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EESSONA EN |SO/IEC 17025:2005

Sdle dokumendi on ette vamistanud
tehniline komitee 1SO/CASCO “Vastavus-
hindamiskomitee” koostoos tehnilise komi-
teega CEN/CLC/TC1 “Kriteeriumid vasta
vushindamisasutustele”, kelle sekretariadti
haldab SN.

Kéesolevale Eurcopa standardile tuleb anda
rahvusstandardi  staatus  identse  teksti
avaldamise Vvoi joustumisteatega hiljemalt
novembriks 2005 ning sellega vastuolus
olevad rahvusstandardid tuleb tiihistada
samuti hiljemalt novembriks 2005.

See dokument asendab standardi EN ISO/IEC
17025:2000.

Vastavalt CEN/CENELEC-i sisereeglitele
peavad selle Euroopa standardi  votma
kasutusele jargmiste riikide rahvuslikud
standardiorganisatsioonid: Austria, Belgia,
Eesti, Hispaania, Holland, lirimaa, Island,
Itaalia, Kreeka, Kiipros, Leedu, Luksemburg,
Lati, Malta, Norra, Poola, Portugal,
Prantsusmaa, Rootsi, Saksamaa, Slovakkia,
Sloveenia, Soome, Sveits, Taani, Tsehhi
Vabariik, Ungari ja Uhendkuningriik.

JOUSTUMISTEADE

ISO/IEC 17025:2005 tekst on heaks kiidetud
CEN-i ja CENELEC-i poolt kui EN ISO/IEC
17025:2005 ilma ithegi muudatuseta.

EESSONA |SO/IEC 17025:2005 (E)

ISO (Rahvusvaheline Standardiorganisat-
sioon) ja IEC (Rahvusvaheline Elektro-
tehnikakomigon) moodustavad spetsialisee-
ritud siisteemi iilemaailmseks standardi-
miseks. Rahvuslikud organisatsioonid, kes on
ISO voi IEC litkmed, osalevad rahvus-

FOREWORD EN ISO/IEC 17025:2005

This document (EN ISO/IEC 17025:2005)
has been prepared by Technica Committee
ISO/CASCO "Committee on conformity
assessment” in collaboration with Technical
Committee  CEN/CLC/TC1 “Criteria for
conformity  assessment  bodies”’, the
secretariat of which is held by SN.

This European Standard shall be given the
status of a national standard, either by
publication of an identica text or by
endorsement, at the latest by November 2005,
and conflicting national standards shall be
withdrawn at the latest by November 2005.

This document
17025:2000.

supersedes EN ISO/IEC

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

ENDORSEMENT NOTICE

The text of ISO/IEC 17025:2005 has been
approved by CEN and CENELEC as EN
ISO/IEC 17025:2005 without any modifi-
cations.

FOREWORD | SO/IEC 17025:2005 (E)

ISO (the International Organization for
Standardization) and IEC (the International
Electrotechnical Commission) form the
specialized system for worldwide standar-
dization. Nationa bodies that are members of
ISO or IEC participate in the development of



vaheliste standardite koostamises vastava
organisatsiooni poolt konkreetsete tehniliste
tegevuste valdkonna kisitlemiseks moodus-
tatud tehniliste komiteede kaudu. 1SO ja IEC
tehnilised  komiteed teevad  koostood
vastastikust huvi pakkuvates valdkondades.
Muud rahvusvahelised valitsus- ja valitsus-
vilised organisatsioonid, kes teevad koostood
ISO ja IEC-ga, osalevad samuti selles t60s.
Vastavushindamise  valdkonnas vastutab
rahvusvaheliste standardite ja juhendite
koostamise eest [SO Vastavushindamis-
komitee (CASCO).

Rahvusvaheliste  standardite  koostamise
reeglid on toodud ISO/IEC direktiivi teises
0Sas.

Tehniliste komiteede poolt heaks kiidetud
rahvusvaheliste standardite kavandid saade-
takse rahvuslikele liikmesorganisatsioonidele
hadletuseks. Rahvusvahelise  standardina
avaldamine nouab vidhemalt 75 % haileta-
mises osalenud liikmesorganisatsioonide
heakskiitu.

On vodimalik, e moned selle dokumendi
elemendid voivad olla  patendidiguse
subjektiks. 1SO-t e saa pidada vastutavaks
mone voOi koigi taoliste patendidiguste
kindl akstegemise eest.

Rahvusvahelise standardi I1SO/IEC 17025 on
ette vamistanud 1SO Vastavushindamis-
komitee (CASCO).

See saadeti hailetamiseks nii 1SO kui IEC
rahvuslikele organisatsioonidele ja kiideti
heaks mdlema organisatsiooni poolt.

Kéesolev teine viljaanne tiihistab ja asendab
esmaviljaande (ISO/IEC 17025:1999), mida
on tehniliselt revideeritud.

EVS-EN ISO/IEC 17025:2006

International Standards through technical
committees established by the respective
organization to deal with particular fields of
technical activity. ISO and IEC technica
committees collaborate in fields of mutual
interest. Other international organizations,
governmental and non-governmental, in
liaison with 1SO and IEC, also take part in the
work. In the field of conformity assessment,
the 1ISO Committee on conformity assessment
(CASCO) is responsible for the development
of International Standards and Guides.

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

Draft International Standards are circulated to
the national bodies for voting. Publication as
an International Standard requires approval
by at least 75 % of the national bodies casting
avote.

Attention is drawn to the possibility that
some of the elements of this document may
be the subject of patent rights. 1SO shall not
be held responsible for identifying any or all
such patent rights.

ISO/IEC 17025 was prepared by the 1O
Committee on  conformity  assessment
(CASCO).

It was circulated for voting to the national
bodies of both 1SO and IEC, and was
approved by both organizations.

This second edition cancels and replaces the
first edition (ISO/IEC 17025:1999), which
has been technically revised.
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SISSEJUHATUS

Kéesoleva rahvusvahelise standardi esma-
viljaanne (1999) tootati vidlja ISO/IEC
Juhendi 25 ja EN 45001, mida ta asendas,
rakendamisel saadud laiaulatuslike koge-
muste tulemusena See sSisadldas koiki
noudeid, mida katse- ja kalibreerimislaborid
peavad jargima, kui nad soovivad tdendada,
et nad tegutsevad juhtimissiisteemi kohaselt,
on eridaselt kompetentsed ja voimelised
véljastama tehniliselt korrektseid tulemusi.

Esmaviljaanne viitas standarditele SO
9001:1994 ja 1SO 9002:1994. Need standar-
did asendati 1SO 9001:2000-ga, mis tegi
vaalikuks ISO/IEC 17025 muutmise.
Kéesolevas teises viljaandes on standardi
jaotisi tdaiendatud voi lisatud ainult juhul, kui
seda on peetud hadavajalikuks vorreldes ISO
9001:2000-ga.

Akrediteerimisasutused, kes tunnustavad
katse- ja kalibreerimis aborite kompetentsust,
peaksid kasutama kiesolevat rahvusvahelist
standardit akrediteerimise alusena. Jaotis 4
madratleb nduded sobivaks juhtimiseks.
Jaotis 5 maddratleb erialase kompetentsuse
nouded labori poolt sooritatavate katsete
jalvai kalibreerimiste tiitipidele.

Uldine juhtimissiisteemide kasutamise kasv
on suurendanud vajadust tagada, et laborid,
mis moodustavad osa suuremast organisat-
sioonist vdi  pakuvad muid teenuseid,
tegutseksid kvaliteedijuhtimissiisteemi koha-
selt, mida loetakse vastavaks 1SO 9001-le
ning kiesolevale standardile. Seetottu on
piititud hdlmata ISO 9001 koiki ndudeid, mis
puudutavad labori juhtimissiisteemiga hol-
matud katse- ja kalibreerimisteenuseid.

INTRODUCTION

The first edition (1999) of this International
Standard was produced as the result of
extensive experience in the implementation
of ISO/IEC Guide 25 and EN 45001, both of
which it replaced. It contained all of the
requirements that testing and calibration
laboratories have to meet if they wish to
demonstrate that they operate a management
system, are technicaly competent, and are
able to generate technically valid results.

The first edition referred to 1SO 9001:1994
and 1SO 9002:1994. These standards have
been superseded by 1SO 9001:2000, which
made an aignment of [ISO/IEC 17025
necessary. In this second edition, clauses
have been amended or added only when
considered necessary in the light of 1SO
9001:2000.

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 require-
ments for technical competence for the type
of tests and/or cdibrations the laboratory
undertakes.

Growth in the use of management systems
generdly has increased the need to ensure
that laboratories which form part of larger
organizations or offer other services can
operate to a quality management system that
is seen as compliant with 1SO 9001 as well
as with this International Standard. Care has
been taken, therefore, to incorporate all those
requirements of 1SO 9001 that are relevant to
the scope of testing and calibration services
that are covered by the laboratory's mana-
gement system.



Seega tegutsevad Kkidesoleva  standardi
nouctele vastavad katse- ja kalibreerimis-
laborid tihtlasi kooskolas ISO 9001-ga.

Labori tegevust holmava kvaliteedijuhtimis-
Sisteemi  vastavus  ISO 9001 nduetele
iseenesest @ toesta labori kompetentsust
viljastada tehniliselt korrektseid andmeid ja
tulemusi. Samuti e tihenda tdendatud
vastavus kiesolevale standardile labori
tegevust holmava kvaliteedijuhtimissiisteemi
vastavust koigile ISO 9001 nduetele.

Laborite vastavus kiesoleva  standardi
nduetele ja akrediteeringu saamine asutustelt,
kes osdlevad vastastikuse tunnustamise
lepingutes teiste riikide antud standardit
jargivate samavéarsete asutustega, peaks
soodustama riikidevahelist katse- ja kalib-
reerimistulemuste aktsepteerimist.

Kédesoleva standardi kasutamine soodustab
koost6od laborite ja teiste asutuste vahel ning
aitab kaasa teabe- ja kogemustevahetusele
ning standardite ja protseduuride iihtlusta-
misele.

EVS-EN ISO/IEC 17025:2006

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

Conformity of the quality management
system within which the laboratory operates
to the requirements of 1SO 9001 does not of
itself demonstrate the competence of the
laboratory to produce technically valid data
and results. Nor does demonstrated confor-
mity to this International Standard imply
conformity of the quality management
system within which the laboratory operates
to all the requirements of 1SO 9001.

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.

The use of this International Standard will
facilitate cooperation between |aboratories
and other bodies, and assist in the exchange
of information and experience, and in the
harmonization of standards and procedures.
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KATSE- JA KALIBREERIMISLABORITE KOMPETENTSUSE ULDNOUDED

(ISO/IEC 17025:2005)

General requirements for the competence of testing and calibration laboratories

(ISO/IEC 17025:2005)

Kéesolev standard on identne Euroopa
standardiga EN ISO/IEC 17025:2005.
Euroopa standard EN 1SO/IEC 17025:2005
on voetud kasutusele Eesti standardina

This standard is identical with European
Standard EN ISO/IEC 17025:2005.

The European Standard

EN I1SO/IEC 17025:2005 has the status of an
Estonian National Standard

Tolgendamise erimeelsuste korral on kehtiv
ingliskeelne tekst.

In case of interpretation disputes the English
text applies.

1 KASITLUSALA

1.1 Kaiesolev standard maératleb iildised
kompetentsusnduded katsete ja/voi kalibreeri-
miste, k.a proovivotu, labiviimiseks. Standard
holmab katseid ja kalibreerimisi, mille
labiviimisel kasutatakse standardseid, mitte-
standardseid voi laboris viljatootatud meeto-
deid.

1.2 Kiesolev standard on rakendatav koigi
katseld jalvoi kalibreerimisi teostavate orga-
nisatsioonide puhul. Nende hulka kuuluvad
naiteks esimese, teise ja kolmanda osapoole
laborid ja laborid, kus katsetamine ja/voi
kalibreerimine moodustab osa inspekteerimi-
sest jatoote sertifitseerimisest.

Standard on rakendatav koigile laboritele,
Soltumata labori personali suurusest ning
katse- jalvoi kalibreerimistegevuse ulatusest.
Kui labor el viljele iiht voi enamat kdesoleva
standardiga holmatud tegevust, niiteks
proovivottu ja uute meetodite Vviljatoota-
mist/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 al organizations performing tests and/or
caibrations. These include, for example,
first-, second- and third-party laboratories,
and laboratories where testing and/or calib-
ration 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 labo-
ratory does not undertake one or more of the
activities covered by this Internationa
Standard, such as sampling and the
design/development of new methods, the
requirements of those clauses do not apply.
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1.3 Standardis esitatud markused selgitavad
teksti, toovad nditeid ja annavad juhiseid.
Mirkused ei sisalda ndoudeid ega moodusta
kdesoleva standardi lahutamatut osa.

1.4 Kaesolev standard on ette ndhtud kasuta-
miseks laborite poolt nende juhtimissiisteemi
viljatootamiseks kvaliteedi-, haldus- ja eri-
alaoperatsioonide osas. Ka labori kliendid,
voimuorganid  ja  akrediteerimisasutused
voivad seda standardit kasutada laborite
kompetentsuse Kinnitamisel voi  tunnusta-
misel. Kéesolev standard pole ette nédhtud
kasutamiseks  laborite  sertifitseerimise
alusena

MARKUS 1. Mbiste “juhtimissiisteem” Kies-
olevas standardis hdlmab labori tegevust
ohjavaid kvaliteedi-, haldus- ja eriaasiis-
teeme.

MARKUS 2. Juhtimissiisteemide sertifitseeri-
mist nimetatakse monikord registreerimiseks.

1.5 Kéesolev standard ei holma laborite
tegevuse vastavust regulatiivsetele ja ohutus-
nouetele.

1.6 Kui katse- ja kalibreerimislaborid vasta-
vad selle standardi nduetele, siis rakendavad
nad oma katse- ja kalibreerimistegevuses
kvaliteedijuhtimissiisteemi, mis vastab ka
ISO 9001 pohimdtetele. Lisas A on toodud
kdesoleva standardi ja ISO 9001 vahelised
ristviited. Kéesolev  standard  sisaldab
mitmeid erialase kompetentsuse ndudeid, mis
e ole hdlmatud ISO 9001 poolt.

MARKUS 1. Kiesoleva standardi teatud
noudeid voib olla vajalik selgitada voi tdlgen-
dada, et tagada nende jarjekindel raken-
damine. Juhis rakenduste viljatootamiseks
spetsiifilistele dadele, eriti akrediteerimisasu-
tustele (vt ISO/IEC 17011) on toodud lisas B.
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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 This International Standard is for use by
laboratories in developing their management
system for quality, administrative and
technical operations. Laboratory customers,
regulatory authorities and accreditation bodies
may also use it in confirming or recognizing
the competence of laboratories. This
International Standard is not intended to be
used as the basis for certification of
laboratories.

NOTE 1 The term 'management system' in
this International Standard means the quality,
administrative and technical systems that
govern the operations of alaboratory.

NOTE 2 Certification of a management
system is sometimes a so called registration.

1.5 Compliance with regulatory and safety
requirements on the operation of laboratories
isnot covered by this International Standard.

161f testing and calibration |aboratories
comply with the requirements of this
International Standard, they will operate a
quality management system for their testing
and calibration activities that also meets the
principles of 1SO9001. Annex A provides
nomina cross-references between this Inter-
national Standard and 1SO9001. This
International  Standard  covers technical
competence requirements that are not covered
by 1SO 9001.

NOTE 1 It might be necessary to explain or
interpret certain requirements in this Inter-
national Standard to ensure thal the requi-
rements are applied in a consistent manner.
Guidance for establishing applications for
specific fields, especialy for accreditation
bodies (see ISO/IEC 17011) is given in
Annex B.



MARKUS 2. Kui labor soovib akrediteeri-
mist osale voi kogu oma katse- ja kalibree-
rimistegevusele, peaks ta valima akreditee-
rimisasutuse, mis tegutseb vastavuses
ISO/IEC 17011-ga.

2 NORMATIHVVIITED

Jargmised viidatud dokumendid on kdesoleva
standardi  rakendamiseks  hiadavajalikud.
Dateeritud viited rakenduvad ainult tsiteeritud
viljaandele. Dateerimata viidete puhul kehtib
viidatud dokumendi (k.a k&ik lisad) hiliseim
véljaanne.

ISO/IEC 17000 Vastavushindamine. Sdna-
varajatldpohimotted

VIM. Rahvusvaheline metrol oogiaal aste
pohi- ja iildterminite sonavara, véljaantud
BIPM, IEC, IFCC, 1SO, IUPAC, IUPAP ja
OIML pooalt.

MARKUS. Teised asjassepuutuvad standar-
did, juhendid jne kéesoleva standardiga
holmatud tegevuste kohta on toodud
“Kasutatud kirjanduse” |oetel us.

3 TERMINID JA MAARATLUSED

Kédesoleva standardi jaoks rakendatakse
ISO/IEC 17000 ja VIM asakohaseid termi-
neid jamoisteid.

MARKUS. Kvaliteedialased pshimdisted on
toodud SO 9000-s, spetsiifilised sertifitsee-
rimise ja laborite akrediteerimisega seotud
maératlused ISO/IEC 17000-s. Kui 1SO
17000-s on toodud erinevad maaratlused, on
edlistatud 1SO/IEC 17000 ja VIM maarat-
lused.
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NOTE 2 If a laboratory wishes accreditation
for part or al of its testing and calibration
activities, it should select an accreditation
body that operates in accordance with
ISO/IEC 17011.

2 NORMATIVE REFERENCES

The following referenced documents are
indispensable for the application 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.

VIM, International vocabulary of basic and
general terms in metrology, issued by BIPM,
IEC, IFCC, 1SO, IUPAC, IUPAP and OIML.

NOTE Further related standards, guides, etc.
on subjects included in this International
Standard are given in the Bibliography.

3 TERMSAND DEFINITIONS

For the purposes of this document, the
relevant terms and definitions given in
ISO/IEC 17000 and VIM apply.

NOTE General definitions related to quality
are given in 1SO 9000, whereas ISO/IEC
17000 gives definitions specificaly related to
certification and laboratory accreditation.
Where different definitions are given in 1SO
9000, the definitions in ISO/IEC 17000 and
VIM are preferred.
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