use of this International Standard will
facilitate cooperation between laboratories
and other bodies, and assist in the exchange
of information and experience, and in the
harmonization of standards and procedures.




*)  NARODNi POZNAMKA Norma se odkazuje na vydani SO 9001:1994, ISO 9002:1994 a I1SO

8402:1994. Vybor ISO/CASCO a CEN/CLC/TC 1 pfipravuje Upravu této normy podle norem

souboru 1SO 9000:2000.
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1 Pfredmét normy

1 Scope

1.1 Tato mezinarodni norma stanovi
vSeobecné pozadavky na zpUsobilost
provadeét zkousky a/nebo kalibrace, vCetné
vzorkovani. Norma se tyka zkouseni a
kalibrace, které jsou provadény pomoci
normalizovanych metod, nenor-malizovanych
metod a metod vyvinutych laboratoremi.

1.1 This International Standard specifies the
general requirements for the competence to
carry out tests and/or calibrations, including
sampling. It covers testing and calibration
performed using standard methods, non-
standard methods, and laboratory-developed
methods.

1.2 Tato mezinarodni norma je pouzitelna ve
vSech organizacich, které provadeéji zkousky
a/nebo kalibrace. Mezi tyto organizace patfi
napriklad laboratore zastavajici Ulohu prvni,
druhé a treti strany a laboratore, ve kterych
je zkouSeni a/nebo kalibrace soucasti
inspekce a certifikace vyrobkd.

1.2 This International Standard is applicable
to all organizations performing tests and/or
calibrations. These include, for example, first-
, second- and third-party laboratories, and
laboratories where testing and/or calibration
forms part of inspection and product
certification.

Tato mezindrodni norma je pouzitelna ve
vSech laboratorich bez ohledu na pocet jejich
pracovnikl nebo na predmét zkusebnich
nebo kalibracnich Cinnosti. Pokud laborator
neprovadi jednu nebo vice Cinnosti
popsanych v této mezindrodni norme, napf.
vzorkovani a navrh/vyvoj novych metod,
pozadavky prislusnych ustanoveni neplati.

This International Standard is applicable to all
laboratories regardless of the number of
personnel or the extent of the scope of
testing and/or calibration activities. When a
laboratory does not undertake one or more of
the activities covered by this International
Standard, such as sampling and the
design/development of new methods, the
requirements of those clauses do not apply.

1.3 Poznamky uvedené v této normé
poskytuji vysvétleni znéni textu, prikladd a
navodd. Pozndmky neobsahuji pozadavky a
nejsou nedilnou soucdsti této mezinarodni
normy.

1.3 The notes given provide clarification of
the text, examples and guidance. They do not
contain requirements and do not form an
integral part of this International Standard.

1.4 Tato mezindrodni norma je urcena k
vyuZiti laboratoremi pfi rozvoji jejich systémi
jakosti a spravnich a technickych systémd,
kterymi fidi své Cinnosti. Zakaznici laboratoff,
ridici organy a akreditacni organy ji mohou
téZ vyuzivat, a to pfi potvrzovani nebo
uznavani zplsobilosti laboratofi.

1.4 This International Standard is for use by
laboratories in developing their quality,
administrative and technical systems that
govern their operations. Laboratory clients,
regulatory authorities and accreditation
bodies may also use it in confirming or
recognizing the competence of laboratories.

1.5 Touto mezindrodni normou neni fesen
soulad s pozadavky predpist ani s pozadavky
na bezpecnost, které se tykaji Cinnosti
laboratofi.

1.5 Compliance with regulatory and safety
requirements on the operation of laboratories
is not covered by this International Standard.




1.6 Pokud zkusSebni a kalibracni laboratore
splnuji poZzadavky této mezinarodni normy,
pak v oblasti svych zkuSebnich a kalibra¢nich
cinnosti provozuji systém jakosti, ktery
rovnéz splhuje pozadavky ISO 9001, jestlize
se zabyvaji navrhem/vyvojem novych metod
a/nebo vyvojem zkusebnich program{
vyuzivajicich jak normalizované, tak
nenormalizované zkusSebni a kalibracni
metody, a spliuje pozadavky I1SO 9002,
jestlize vyuzivaji pouze normalizované
metody. Pfiloha A obsahuje vzajemné odkazy
mezi touto mezinarodni normou a normami
ISO 9001 a ISO 9002. ISO/IEC 17025 obsahuje
rlzné pozadavky na odbornou zpdsobilost,
které nejsou obsazeny v ISO 9001 a ISO
9002.

1.6 If testing and calibration laboratories
comply with the requirements of this
International Standard they will operate a
quality system for their testing and
calibration activities that also meets the
requirements of ISO 9001 when they engage
in the design/development of new methods,
and/or develop test programmes combining
standard and non-standard test and
calibration methods, and I1SO 9002 when they
only use standard methods. Annex A provides
nominal cross-references between this
International Standard and ISO 9001 and ISO
9002. ISO/IEC 17025 covers several technical
competence requirements that are not
covered by ISO 9001 and ISO 9002.

POZNAMKA 1 S cilem zajistit shodny zptisob uplatfiovani
pozadavk( miZe byt zapotrebi vysvétlit nebo
interpretovat urcité pozadavky této mezinarodni

NOTE 1 It might be necessary to explain or interpret
certain requirements in this International Standard to
ensure that the requirements are applied in
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normy. Navod na stanoveni pozadavki pro specifické
oblasti, zejména pro akreditacni organy (viz 4.1.3 v
Pokynu ISO/IEC 58:1993), je uveden v pfiloze B.

a consistent manner. Guidance for establishing
applications for specific fields, especially for
accreditation bodies (see ISO/IEC Guide 58:1993, 4.1.3)
is given in annex B.

POZNAMKA 2 Chce-li laboratoF ziskat akreditaci pro ¢ast
svych zkuSebnich a kalibra¢nich ¢innosti nebo pro
vSechny tyto Cinnosti, ma si zvolit akreditacni organ,
jehoz Cinnost je v souladu s Pokynem ISO/IEC 58.

NOTE 2 If a laboratory wishes accreditation for part or
all of its testing and calibration activities, it should
select an accreditation body that operates in
accordance with ISO/IEC Guide 58.




