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EESSONA EN ISO/IEC 17025:2000

Rahvusvahelise standardi ISO/IEC 17025
teksti on ette valmistanud Vastavus-
hindamise komitee CASCO koostdds teh-
nilise komiteega CEN/CLC TC | “Kritee-
riumid vastavushindamise organitele”,
kelle sekretariaati haldab NSF.

See Euroopa standard asendab
standardit EN 45001:1989.

Sellele Euroopa standardile tuleb anda
rahvusstandardi  staatus identse teksti
avaldamise voi joustumisteatega hiljemalt
novembriks 2000 ning sellega vastuolus
olevad riigistandardid peavad olema
tihistatud samuti hiljemalt novembriks
2000.

Vastavalt CEN/CENELEC-i sisereeglitele
peavad selle Euroopa standardi v&tma
kasutusele jargmiste riikide rahvuslikud
standardiorganisatsioonid: Austria,
Belgia, TSehhi Vabariik, Taani, Soome,
Prantsusmaa, Saksamaa, Kreeka, Island,
lirimaa, Itaalia, Luksemburg, Holland,
Norra, Portugal, Hispaania, Rootsi, Sveits
ja Uhendkuningriik.

Joustumisteade

Rahvusvahelise standardi  ISO/IEC
17025:1999 teksti on CEN ja CENELEC
Euroopa standardiks vastu vétnud ilma
tihegi muudatuseta.

Mirkus. Normiviited rahvusvahelistele
standarditele on antud normilisas ZA.

EVS-EN ISO/IEC 17025:2000

FOREWORD EN ISO/IEC 17025:2000

The text of the International Standard
ISO/IEC 17025 has been prepared by
CASCO "Committee on Conformity
Assessment” in collaboration with Tech-
nical 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.

This European Standard shall be given
the status of a national standard, either by
publication of an identical text or by en-
dorsement, at the latest by November
2000, and conflicting national standards
shall be withdrawn at the latest by
November 2000.

According to the CEN/CENELEC Inter-
nal Regulations, the national standards
organizations of the following countries
are bound to implement this European
Standard: Austria, Belgium, Czech Re-
public, Denmark, Finland, France, Ger-
many, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Por-
tugal, Spain, Sweden, Switzerland and the
United Kingdom.

Endorsement notice

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

NOTE. Normative references to Inter-
national Standards are listed in annex ZA
(normative).
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EESSONA ISO/IEC 17025:1999

ISO  (Rahvusvaheline
nisatsioon) ja IEC (Rahvusvaheline
Elektrotehnikakomisjon)  moodustavad
spetsialiseeritud siisteemi iilemaailmseks
standardimiseks. Rahvuslikud organid,
kes on ISO voi IEC liikmed, osalevad
rahvusvaheliste standardite koostamises
vastava organisatsiooni poolt konkreet-
sete  tehniliste tegevuste valdkonna
kisitlemiscks  moodustatud  tehniliste
komiteede kaudu. ISO ja IEC tehnilised
komiteed teevad koostood vastastikust

Standardiorga-

huvi pakkuvates valdkondades. Muud
rahvusvahelised valitsus- ja valitsus-
viilised organisatsioonid, kes teevad

koostdod ISO ja IEC-ga, osalevad samuti
selles t60s.

Rahvusvahelisi standardeid koostatakse
ISO/IEC direktiivi osas 3 toodud reeglite
kohaselt.

Tehniliste komiteede poolt heakskiidetud
rahvusvaheliste  standardite kavandid
saadetakse litkmesorganitele hidletuseks.
Rahvusvahelise standardina avaldamine
nduab vihemalt 75 % hiidletamises osale-
nud litkmesorganite heakskiitu.

On pooratud tihelepanu voimalusele, et
mdned selle rahvusvahelise standardi
elemendid vdivad olla patendidiguse
subjektiks. ISO-d ja IEC-d ei saa pidada
vastutavaks mone vOi kdoigi taoliste
patendidiguste identifitseerimise eest.

Rahvusvahelise standardi ISO/IEC 17025
on ette valmistanud ISO/CASCO Vasra-
vushindamiskomitee.

ISO/IEC 17025 esmaviiljaanne tiihistab ja
asendab ISO/TEC juhendi 25:1990.

Selle rahvusvahelise standardi lisad A ja
B on ainult informatsiooniks.

FOREWORD ISO/IEC 17025:1999

ISO (the International Organization for
Standardization) and IEC (the Interna-
tional 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, govern-
mental and non-governmental, in liaison
with ISO and IEC, also take part in the
work.

International Standards are drafted in
accordance with the rules given in the
ISO/IEC Directives, Part 3.

Draft International Standards adopted by
the technical committees are circulated to
member bodies for voting. Publication as
an International Standard requires appro-
val by at least 75 % of the member bodies
casting a vote.

Attention is drawn to the possibility that
some of the elements of this International
Standard may be the subject of patent
rights. ISO and IEC shall not be held
responsible for identifying any or all such
patent rights.

International Standard ISO/IEC 17025
was prepared by ISO/CASCO, Committee
on Conformity Assessment.

This first edition of ISO/IEC 17025
cancels and replaces ISO/IEC Guide
25:1990.

Annexes A and B of this International
Standard are for information only.



SISSEJUHATUS

See rahvusvaheline standard tootati vilja
ISO/TEC Guide 25 ja EN 45001, mida ta
praegu asendab, rakendamise laiaulatus-
like kogemuste tulemusena. See sisaldab
koiki noudeid, mida katse- ja kalib-
reerimislaborid peavad jargima, kui nad
soovivad demonstreerida, et nad tegut-
sevad kvaliteedisiisteemni kohaselt, on
tehniliselt kompetentsed ja vdimelised
véljastama tehniliselt kehtivaid tulemusi.

Akrediteerimisorganid, kes tunnustavad
katse- ja kalibreerimislaborite kompe-
tentsust, peaksid kasutama kéesolevat
rahvusvahelist standardit akrediteerimise
alusena. Jaotis 4 mdidratleb nduded
sobivaks juhtimiseks. Jaotis 5 miiratleb
tehnilise kompetentsuse nduded labori
poolt  sooritatavate  katsete = ja/vdi
kalibreerimiste tiilipidele.

Uldine kvaliteedisiisteemide kasutamise
kasv on suurendanud vajadust tagada, et
laborid, mis moodustavad osa suuremast
organisatsioonist vdi pakuvad muid
teenuseid, tegutseksid kvaliteedisiisteemi
kohaselt, mida loetakse vastavaks ISO
9001-le voi ISO 9002-le, samuti sellele
standardile. Seetdttu on piititud ithendada
ISO 9001 ja ISO 9002 need nduded, mis
on asjakohased katse- ja kalibreerimis-
teenuste suhtes, mis on holmatud labori
kvaliteedisiisteemiga.

Seega tegutsevad selle standardi nduetele
vastavad katse- ja kalibreerimislaborid
tihtlasi kooskdlas ISO 9001 voi

ISO 9002-ga.

Sertifitseerimine ISO 9001 ja ISO 9002
kohaselt iseendast ei tdesta labori kompe-
tentsust viljastada tehniliselt kehtivaid
andmeid ja tulemusi.

EVS-EN ISO/IEC 17025:2000

INTRODUCTION

This International Standard has been pro-
duced as the result of extensive experien-
ce 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.

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

The growth in use of quality systems ge-
nerally 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 incor-
porate all those requirements of ISO 9001
and ISO 9002 that are relevant to the
scope of testing and calibration services
that are covered by the laboratory's
quality system.

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

Certification against ISO 9001 and ISO
9002 does not of itself demonstrate the
competence of the laboratory to produce
technically valid data and results.
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Riikidevahelist katse- ja kalibreerimis-
tulemuste aktsepteerimist peaks soodusta-
ma laborite vastavus k#esolevale rahvus-
vahelisele standardile ja akrediteeringu
saamine organitelt, kes osalevad vastasti-
kuse tunnustamise lepingutes teiste
ritkide samaviirsete organitega, kes
kasutavad seda rahvusvahelist standardit.

Selle rahvusvahelise standardi kasuta-
mine soodustab koostodd laborite ja teiste
organite vahel ning aitab kaasa teabe- ja
kogemustevahetusele ja standardite ning
protseduuride harmoniseerimisele.

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

The use of this International Standard will
facilitate cooperation between labo-
ratories and other bodies, and assist in the
exchange of information and experience,
and in the harmonization of standards and
procedures.
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EVS-EN ISO/IEC 17025:2000

KATSE- JA KALIBREERIMISLABORITE KOMPETENSUSE ULDNOUDED

General requirements for the competence of testing and calibration laboratories

Kiéesolev standard on identne

EN ISO/IEC 17025:2000-ga ja see on
vilja antud CEN-i loal.

Euroopa standard EN ISO/IEC:2000 on
voetud kasutusele Eesti standardina

This standard is identical with

EN ISO/IEC 17025:2000. The standard
is published with permission of CEN.
The European Standard EN ISO/IEC
17025:2000 has the status of an
Estonian national standard

Tdlgendamise erimeelsuste korral on
kehtiv ingliskeelne tekst

In case of interpretation disputes the
English text applies

1 KASUTUSALA

1.1 See standard médratleb uldised
kompetentsusnduded katsete ja/vGi kalib-
reerimiste, k.a proovivotu, ldbiviimiseks.
Standard hdlmab katseid ja kalibreerimisi,
mille ldbiviimisel kasutatakse standardseid,
mittestandardseid vGi laboris viljaaren-
datud meetodeid.

1.2 See standard on rakendatav koigi
katseid ja/vdi kalibreerimisi teostavate
organisatsioonide puhul. Nende hulka
kuuluvad niditeks esimese, teise ja
kolmanda osapoole laborid ja laborid, kus
katsetamine ja/vGi kalibreerimine moo-
dustab osa inspekteerimisest ja toote
sertifitseerimisest.

See standard on rakendatav koigile
laboritele, sdltumata labori  personali
suurusest ja katse- ja/voi kalibreerimis-
tegevuse ulatusest. Kui labor ei viljele iiht
vO0l enamat selle standardiga hdolmatud
tegevust, nt proovivottu ja uute meetodite
viljatdotamist/arendamist, siis vastavate
jaotiste noudeid ei kohaldata.

1 SCOPE

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 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.

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 requi-
rements of those clauses do not apply.

Eesti Standardikeskus

Ametlik viljaanne
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1.3  Standardis toodud  mirkused
selgitavad teksti, nditeid ja juhiseid. Need
ei sisalda ndudeid ega moodusta kiesoleva
standardi lahutamatut osa.

1.4 See standard on ette nihtud
kasutamiseks laborite poolt nende tegevust
haldavate kvaliteedi-, juhtimis- ja eriala-

siisteemide  viiljaarendamisel. ~ Labori
kliendid,  vdimuorganid ja  akredi-
teerimisorganid  vdivad seda samuti

kasutada laborite kompetentsuse kinni-
tamisel vGi tunnustamisel.

1.5 See standard ei holma laborite
tegevuse vastavust kohustuslikele ja
ohutusnduetele.

1.6  Kui katse- ja kalibreerimislaborid
vastavad selle standardi nduetele, raken-
davad nad oma katse- ja kalibreerimis-
tegevuses kvaliteedisiisteemi, mis vastab
ka ISO 9001 nduetele, kui nad tegelevad
uute meetodite véljatdotamise/arendamise
ja/voéi katseprogrammide arendamisega,
kombineerides standardseid ja mittestan-
dardseid katse- ja kalibreerimismeetodeid
ja ISO 9002 nduetele kui nad kasutavad
ainult standardmeetodeid. Lisas A on
toodud selle standardi ja ISO 9001 ning

ISO 9002 vahelised ristviited. ISO/IEC
17025  hd8lmab  mitmeid  tehnilise
kompetentsuse ndudeid, mis ei ole

hélmatud ISO 9001 ega ISO 9002 poolt.

Mirkus 1. Vajalik vdib olla selgitada vai
tdlgendada selles standardis esitatud teatud
ndudeid tagamaks, et ndudeid rakendatakse
jarjekindlalt. Juhis rakenduste vilja-
tootamiseks spetsiifilistele aladele, eriti
akrediteerimisorganitele

(vt ISO/MIEC juhend 58:1993, 4.1.3) on
toodud lisas B.

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

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

1.6  If testing and calibration labora-
tories 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 ISO 9002
when they only use standard methods.
Annex A provides nominal cross-
references - between this International
Standard and ISO 9001 and ISO 9002.
ISO/TEC 17025 covers several technical
competence requirements that are not
covered by ISO 9001 and
ISO 9002.

NOTE 1. It might be necessary to explain
or interpret certain requirements in this
International Standard to ensure that the
requirements are applied in a consistent
manner. Guidance for establishing appli-
cations for specific fields, especially for
accreditation bodies (see ISO/IEC Guide
58:1993, 4.1.3) is given in annex B.



Mirkus 2. Kui labor soovib akrediteerimist
osale vdi  kogu oma katse- ja
kalibreerimistegevusele, peaks ta valima
akrediteerimisorgani, mis tegutseb vasta-
vuses ISO/IEC juhendiga 58.

2 NORMIVIITED

Jirgmised normdokumendid sisaldavad
gitteid, mis kiesolevas tekstis antud
viidete kaudu moodustavad selle standardi
sitted. Dateeritud viidete korral ei rakendu
nende publikatsioonide muudatused voi
uustootiused. Siiski on sellele standardile
pohinevate lepingute osapooled julgus-
tatud uurima voOimalusi rakendamaks all-
toodud normdokumentide uusimaid
viljaandeid. Dateerimata viidete puhul
kehtib viidatud normdokumendi uusim
viljaanne. ISO ja IEC litkmed peavad
kehtivate standardite registrit.

ISO 9001:1994 Kvaliteedisiisteemid. Kva-
liteeditagamise ~ mudel  kavandamisel,
tootearendusel, tootmisel, paigaldamisel
ja teenindamisel.

ISO 9002:1994 Kvaliteedisiisteemid. Kva-
liteeditagamise mudel toormisel, paigal-
damisel ja teenindamisel.

ISO/IEC juhend 2 Standardimise ja stan-
dardimisega seotud tegevuste pohiterminid
ja -méisted.

VIM  Rahvusvaheline metroloogiaalaste
poOhi- ja iildterminite sénavara, viljaantud
BIPM, IEC, IFCC, ISO, IUPAC, TUPAP ja
OIML poolt.

Mirkus 1. Teised asjakohased standardid,
juhendid jne selle standardiga hdlmatud
tegevuste kohta on toodud kasutatud
kirjanduse loetelus.

EVS-EN ISO/IEC 17025:2000

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.

2 NORMATIVE REFERENCES

The following normative documents
contain  provisions  which, through
reference in this text, constitute pro-
visions of this International Standard. For
dated references, subsequent amendments
to, or revisions of, any of these
publications do not apply. However,
parties to agreements based on this
International Standard are encouraged to
investigate the possibility of applying the
most recent editions of the normative
documents indicated below. For undated
references, the latest edition of the nor-
mative document referred to applies.
Members of ISO and IEC maintain
registers of currently valid International
Standards.

ISO 9001:1994, Quality systems - Model
Jor  quality assurance in design,
development, production, installation and
servicing.

ISO 9002:1994, Quality systems - Model
for quality assurance in production,
installation and servicing.

ISO/IEC Guide 2, General terms and
their definitions concerning standardi-
zation and related activities.

VIM, International vocabulary of basic
and general terms in metrology, issued by
BIPM, IEC, IFCC, ISO, IUPAC, IUPAP
and OIML.

NOTE 1. Further related standards,
guides, etc. on subjects included in this
International Standard are given in the
bibliography.
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Mirkus 2. Tuleks mirkida, et selle
standardi viljatodtamise ajal oli eeldatav
ISO 9001 ja ISO 9002 uustddtluste

avaldamine 2000 aasta I6pus ISO
9001:2000 kujul. See olukord on
muutunud.

3 TERMINID JA MAARATLUSED

Selle = standardi  jaoks rakendatakse
ISO/IEC juhendi 2 ja VIM asjakohaseid
termineid ja médratlusi.

Mirkus. Kvaliteedialased pShiméiratlused
on toodud ISO 8402-s, kuna spetsiifilised
standardimise, sertifitseerimise ja laborite
akrediteerimisega seotud médratlused on
toodud ISO/IEC juhendis 2. Kui ISO
8402-s on toodud erinevad médratlused, on
eclistatud ISO/IEC juhendi 2 ja VIM
médratlused.

4 JUHTIMISNOUDED

4.1  Organisatsioon

4.1.1 Labor vdi organisatsioon, mille osa
ta on, peab olema juriidiliselt vastutus-
voimeline liksus.

4.1.2 Labori kohustus on ldbi viia oma
katse- ja kalibreerimistegevus kiesoleva
standardi nduete kohaselt ja rahuldades
kliendi, valitsusorganite v&i tunnustavate
organisatsioonide vajadusi.

4.1.3 Labori  juhtimissiisteem  peab
hdlmama t66, mida tehakse labori alalises
paiknemiskohas, viljaspool alalist paikne-
miskohta asuvas vOi ajutises  VOi
teisaldatavas asukohas.
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NOTE 2. It should be noted that when
this International Standard was being
developed, the revisions of ISO 9001 and
ISO 9002 were anticipated to be
published in late 2000 as a merged ISO
9001:2000. This is no longer the case.

3 TERMS AND DEFINITIONS

For the purposes of this International
Standard, the relevant terms and
definitions given in ISO/IEC Guide 2 and
VIM apply.

NOTE. General definitions related to
quality are given in ISO 8402, whereas
ISO/IEC Guide 2 gives definitions
specifically related to standardization,
certification and laboratory accreditation.
Where different definitions are given in
ISO 8402, the definitions in ISO/IEC
Guide 2 and VIM are preferred.

4 MANAGEMENT REQUIRE-
MENTS

4.1 Organization

4.1.1 The laboratory or the organization

of which it is part shall be an entity that
can be held legally responsible.

4.1.2 It is the responsibility of the
laboratory to carry out its testing and
calibration activities in such a way as to
meet the requirements of this Inter-
national Standard and to satisfy the needs
of the client, the regulatory authorities or
organizations providing recognition.

4.1.3 The laboratory  management
system shall cover work carried out in the
laboratory's permanent facilities, at sites
away from its permanent facilities, or in
associated temporary or mobile facilities.



