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ILAC -pIn TyXxaii

ILAC Hp IXAAH  XOMXDIDHI  WUTIOMKIDIUNAH
Oaiiryysnara, OpOJITIOTY Tanyynaac OYpIcoH
TUITY YHWIAI Oyxwuii naboparopu, XSTHAJITBIH
Oaifryyiurara, yp 4aJaBapblH COPWITBIH YHIIYHITID
Y3YYJIdrd, JaBjlaraa = marepuan  YHIIBIPISTYIUNT
UTIAMKIDX AIXUNRH X071000 oM. Tyc Gaiiryymnnara He:
- UTOOMKIDIMAH VAT aXWiaraa, >XypMbIT
00J0BCpyyaax,
- UTDOMXJIDIMAr  Xynanjgaar XOHT'OBUIIOX

X3PATCAIT OOTOH CypTaTwIaX,
- OpOH HYTITHMHH OOJOH YHIACHUH YHITYHITID
Y3YYIXA1 I3MOKIIAT Y3YYIX,

- UTDAMXJIDIMMH  CHCTEMHMHMI  XOIKYYI3XD.I
Tyclnax,

- Jlonxuii Jasiap yazsapjgar  TYPIUMIT
(OMHOITHIH X MAT) OOJOH  INairait
TOXUPYYITHIH nmaboparopu, XSTHAITHIH
Oaifryymiara, yp  4YaJABapblH COPHJITHIH
yWmumnras  y3yyierd  OOJOH  J1aBjiaraa
MaTepual YWIABIPIBTYAUIT XYJI33H
36BIE6POX 39P3T YUIVIIIZP VIl axwiiaraa
SIBYyJLAr.

ILAC Hb 5Ar33p 30pHITHIT X3PIMIKYYIIX/ OJIOH YICHIH
xoJboraox OaWryyuiaryyatrail  WAPBXTOH  XaMTpaH
QKUIUIAJIAT.

ILAC wp HWrromxinpnuiin Baiiryymnaryynein (ABs)
IOIXUM  Jasap — XapwilaH  XYJI9H  36BIIOOpex
30XUILYyTaITHIT XIPITKYYICHIIP XyHmanmaar
XOHTOBUNIOX, 30XHUITYYNaryabir JMxIAT. Jlaboparopw,
ToxupnelH yHAITHUE OGaiiryymnaryyn (TYB) Oyroy
XSHAITBIH ~ OalTyyiularyygaac Trapraca  ererjed,
TypmimiTeiH - yp ayHr ILAC-nitn  UTramximanuiin
BaiiryymnarslH TUHIyyZ MaraajaH MTIOMXKIATICIHIIP
ILAC 3oxuiyymanTelH Oaryy mdIXUA gasap XYJId9H
3eBIIeeperjaer. HMHMcH»p “HAr yaaa Marajiaf
UTIAMKIDTICOHIIP XaaHa 4 XYJIPOH 36BIIeeperaex”
9OJI06T XyAaIIaaHbl 30PIIITHIT XIPITKYYIIXI IIMKIIIT
Y3YY/DK, IIMH® SOWWH  3acarT IIWDKUX — OypT
OYTIITIIXYYH?? AAXWH TYPIIMX DX MIT XyAalIaaH[]
Tyarapd Oyi caa TOTTOPBIT OyypyyJIar.

TyynuisH UTIIMKIII TyXaitH MarajjaH
UTDIMAKIATACIH TYB-yyI HTIIMAIIINUNAH XYPIIHI XUIK
Oyit axiaa TYWLTIAX yaaBapTan TOATUIT
OaTanraaxyyicHaap OM3HEC, YHIWIYYISTYANIH Taaapx
APCIUTUAT OyypyyIar.

Haammm6an, HTrAIMKIATIACOH OalryyTaMKHH Yp JTYHT
30XUIyYyJIarduj; OOXHPAONTYH OpYMH, AOYITYH X0OJ
XYHC, IPB3D YC, 3pYUM XYY, 3PYYJA MOHJA, HAUWTMHIH
XaJIaMKUIH YITUWIIT? Y3YY/I9X3/ OJJOH HAWTHIH aIiur
TYCBIH TYJIJl ©pIrOHeep aluriiajar.

ILAC-mifH THIIYYH WTIAMIKIDINAH Oalryysaryyn
0osoH TOArApUH uTHMXIACOH ATh HE 31r393p
CTAaHAAPTHIT TYYIITal XAIPIMKYYJIIXUMH TYJIJI OJIOH
YIACBIH 30XMX CTaHIapTyyx OomoH xombormox ILAC
Opre/UyIniiH ~ 0apuMT  OMYTMHI  Jarax  Mepaex

About ILAC

ILAC is the global association for the accreditation of
laboratories, inspection bodies, proficiency testing
providers and reference material producers, with a
membership consisting of accreditation bodies and
stakeholder organisations throughout the world.

It is a representative organisation that is involved with:

- the development of accreditation practices and
procedures,

- the promotion of accreditation as a trade
facilitation tool,

- supporting the provision of local and national
services,

- the assistance of developing accreditation
systems,

- the recognition of competent testing (including
medical) and calibration laboratories, inspection
bodies, proficiency testing providers and
reference material producers around the world.

ILAC actively cooperates with other relevant
international organisations in pursuing these aims.

ILAC facilitates trade and supports regulators by
operating a worldwide mutual recognition arrangement —
the ILAC Arrangement - among ABs. The data and test
results issued by laboratories, and inspection bodies,
collectively known as Conformity Assessment Bodies
(CABs), accredited by ILAC Accreditation Body
members are accepted globally via this Arrangement.
Thereby, technical barriers to trade, such as the re-testing
of products each time they enter a new economy is
reduced, in support of realising the free-trade goal of
“accredited once, accepted everywhere”.

In addition, accreditation reduces risk for business and its
customers by assuring that accredited CABs are competent
to carry out the work they undertake within their scope of
accreditation.

Further, the results from accredited facilities are used
extensively by regulators for the public benefit in the
provision of services that promote an unpolluted
environment, safe food, clean water, energy, health and
social care services.

Accreditation Bodies that are members of ILAC and the
CABs they accredit are required to comply with
appropriate international standards and the applicable
ILAC application documents for the consistent
implementation of those standards.
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ILAC X3m3ImmapT rapblH YCIT 3ypcaH UTTIMKIIUIH
Oaiiryymiaryyn Hb ILAC X3JimpapT TapblH  YCAT
3ypaxaac emHe ILAC-uitH aypsM, >KYpMBIT allIUIJIaH
anban €coop OaifryynarjcaH, XyJd39H 36BIIOOPOTICOH
OYC HyTTHI{H XaMTBIH a)KWJIJIaraaHbl Oalryysiaryymaap
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1. OorHINJI
1.1 bapumT OMYTHIiH cTaTyC

DHAIXYY yaupaamxk OapUMT OWYHUT Hb XSHAITHIH SBLAJ
XOMKHIT XUHX TOXHOIION XIPXIH MIUHABIPIIX Tajaap
30BJIOMIK orer. XSIHAITBIH Oalryysuiaryy b
YHOIIPOHA WM  Imaapjyiara TyjrapcaH MarajajiaH
UTTAOMKIIDIIUMIH Oalryysuiaryynaa 3aaBapyuiraa erex
3opuiroToid. Heree Ttamaac sHAXYy OapuMT OWYUT Hb
XOMKWITHHH YW @XuWularaar  X3pXdH  30XHOH
Oaifryynax, TYHIPTIDX Tajaap 36BJOree aBaxbIl XYCU
Oyi XSTHAITHIH OalryyIuIaryyaaj WKW YATIHITHD.
OHPXYY OapuMT OWYTrMIH ToJl 30pWITO Hb XSHAITHIH
X3C3r OONTOH XUICOH XOMXKUITUHH YHOH 36BHIT
Oaranraaxyyiax seaai oM. bapumt owuur e ISO/IEC
17020:2012 cranmapTan 3aacan maap/iaraac wiyy OIuH?
[aapjasara TaBUXbIT 30pbAOITYH 0a IIWHD IaapJiarer
TaBpAarTYd. bapuMT OWYNT HP 36BXOH MaramiaH
UTTAMKIDIHIH 30pHIITOOP aIuriIax yen
[IaapAnaryyabIr Tailnbapaaxsir SpMII3IAT.

Omexyy Oapumt Omumrr ISO/IEC  17020:2012
CTaHAapTaj 3aacHaac Oycaj IIaapAjarell Jypraaryi
6onno. ISO/IEC17020:2012 cranmapThlH MIaapaiarsr
TyCTax, 3aaBaJl OMENyyJdIX ECTON TK Y3COH 3aaNITYyIBIT
WIPXUHIIXUNRH TYnJ 3HAXYY OapuMt Ouuurt "TarHs"”
I3C3H H3P TOMBEOT ammriacad. "Xsparmi" ra3coH HIp
TOMBEO Hb XJAMWIIIp 3aaBajl OHENyyJdX ajbaryd 9
ILAC-aac 1raapuiarsir XaHrax, XyJ33H 36BII60pericoH
3K 33acaH 3AANTYYIbII WIDPXUAISX3A X3PITIITAIAT.
"BomHo" TOCOH HAP TOMBEO HB alMBaa 3OBIIOOPCOH
3YWIHUHT WIDPXUAIIXIA x3parmdramar. "Hagaa" maesn
HAp TOMBEO Hb OOJIOMIK 3CBT YaAaBXUUT MIIDPXUIIIXIT
X3P3TIIATAIAT.

Onaxyy 6apumt Ouuurt ISO/IEC 17020 cranaapThIT U
tatcad Toxuonmonn ISO/IEC 17020:2012 cranmapTeir
nmi tatHa. Xapud [SO/IEC 17025 ctaHaapThIT U TATCAH

toxuongong  ISO/IEC  17025:2017  cranmapran
XaMmaapHa.
Tyxattn  xsHant ISO/IEC 17020  craHmapTeH

IIaapJUIarbIl XaHracaH TOXUOJIOMT OOJIOH XIMKUITHIH
rydaTra Hb ISO/IEC 17025 cTtanmapThiH Iaapiarsr
Xaprajs3aH y33X IIaapiiiarataid TOXHOIZONI YT OapuMmT
Onunr xamaapHa. DIrnp Xo€p CTaHIAPTHIT XOEyIaHT Hb
ISO CASCO O6omoH TYYHHI 3apuuM, >XypMYyIbIT
OapuMTiIaH raprajar. KOHBEHI(yyd. COpWITBIH YHI
axwaraann (AMHAATHIH nmaboparopu) ISO 15189
XaMTUHH TOXUPOMKTOU CTaHAAPT TIK Y33K Oaifraa 6o
9HIXYY OapUMT OHYUTT TypICaH 3apUMYYABIT MOH MK
x3pariaHd. Oepeep xa1m031 ISO/IEC 17025-¢ epenxwuii
WII TaTCaH TOXHMOJAOMNA TyXaiH ui Tatantan meH ISO
15189 Oarraan oitnrox ©OonHO. XapuH Tyc Tycaa Hb
3aQNTyyaan TyCTrailiaH WII TaTCaH TOXUOJIOJNI SHTHIH
Oaiix yyaraac uitM sty ya 3esxeH ISO/IEC 17025-biH
3aantyygan 3opuyiaracaH Oereex ISO  15189-mitn
Xaprajazax 3aajTyyIbil TOIOPXOMIOX00p 30pHOTYIH
o6onHo. b xaBcpanrang Oaiiraa ISO/IEC 17025-biH
EpPOeHXHI JYp 3yparT 3apuM 3YWIICIIPII suraaraid Oaiix

1. INTRODUCTION
1.1 Status of this document

This guidance document provides recommendations on
how to address cases where measurements are performed
as part of inspection. It has been produced with the
intention to give guidance to accreditation bodies facing
such situations in the assessment of inspection bodies.
However, this document is equally applicable to inspection
bodies seeking advice on how to structure and perform its
measuring activities. The main objective of producing this
document is to assure the validity of measurements
performed as part of inspection. The document does not
intend to — anddoes not - place any new requirements over
and above those already stipulated in ISO/IEC
17020:2012. The document only strives to interpret those
requirements whenused for the purpose of accreditation.

In this document, no requirements are referred to except
such already stipulated in ISO/IEC 17020:2012. The term
“shall” is used throughout this document to indicate those
provisions which, reflecting the requirements of
ISO/IEC17020:2012 are considered mandatory. The term
“should” is used to indicate those provisions that, although
not mandatory, are provided by ILAC as a recognized
means of meeting the requirements. The term “may” is
used to indicate something that is permitted. The term
“can” is used to indicate a possibility or a capability.

Whenever reference is made ISO/IEC 17020 in this
document, the reference is intendedto refer to ISO/IEC
17020:2012. Whenever reference is made ISO/IEC 17025
in this document, the reference is intended to refer to
ISO/IEC 17025:2017.

This document covers the case when inspection is
performed fulfilling the requirementsof ISO/IEC 17020
and when the performance of measurements may require
consideration of the requirements of ISO/IEC 17025.
These two standards are both produced by 1ISO CASCO,
following ISO CASCO principles and conventions. In the
case where 1SO 15189 is the most appropriate standard for
testing activities (medical laboratories), the principles
described in this document are equally applicable. This
means that in circumstances where a general reference is
made to ISO/IEC 17025, then such a reference may be
read to include also ISO 15189. However, when specific
references to individual clauses are made, such references
are, for reasons of simplicity,only made to clauses in
ISO/IEC 17025, and no effort is made to identify the
corresponding clauses in ISO 15189. It should also be
noted that although the general picture described for
ISO/IEC 17025 in the B annexes would largely apply also
for 1SO15189, the details may differ.



6omox xaauit 4 [ISO15189-n1 MmeH anun xamaapHa r3Arunur
TOMIATIAX Hb 3YHUTIM.
1.2 Ynmema

ISO/IEC 17020 Hb XsIHANTHIH OalTyyJUIaryyIbIH XsHAJIT
IIajranT XUHXO onenyymx 1aapIareIr
TOIOPXOMIIOT. XSHANT IHANTAIT MIAIT "manrait” rax
HOPJAI/PX  YHI  axwiaraar Oarraak OomHo. Uilm
MIANTaNT Hb XAOMKWITHHH TYHIDTIAIMUT 6arTaax 00JTHO.
ISO/IEC 17025 Hb 1a00paTOpHyA6IH COPHIITON TaBHTIaX
maapajgareir  Togopxoingor.  CopwiTon  UX3BUWIDH
XOMKWITHHH TYAIpTran Oartnar. Tuiimasc ISO/IEC

17020 ©Gomon ISO/IEC 17025 craHmaptyya Hb
XOMKHATHHH =~ TYWAIPTINL — TABUTHAX — IIaapiiiarbic
TOAOPXOMIJIOT.

OHAXYYy OapUMT OWYMIT XSHAITBIH HAIT X3CAT 000X
[IanraiaTajg X3MKWITHRH TYHIPTII OartcaH HOXUeJ
XIPX3H XaHIaX Tanaap 36BIOMXK erner. bapuMr omuurt
Japaax 3YWIMHT TycracaH 00iHO. YYHI:

- Hexmen Oailinblr yH3/I9X3A ammriax 000X
apra 3y, 3apuMBbIH TaJlaapX 30BJI6MXK. 2.1-T y3H?
YY

- XsgranteiH  Oadryymrara  ISO/IEC 17020
CTaHIAPTHIT Jaraxk MOPIAOXUIH Ty OUeTYYIdX
IraapjularaTaif  [aapularbi’  TOAOPXOIMIOXBIH
TYAI DHOXYY aprauial, 3apuMyyOBIT XIPXdH
almmriIax Tyxai Xampmk. 2.2-2.5-bIT Y3H YY

- ISO/IEC 17020 craHmapThlH IAapAJarkir
Tainbapnaxaa — TOAOPXOWMJICOH  apra  3YH,
3apUMYYIOBIT XOPXOH AaIlUIIacaH X3 XdIOH
TOXUOJIIJIBIH CyJanraa. 3-p OyJATuir y3H) YY.

DHAXYyy OapuMT OWYTHMHH COJPB HbH  MarajjiaH
WTIAMAIDIIANH 1aryy XUUTACOH XSHAIT [AITalThIH YT
axuaraa ydapaac xonoornox Oyx maapmiara ISO/IEC
17020-aac yycaaTai IaAruir anxaapax Hb gyyxail. [ 3caH
XOOUA 9 3apUM  TOXHOJIONJ DSArIp IIaapAiarkir
ISO/TIEC 17025 cranmapThiH jgaryy TaiinOapiax
raapJuiaraTair SHIXYY OapuMT OHYUTT TypIICaH.

OHAXYY 6apUMT OWYHIT TONOPXOMIICOH apradjajbil 36B
xoparkyymxuite Ty ISO/IEC 17020 6omon ISO/IEC
17025 xyBb saraaji, XopXdH suraataid GalIrHAT M3IK
0aifx X3parTdi. YYHUH TyJI XSTHAT MIAJTalT, COPUITHIH
YIUI aXuijtaraaHsl yJIaMyKIaiaT aryyiarsir XascpainT A-g
taitnbapnacan 6omro. ISO/IEC 17020 6omon ISO/IEC
17025-aac  COHTOTACOH ©6p ©6p apryyablH IOl
acyynnyynsir B1-B4 xaBcpanTan Taitndapiacan 60JHO.

1.3 3oxmoruuiin 3px

Onaxyy HudTIBIMAT ILAC Xsantei Xopoo (IC) 6omon
ILAC Maragman UrramkmanuitH - xopoorsl  (AIC)
rumyyn Oyxwid axoreiH x3¢ar ILAC-uitn  XsHANTHIH
Xopoonsl (XX) yaupanaran gop 03atraB. 2017 oHx
ILAC-pIH rUmIYYHWIJIMAH —caHan  xypaanteir 30
XOHOTHMH  TypIl — aMXKIITTail  sABYYJICHBI  Japaa
HUUTIDX3p mMxkuracddH. ILAC P8:03/2019 6oson
ISO/IEC 17025:2017-b1H X3BJIDH HUAT/IIX MIaapaiararait

1.2 Background

ISO/IEC 17020 specifies requirements to be fulfilled by
inspection bodies in performinginspection. Inspection may
include activities referred to as “examinations”. Such
examinations may include the performance of
measurements. ISO/IEC 17025 specifies requirements to
be fulfilled by laboratories in performing tests. Testing
frequently includes the performance of measurements.
Thus, both ISO/IEC 17020 and ISO/IEC 17025 stipulate
requirements for the performance of measurements.

This document provides recommendations on how to
approach situations where examinations that form part of
an inspection assignment include the performance of
measurements. The document provides:

- Recommendations as to the methodology and
principles that may be used inevaluating the
situation. See 2.1

- Adiscussion on how to use this methodology and
these principles to identify therequirements that
needs to be fulfilled in order for the inspection
body to complywith ISO/IEC 17020. See 2.2-2.5

- A number of case studies where the described
methodology and principles areused to interpret
the requirements of ISO/IEC 17020. See chapter

It is important to bear in mind that as the topic of this
document is inspection activities performed under
accreditation all applicable requirements originate from
ISO/IEC 17020. However, in certain cases described in
this document, these requirements need tobe interpreted
with consideration to ISO/IEC 17025.

For proper implementation of the methodology described
in this document, it is useful tobe aware of why and how
ISO/IEC 17020 and ISO/IEC 17025 differ in their
treatment of key aspects. To this end, the traditional
context of inspection and testing activities is described in
Annex A. The different approaches selected by ISO/IEC
17020 and ISO/IEC 17025 for key aspects are described
in Annexes B1 to B4.

1.3 Authorship

This publication was prepared under direction of the ILAC
Inspection Committee (IC) by a working group with
participants from the ILAC IC and the ILAC Accreditation
Committee (AIC). It was endorsed for publication
following a successful 30-day ballot of the ILAC voting
membership in 2017. A second edition, including changes
called forby the publication of ILAC P8:03/2019 and
ISO/IEC 17025:2017, was approved and published in



©OPWIONTYYIMHUT Oarraacan xo€p naxe XdBmauir 2019
OHJ OaTaILK, HAATIJICOH.
1.4 H3p Tombéo

DHAXYY OapumT OmurwiiH 30pwirkiH yyaadac ISO/IEC
17000:2004, ISO/IEC 17020:2012, ISO/IEC
17025:2017, ISO 15189:2012 6omon JCGM200:2012-x
3aacaH HIP TOMBEO, TOMOPXOMIONTHII XIPITIIIHD.
Japaax TOHOPXOWIONTYYABIT 5HY OapuUMT OWYHUTT
OHIITOW a4 XOJIOOTIONITOM 'K Y39k OaitHa.

[Manrant (ISO 15189:2012)
90 XOPOH2ULH YH3 YIHI, WUHIIC HAHAPLIE MOOOPXOULOX
30pUIOMON YLl axcuniazaansl baz

Oponmuin mamosensn 3: Jlabopamopuiin wuHICU2IIE
UXIBUTIIH WLUHIICUN2ID ICEIT COPUTL 2IHC HIPAIOI

Xanant manrait (ISO/IEC 17020:2012)

Oym22209XyYH, VUL A8Y, VUIUULLID, CYVPULYYIALM,
MI0233PULIH OUAUHBLE ULAT2AJIC, MOOOPXOUL UAaponazao
Hutiysoie — batieaa  3crxulic MOOOPXOUNOX,  ICEI
MIPIHCIUUH — OYSHINMULUH — YHOCIH 039D  epOHXUll
waaponazad Huliydxc batieaa dCxUlie MoOOOPXOLIOX

TAMJIBAP 2 XsHanT marantbia Kypam Oyroy cxeMyya
Hb 36BX6H HIaJIrajiTaap Xs3raapiariax O0JHO.

Xomkunt (JCGM 200:2012)

TooH X2MAHCULOIXYYHO YHOICIIIMIU XAMAAPYYIHC OOLOX
H32 Oyly  X30 X303H MOOH  X3MIUHCUSOIXYYHULLR
MYpUUIMaap 01xc agax yii ey

Copmur (ISO/IEC 17000:2004)

JHCYPMBIH 0A2YY MOXUPTILIH YHINSIIHUL 0OBbEKMbIH HI
0Y10Y X30 X209H UUHIIC YAHAPbLE TOOOPXOULOX

2019.
1.4 Terminology

For the purposes of this document, the terms and
definitions given in ISO/IEC 17000:2004, ISO/IEC
17020:2012, ISO/IEC 17025:2017, ISO 15189:2012 and
JCGM 200:2012 apply. The following definitions are
considered of particular relevance for thisdocument:

Examination (1SO 15189:2012)

set of operations having the object of determining the
value or characteristics of aproperty

Note 3 to entry: Laboratory examinations are also often
called assays or tests.

Inspection (ISO/IEC 17020:2012)

examination of a product, process, service, or installation
or their design anddetermination of its conformity with
specific requirements or, on the basis of professional
judgment, with general requirements

NOTE 2 Inspection procedures or schemes can restrict
inspection to examination only.

Measurement (JCGM 200:2012)

the process of experimentally obtaining one or more
guantity values that can reasonablybe attributed to a
guantity

Testing (ISO/IEC 17000:2004) determination of one or
more characteristics of an object of conformity
assessment,according to a procedure



2. APTrA3YH
2.1 Ymaarnuuii napaanan

XSHAITBIH OaWTyyJUIarblH YIT @XXWIIaraar YHJI9XI99
lb IAITYYPHIT X3PATJISX B3I IBATUIT aBu y39X733
Ioopx 3ypar 2.1-1 3aacaH Aapaauibil OapUMTIIaXbIT
3eBIOX OaifHa.

3ypar 2.1. XsgHanT IanraiaThiH YT aXWigaraaHsl
TYWIPTIIAAH MANTYyyp Y3YYJIITHUT TOAOPXOHIOX
YHIT SIBIL.

XSTHANTHIH YT aXKIJUIaraansl
OYPAIADXYYH X3CTYYIUUT
TOIOPXOUIOX

N

BypanmxyyH x3car tyc Oyp Xacar
XIMKUITHHUT aryyik Oaiiraa oy? 2.2

l

Xomxuntuiir ISO/IEC 17025 Xacar
UTTOMKIIIIUIH XYPIIHT 2.3
TYWIITIIX YY?

A

[Maapmmara tyc 6yp ISO/IEC Xacar
17025-n1 xamaapanTaii 0y? 2.4

aapanara tyc 6yp ISO/IEC
17025-n1 xamaapanTaii toy?

IOyrn TypyyHD XsHanT ImanranTtany Oarrtax  yiin
aXuJularaar TOOOPXOMI0OX Hb 3yHTAU. HIaCHI3p 3XHUM
acyynT Hb axuiliaraa, X3MKWITTIH X0JI000TOH OOIHO.
OH?3 acyyaThIr 2.2-p X3CIIT 3aacaH.

Xo€p nmaxp acyyaT Hb XOMXKWIT OyXuH XsSHaIT
LIaNTa]IThIH YT axuiuiaraarait xon6ootoi. TyxaitH yiln
axwmnraraar ISO/IEC 17025 maramiad HTTIMKIDIIIP
TYMIPTIIX  ACOXUMUT  TOAOPXOMJIOX — IIaapiajarartau.
CoHront xuitx OOJOH OMITONTOA aHXaapax 3YHICHHAT
2.3-T aB4 y3HD.

I'ypaB nmaxe acyynt Hb ISO/IEC 17020 craHmapTeiH
MarajijaaH UTIAMXKIIUNRH Jaryy XoM>KUIT OyXHUi XsiHaIT
MIANTaIThIH VI aKHjuiaraatail Xou0ooTol acyynan IoM.

Yyun ISO/IEC 17025 craHpgapThlH — TOJOPXOM
IaapAjaryyapll TyXaH YW axuiiaraa sByyJink Oyid
Oaifryymiarag X3parjidx 3COXUUT TOIOPXOMIOX TOI

2 METHODOLOGY
2.1 Sequence of evaluation

When considering what are the appropriate criteria to apply
when assessing the performance of an inspection body, it
is recommended to follow the sequence describedin Figure
2.1 below.

Figure 2.1. Process of determining the criteria for the
performance of inspection activities.

Define elements of the inspection
activity

A

Does individual element include selection
measurement? 2.2

l

Should the measurement be performed selection
under accreditation to 2.3
ISO/IEC 17025 ?

4

Avre individual requirements in selection
ISO/IEC 17025 relevant apply? 2.4

The starting point is to define the activities included in the
inspection. Having done so,the first question concerns the
occurrence of activities including measurements. This
question is addressed in section 2.2

The second question concerns the case where there is an
activity of the inspection thatdoes include measurements.
The issue here is if this activity is to be performed under
accreditation to ISO/IEC 17025. The considerations in
making this choice, and the implications, are discussed in
section 2.3.

The third question concerns the case where there is an
activity of the inspection that doesinclude measurements,
and shall be performed under accreditation to 1ISO/IEC
17020.

The issue here is whether certain requirements in ISO/IEC
17025 should apply to the body performing the activity.
The considerations in performing this evaluation, and its



acyyZaJl oM. YHOIII3T XWHX3J aHxaapax 3YWIC,
oinronTeir 2.4-p X3C3IT aB4 Y3HAI. OHD acCyyIbIT
TOXHUPIIBIH YHAITI9HUIA Oaliryysuiara (TYB) muiinsapnax
maapjularatail 6ereel MII3MXKIIIMMH Oaliryysiarsi
(UB) TYB-bi yHanraHA TBYT-bH yHAITISHUWEA YD
OYHTHHH ~ 30XHCTOM  OaifJulbll  Xapraii3aH  Y39X
n1aapagaraTan.

2.2 BYpaa3XyyH X3¢3r Tyc OYp XOMUKHJITHIAT

aryyJik 6aiiraa oy (Al)?
OH> OapuMT OHUUIT IypAcCaH C3I3B Hb
XOMXKMATYYAR3p — XsI3raapnarjaHa.  XsHaiT
manranTan XaMxkunt opooryi 6onm ISO/IEC
17025 craHgapTajg Xamaapax —IIaidTraaH
Oaiixryil.

2.3 Xomoxwrruiir ISO/IEC 17025-p1H maramiag

WATTIMKIDIAWH JIaTYy XUWX MIaapiuiaratai oy
(A2)?
Japaax 4 manrraansl ymmaac TYB-yyn ISO/IEC 17025-
BIH MaramiaH HTIAIMKIIIHNAH Jaryy XOMXKIWIT XHHX
XYCaITaH Oaibk OomHO. YYHA:

- TOrTOMIOOHBI  333MIIMIY/30XUIyylard  Hb
xomxkuntar  ISO/IEC  17025-p1H  Marajiian
UTIOMKIIIIANH aryy XUHX39p TOJLOPXOMICOH;

- TYD Hp X3MXUIT XMHXA33 TyCJIaH I'YHIRTIArY
AIIUTIIaXBIT XYCCOH;

- TYD Hp Maragyian UTTAIMKIIDINNAH JAryy XSHAIT
manranraac Oycajq HOXLONA XIMKHIT XHHX
YHITYHUIr?3T caHal G0NTOXbIT XYCCAH;

- TYB wp ISO/IEC 17025 craHmapThH
[Iaap/UIarblH Jaryy XSMXKWIT XMHX vajgaBxaa
OHIUIOH T3MJI3TJIIXUUT XYCCAH.

XOMKWITHUIH YW aXwWularaar TyCJIaH TYWIRTIAr4
TYHIPTrK Oaliraa 00J1 XsTHANTHIH Oaiiryyaraac TyciaaH
rydmTrarauir ISO/IEC 17020 scean ISO/IEC 17025
CTaHIAPTHIH XONOOTIOX IIAapIJarkll XaHTax Oaifraa
JCOXMHUI Inanrax aapjuaratail. XopaB  TycilaH
TYHIPTIAMY XOMXKWITUHH TOLOPXOH YW aKuilaraasj
UTOMKIBLAITYH 6on ILAC P8, 7.1-1 3aacHbl maryy
Taiimany Xyynas EcHBl 9px Oaiixryit Oaliraa Tamaap
MBPTIRIT XMIK Tycrax maap/jiaratai.

XsHanTeIH Oaliryyiuiara Hb ©6pUIH HTIIMKIRINNH
IIPUYWITIIHA XaMparjcaH XsHaiNT IHaJrajlThlH X3CAIT
3aaraaryil XoM)KWITHIH YIJI aXuWiDiaraa sByyiax 0o
ISO/IEC 17020 cranmapThlH Oaryy XOMOKWITHHH YHIT
axwularaar JaHraap Hb Marajylal HTIOMKIYYIdX
JpXTYH.

Xomxuntuidr ISO/IEC 17025 crangapThlH MaraajiaH
UTDOMKIIDIIMAH  JIaryy  XHHAX — TOXHOJAONI — XSHAIT
manranteir 6yxana He ISO/IEC 17020-piH Maramian
UTTOMXKIIDIIMAH  Jaryy TYHIPTIAICOH X3B3Ip Oaifraar
anxaapax Hp 3ydmd. HMiimg ISO/IEC 17020-p Oaiix
xapaar Oyc Oaitman, urymapra Gaigan 33par Xou0oraox
maap/aryymn ISO/IEC 17025-p1 Marajjiad
UTIOMOKIIDNA®P  TYHIPTIICOH — alMBaa  XOMIKHIITHIH
TYHIPTIUL MOH XamaapHa. X9p3B TyClaH TYHIDTIATY
XOMKWITHHT Xuiik Oaliraa OoJ1 maapIiarbir XaHTacaH
ACOXUUT XSHAITHIH Oaiiryyiara xapuyiHa (6.3.4-1 y3H3

implications, are discussed in section 2.4. This question
will need to be addressed by theconformity assessment
body (CAB), and the appropriateness of the outcome of
the CAB’s evaluation will have to be considered in the
accreditation body’s (AB’s) assessment of the CAB.

2.2 Does individual element include
measurements (Q1)?
The topic addressed in this document is limited to
measurements. If no measurements areincluded in
the inspection there is normally no reason to refer
to ISO/IEC 17025.

2.3 Should the measurement be performed under
accreditation to ISO/IEC 17025(Q2)?

Typically, there may be four reasons why a CAB may wish
to perform a measurementunder accreditation to ISO/IEC
17025:

- The scheme owner/regulator has specified the
measurement to be performed underaccreditation
to ISO/IEC 17025;

- The CAB may wish to use a subcontractor for
carrying out the measurement;

- The CAB may wish to be able to offer the service
of performing the measurement, under
accreditation, in other contexts than inspection;

- The CAB may wish to highlight its capability to
perform the measurement according to the
requirements in ISO/IEC 17025.

If a measurement activity is performed by a subcontractor,
the inspection body needs to ensure that the subcontractor
fulfils the relevant requirements in either ISO/IEC 17020
orlSO/IEC 17025. If the subcontractor is not accredited for
the particular measurement activity, a disclaimer needs to
be included in the report, as described in ILAC P8, 7.1.

If the inspection body performs the measurement activity
in other contexts than as part ofinspections covered by its
accreditation certificate, it cannot claim accreditation for
the measurement activity alone under ISO/IEC 17020.

When a measurement is performed under accreditation to
ISO/IEC 17025, it is importantto keep in mind that the
inspection as a whole is still performed under accreditation
to ISO/IEC 17020. Consequently, the relevant
requirements, including those for independence and
impartiality, in ISO/IEC 17020 apply also for the
performance of any measurement performed under
accreditation to ISO/IEC 17025. If a subcontractor
performs the measurement, it remains the responsibility of
the inspection body to ensure that the requirements are
fulfilled, see clause 6.3.4 of ISO/IEC 17020. The



vY). ISO/IEC 17020-n 3aacan Oue naacaH OaiiIbIH
maapanara Hb ISO/IEC 17025-1 3aacHaac wiyy 4YaHn
Oaiinar. HapuiiBumiican qyH IMAHXAITIAT XaBcpant B1-
33C Y3H3 YY

2.4 ISO/IEC 17025-m 3aacaH maapajiara Tyc

0yp xamaapax yy (A3)?

TYB-n 3opuyncan 17000 yBpan cTaHgapTaa TaBUTIaxX
[IaapAnaryyasr 00JOBCpyyJax YHICOH 3apuuM 0o
TAAHUHN YWTYIITIHANR allb 4 X3PATIATY rapcaH yp AYHI
VOKHJT TOTII UTTAIITAH Oailx siBman oM. Oepeep X303,
yimaunras tyc Oyp MM TAril HaiaBaprtail OaiiHa.
XsAHaIT IWANTAITHIH YP AYH Hb UX3BWIH AYPIM Kypam
3CBOII Oy T3 AdXYYHUH TOIOPXOMIONT 35par
TOOPXOMIICOH Oari maapuiaryyarail HudIPxk Oaifraa
Tyxai MM oM. COpuATBIH Yp AYH TOIAT Hb
UX3BWIBH  TOAOPXOW  mar  Xyramaasn TOOH
XIMKUTIPXYYHUUT XOMKCIH YTTa IOM.

TuiAMI3C XOMKHITHHAT OartaacaH HAT MMAITaIT OYXHHA
XSIHAJIT MAITaITBIH XYBb 3AT33p xavoxuntuiir ISO/IEC
17020 cranmapThlH MaraJylaH WTIAOMXKIDIUNH Jaryy
acar  ISO/IEC 17025  craHmapThlH  MarajajiaH
UTTOMKIIIIUIH Jaryy IYHIPTIICOH 3C3XI3C Y XaMaapaH
XONOOT0X IaapiaryylblH Oarmyys WKW TATHI
yiuramne?. XSHaIT [IAITalThIH Yp IOYHI 4YyXal ad
XOJOOTIONTON XAMXKUITHUAT OartaacaH XdJ Xd3J9H YHI
axmuiaraa OyXui XsSHaNT MIANTITBIH SBUAA 4 JII9PX
OypMUHT GapuMmTanHa. XapuH XSHANT MANTalT Hb X31
XO/I9H YW aKuJiaraaTai 0eree ] TOATIIPHUIAH allb HAT Hb
HapuiiBunan, TYHIRTIIMAH — XyBBA — dyxal  Oui
XOMKWITHHH VI aXuiiaraar 0arraacal TOXHOJIOJT
ISO/IEC 17020 up ISO/IEC17025-Tait xapblyynaxan
WKW YHIT  @XWwiiaraadbl TYMIPTIDNI — TaBUTIax
Iaapjajara xapbliaHryili Oara Oaibk OosmHO. DHY Hb
SUTAaHTysla XSIHANT IHAJTralIThlH Yp AYHTUMAH HaWIBapTan
Gaiiman Hp TyXailH TOXMONZONT WIYY dYyXal ad
Xx0j0oraonToil Tk y33H Oycan Yyl axuiiaraar
TYHLPTIOH aXuUIaxai TylIryypiaHa.

ISO/TIEC 17020 crangapTam 3HAXYY TIHIBIPKYYIIX
YImon, ysH xataH OalimipIr XaHrax Xo€p YHACOH
3aanTaap XaHrajar:

- XsgranTeH Oaliryyiuiara eepee Y axuuiaraa
apyynax yex 7.1.1-sac 7.1.3-T 3aacHBl naryy
XSHAIT IIAIralTblH COHFOCOH apra  Hb
30pPHITO00 Hutiycon 6aix ctoit. Hultican 3cax
Hb 30XMX HapuiBwIanTail X3MXKWIT XHUIX
yajBapaac  MeH  XamaapHa. TyyHwIH
anmMriiacaH aprblH  HaljaBapraid  Oaiijmaac
XamaapHa. Apreir 6aTanraaxyynaxpil maapaax
Oom3omryit HOXIeJ Oakaa

- Tycnas rydnpTrarg yn axkuuiaraar TyuIpTIx
yen 6.3.1-1 3aacHbI Aaryy COpUATHIH YIITYUIT)
y3yymerunn ISO/IEC  17025-b1H  x0n60200x
iaapajareir  OMenyyIdXuir maapzanaar. Wim
TOXHU OO ISO/IEC 17025-p1 allb
Iaapajareir “xon0oormox” TK Y33X Hb YHI
@XWUIaraaHbl YyXJIbIH 39P3T, XYYUH Teresiep
Yp AYHA XYP3X rojl Talyy[blH XapbLaHryil au
XOJ0OTITI00C XaMaapHa.

requirements  specified in ISO/IEC 17020 for
independence are more stringent than those specified in
ISO/IEC 17025 are. For a detailed analysis, see Annex B1.

2.4 Are individual requirements in ISO/IEC 17025
relevant to apply (Q3)?

A basic principle underlying the formulation of
requirements in the 17000 series of standards for CABs is
that any user of their services shall find equal confidence
in the outcomes produced. In other words, the services are
equally reliable. The outcome of aninspection is usually a
statement of conformity with a set of defined
requirements, e.g. aregulation or a product specification.
The outcome of a test is often the measured value of a
guantity at a specific time.

It thereby follows that in the case of an inspection
comprising a single examination that includes
measurements, the set of applicable requirements is
intended to be equivalent whether those measurements are
performed under accreditation to ISO/IEC 17020 or under
accreditation to ISO/IEC 17025. This is still the case
where the inspection includesseveral activities, one of
which includes measurements that are critical to the
outcome of the inspection. However, in the case where the
inspection includes several activities, one of which
includes measurement activities whose accuracy or
performance is not considered critical, then 1SO/IEC
17020 would in effect stipulate less demanding
requirements for the performance of the same activity than
ISO/IEC 17025 would. This is so as the reliability of the
outcome of the inspection will largely be built on the
diligence displayed in the performance of other activities
deemed to be of more critical importance in the particular
case.

Technically, the ISO/IEC 17020 standard achieves this
balancing act through two keyclauses that act to provide
the desired flexibility:

- When the inspection body itself performs the
activity, clauses 7.1.1 to 7.1.3 calls for the chosen
inspection method to be adequate for its intended
purpose. Whetherit is adequate may depend on its
ability to produce measurements of the desired
accuracy. Whether it is adequate may also depend
on the reliability of the method used. A situation
that may require the method to be validated.

- When a subcontractor performs the activity,
clause 6.3.1 calls for providers of testing services
to fulfil relevant requirements of ISO/IEC 17025.
Which requirements in ISO/IEC 17025 that in the
individual case may be considered as “relevant”
depends on the criticality of the activity and the
relative importance ofkey aspects for a valid
outcome to be produced.



ISO/IEC 17020 6omon ISO/IEC 17025 cranmapTyyasir
06ep 06p AKIBIH XACTYYI 00J0BCcpyyicaH 0eree] OJIOH
3YWICHIH XyBb[ suIraatail. [ 9BY 3Ar33p cTaHmapTyyIbH
YHICOH OMITONTYYyJ YOKHI 0ereen a33p IypIcaHWIaH
CTaHAAPTYYA Hb WKW TYBIIHHHA WUTTAIIUIMIT XaHTACaH
Yp AYHT raprax 30pHITrOTOH OM.

ISO/IEC 17020 6omon ISO/IEC 17025-n xamparacan
UX9HX acyyaldyyJal WKW TecT XxaHanar 0a 3Arsp Hb
VDKIT YP AYHI XYPIXUHH TYJI eep eep 3amaap Xypu Oyit
sSBAAT IOM. [DCOH XdAMA 9 TycrarjicaH TalyyIblH
JOITIPIHTYH IYH IIUHXKWITIH] Le6eH MIMHXYYAUIRH
XYBBJ YT YHZC33p Hb €6p apraap aBy y3/3r Tyl Yp IYHA
UX90XOH XOMKIIIIIP HONeeIDK OONM3OMITYUT XapyyirK
OaifHa. DAr33p rodl IMUHKYYIDI:

- bue paacan Gaiinan (Xaecpant B1)

- XOMXKHI 3YHH HOrXK AaMmxyynant (XascpainT
B2)

- AprbH Oatanraaxyynant (Xascpair B3)

- AprelH  30XMCTOH  TYHMIDPTIIMHr  XaHrax
YaHapblH OaTalraaXyylalTelH YAUPTTadyyd
(XaBcpant B4)

bBue oaacan 6aiionvin acyyansIr 2.3-p X3CTUHH CYYIMHH
JIOTOJI MOPOH]I TycracaH O0JIHO.

XOMXKMI3YMH — HOIK  JaMXKyyJdaluT, —apra  3yWr
OarayraaxyyJanr, YaHapbIH OaTanraaxuiTTail
X0JIOOOTOH acyyambIl IANTaNT, TYYHUH XOMKHAT OypT
Tyc/aa aBy y33X IlaapjjaraTail.

ISO/IEC 17025 cranmapThIH XOMKHIT 3YHH XOMKUIT 3YHH
maapAJIaryyql XamaapajaTad 3COXHUT TOIOPXOMIOXI00
ISO/TIEC 17020 6omon ISO/IEC 17025 cranpapran
COHTOCOH JHD TAalbIH 66p 66p apryyasir aBd y33X Hb
gyxall. DIr33p apryyablH AYH DIHHKWITAT XaBCpayTal
B2-t ercen 60HO.

ISO/IEC 17025 cranmapThiH aprblH OaTanraaxyyiaiThiH
1jaapajara XaMaapaiaTad 3COXUHr  TOLOpPXOMIOXI00
ISO/IEC 17020 6onon ISO/IEC 17025-cTannapran
COHI'OCOH aprbIl’ aBY Y33X Hb YyXall I0M. DAr33p aprblH
JYH MIMHKUITIT Xascpait B3-1 y3yynss.

AprbiH 30XMCTOM TYHIPTIDIMUTI XaHrax 4YaHapblH
OaranraaxyynanteiH  TaBurgax — ISO/IEC 17025
CTaHJIAPThIH 1raapjasara xamaapax JCOXUUT
topopxoinoxgoo ISO/IEC 17020 6a ISO/IEC 17025-1
COHTOCOH 66p 6P XaHUIATHII aBY Y39X Hb dyXad IOM.
Oarp aprblH  IyH MUHKWIrIr Xascpant B4-t
y3yymB. Ilpakrukr ronm suraa He ISO/IEC 17025
CTaHAAPTHIH AAryy yp 4aIBapblH INAITAIT rexX YYpar
IOM.

ISO/IEC 17020 and ISO/IEC 17025 were formulated by
different WGs, and differ from each other in many details.
However, the key concepts underlying the standards are
the same and, as noted above, the standards are intended
to produce outcomes providing the same level of
confidence. The large majority of aspects covered by
ISO/IEC

17020 and ISO/IEC 17025 are treated similarly or are
through different paths channelled to produceequivalent
results. However, a comprehensive analysis of the aspects
covered reveals that a few are treated in fundamentally
different ways, potentially affecting the outcome to a
significant extent. These key aspects are:

- Independence (Annex B1)
- Metrological traceability (Annex B2)

- Validation of methods (Annex B3)
- Quality assurance initiatives to ensure proper
performance of methods (Annex B4)

The issue of independence is covered in the last paragraph
of section 2.3.

The issues of metrological traceability, validation of
methods and quality assurance initiatives to ensure proper
performance of methods need to be considered separately
and individually for each examination including
measurements.

In determining whether the requirements in ISO/IEC
17025 for metrological traceabilityare relevant to apply, it
is important to consider the different approaches for this
aspect chosen in ISO/IEC 17020 and ISO/IEC 17025. An
analysis of these approaches is provided in Annex B2
In determining whether the requirements in ISO/IEC

17025 for validation of methods arerelevant to apply, it is
important to consider the different approaches for this
aspect chosen in ISO/IEC 17020 and ISO/IEC 17025. An
analysis of these approaches is provided in Annex B3.

In determining whether the requirements in ISO/IEC
17025 for quality assurance initiatives to ensure proper
performance of methods are relevant to apply, it is
importantto consider the different approaches for this
aspect chosen in ISO/IEC 17020 and ISO/IEC 17025. An
analysis of these approaches is provided in Annex B4. The
main difference in practice being the role assigned to
proficiency testing in ISO/IEC 17025.



Ha9p nypacan manrtraanel ynmmaac I[SO/IEC 17025
CTaHIAPTBIH  IHAapularyyq — X3parkKmk  Oaliraa
TOXHONAONT WDpcdH 3epunmn Hb ISO/IEC 17020
CTaHIAPTHIH X0JI000 HAT 3aanT Oyroy 6.3.1 scean 7.1.1-
7.1.3-1 xamaapax E€cToid.

Byioar 3-1 36B MR XYPIX Talaap 3aaBapumira erex
YYAH?3C OYII3T TOXHOJUTYYIBIT aB4 OOJTHO.

2.5 YH3ar3sHuii Xypaanryii
XOMKUITHUT TYWIPTIAXA TaBUTJAX —IIAapAiarbil
TOJOPXOMIOX 36BI6MXK apreir 3ypar 2.2-T HAI'TI3H

XapyyJas.

Sypar 2.2 XOMXWITHAT TYHIDTIIXd TaBUTIAX
IaapAJareIl TOJOPXOMIOX 3aBIaMXk apra

Define
elements of
theinspection

Apply
requirements in

When it has been determined that requirements in
ISO/IEC 17025 apply, for the reasonsoutlined above, then
any non-conformities identified should refer to one of the
bridging clauses in ISO/IEC 17020, i.e. clauses 6.3.1 or
7.1.1-7.1.3.

In chapter 3, a set of cases is discussed to provide guidance
on how to arrive atappropriate solutions.

2.5 Summary of evaluation

The recommended approach to determine the
requirements applicable in performingmeasurements is
summarised in Figure 2.2

Figure 2.2. Recommended approach to determine the
requirements applicable inperforming measurements.

Define
elements of
theinspection

Apply

Does individual
element incude
measurement?

Should the
measurement
be performed
under
accreditation to
ISO/IEC
17025?

Avre individual
requirements in
ISO/IEC 17025
reievant to apply?

ISO/IEC 17020.
No need to refer to
ISO/IEC 17025

Appl_y _
requirements in
ISO/IEC 17025
and requirements
in ISO/IEC
17020 for

Does individual
element incude
measurement?

Should the
measurement
be performed
under
accreditation to
ISO/IEC
17025?

Are individual
requirements in
ISO/IEC 17025

requirements in
ISO/IEC 17020.
No need to refer to
ISO/IEC 17025

Appl_y _
requirements in
ISO/IEC 17025
and requirements

in ISO/IEC
17020 for

Apply requirements in
ISO/IEC 17020 and, as
found relevant,
requirements in ISO/IEC
17025 for;
Metrological
traceability
Validation of
methods and
Proficiency testing

i ?
reievant to apply? Apply requirements in

ISO/IEC 17020 and, as
found relevant,
requirements in ISO/IEC
17025 for;
Metrological
traceability
Validation of
methods and
Proficiency testing



3. TOXHUOJIAJbIH CYJAJITAA 3 CASE STUDIES
3.1 Epenxuii

OH> OYJIdIT MANTaNThlH  epAMHH  KUIIIAT
Tainbapnax, AyH IMUHXKXWITI XUicaH. Toxuonnon
OypuiiH Xs3raapiaraMan  M3J3J3JA  YHAICIH
36BJIOMXK IIUHIAIT HATTI3H AYTHAICOH 60s1HO. Boaut
TOXHUOJAON] WIYY TOBOITAH acyyIUlbIl aBu Y39X
maapafaratail Gaiiar Tyn COHIOCOH apra Hb SHJ
nypacaHaac eep Oaibk 0omHO. TOXHONIONYYABIT
00UT XapHylIT erexeec WIYYTdH apradjajibiH
HKUII? OOJTOH OpYYyIIaB.

3.1 General

In this chapter, typical examples of examinations are
described and analysed. Each case is summed up in a
recommended solution based on the limited
information of the case description. In real cases,
considerations that are more complex are frequently
called for,and the selected approach may therefore
deviate from those provided here. The cases are
provided more to exemplify a methodology than to
provide absolute answers.

3.2 Toxmoamon 1:
TOOPMOCHIT TYPIIHX
3.2.1 CxemwuiiH Taiinbap

TI3Bpuiin  x3p3rcauniin

3.2 Case 1: In-service testing of brakes in vehicles

3.2.1 Description of scheme

As part of a regulated scheme to inspect the in-
service condition of vehicles, the performance of
the brakes is examined. The car is put in motion
on rollers, the inspector put the brakes on and the
rolling resistance is measured. The procedure
used gives instructions as to the force to be
applied in the braking manoeuvre.

T23BpUilH XOPArCIMMH AMITIANTBII IIANrax
30XUIYYyJIaaTaap TOJIOBIOreeT XSAHAITBIH YeI
TOOPMOCHBI aKHILIaraar manrajaar. MammHsIr
30pUYJIANITHIH 3aM J39pP XO[eJIreX, XIHAIThIH
QXWITaH TOOPMOC THINI3XK, 3CIPrYYLUIMUT
x3Mkor. [llanranTeiH sBLAA Hb TOOPMOCHBI
MaHEBP XUUX3[| Y3YYIIX XYUUUT MITIHIOT.

322 JIyH MHMEXWITY? 62 30BIOMK MHAT 3.2.1  Analysis and recommended solution

Acyynan ISO/IEC Taiin6ap Need to
17025 co_nS|der
CTaH/IapThI Issue requirements Comments
H in ISO/IEC
naapjiar 170257
BIT The
XapraisaH measureme
Y39X YY? nt .
XOMKUITHHH Tuiim Tepen Oypuiin uncerta_lnty
Yp AYHTHIH apra 6ap]/m, Metrological re;ultlng
XOMDKHIYHH TOHOT ) traceabilityof Ves dif;g?;nt
HIIK TOXOOPOMKHUH measurement .
JaMXKyyJanT H Tepieec results practicesand
YYARATIH types of
XOMKUITUHH equipment
BPraII3 has been
TOTTOOTJICOH. found to.be
A Yryii 30XHITyyIarau substantial.
PrBIH Y 1yy.
OaTanraaxyyna 17081 o Methqdo|ogy
ar JBITPOHTYi Validation of No described in
Taitiibapnacan methods detailby the
aprauiai i regulator
Yanapsix Yryii Quality
OaTaaraaxuiaT assurance No
initiatives

DHY TOXHMONION] OHIep HApUHBWIAN MIAApAJArTYH 4

MOILUTHX Hb YyXal Xy4uH 3yin oM. lllaapmmara Gara

Oaiimar XUl 9 MPAaKTUK TYBIIMH MXJHXI3 YYHIIC U

J00Tyyp Oaitnar.

Note that in this case traceability is considered a critical
factor despite the fact thata high level of accuracy is not
required. Nevertheless, even though the requirement is
low it has been established that the level achieved in



3.3 Toxuoamoa 2: TrBpuitH XIPIrcamifH Oy TUHITH

31 AHTHYABIT IHaJrax

practice is often even lower.

3.3 Case 2: In-service examination of structural
components of vehicles

3.3.1 Cxewmwuiin Taiinbap 3.3.1  Description of scheme
To3BpHUHH X3PITCIMHH AIIMITIAITHIT IHAIrax As part of a regulated scheme to inspect the in-
30XMIYYJIaNTTail CXeMUIH XYP33HI OYyTHHHH service condition of wvehicles, the structural
XyBbl OYypoH OYyTOH OadmIbIr mIaarajar. integrity of the wvehicle is examined. The
IManranTeIr aXUIJanT, COHIOCOH LPIYYASX examination includes visual inspection and hitting
ajaxaap 1OXUX 33por Oarrana. Hor xypu, Hor the car at selected points with a hammer. Different
MOX00 Y3YYPTIHl sH3 OYpHilH X3MXKIITHI sizes ofhammers, having one sharp and one obtuse
AIXBIT 6P 66p TOXHOIION amuriaaar. JKarx end, are used in different cases. The extent and
JYTHOJIT TapraxblH TYJJ 33BPAJIT, 9BIPIIIUMH location of corrosion and damages are weighed to
X3MK3D, OalPIIUIBIT MOH TOOITHO. arrive at a balancedconclusion.
3.3.2  JIyH IIMEKAITDS 0a 30BJIOMXK HIHAIDII 3.3.2  Analysis and recommended solution
ISO/IEC Need to
17025 consider
CTaHJapThIH o Issue requirements Comments
Acyynan [raapyIareIr Taiinoap in ISO/IEC
XapraiasaH 17025?
Y33X Yy? Even
39BpANITHIH though
tanbaii, ryn area and
Hb dyXall depth of
XonpKrTHiH yp XYUUH 3y _corrosion
IYHTHHH Gono . Metrological IS an
XIMXKUI3YHH Yryit MOPTIUTHH traceabilityof Important
H TYTHAJIT No factor,
HODK measurement :
TOOH professiona
JAMIKY yJIa/IT results
Y3YYII2IITI? |
C WYY judgement
qyxan is more
Gaiigar important than
[HanranTer numerical
H SIBI] Hb figures
OyTHHiITH Examination
Aprom - 6aﬁ51an, process is
GaranraayyranT ryit nn3aiiHaac su_bj_ectt_o
aaTraana Validation of modifications
H No due to the
methods
eepUIIerig status and
er design of the
XsHaT- structural
LIMHKAJIT) components
Hb XY4UH Monitorin
TOTOJIIOP g would be
Yanapsia Yryii Gai eI Quality the
OaTanraaxuir YHJIDX assurance No preferred
XaMIMHH initiatives method for
TOXHPOMIKT evaluation
oif apra of validity

00JIHO




OHY Hb XOMKHWIT XHUHCOH 3C3X Hb TOJOPXOWIYH Oaiiraa
skud oM. Uit toxuonnonn nx3swmH ISO/IEC 17025
CTaHJApThIH HIaapAnaryys xamaapaarryu.

3.4 Toxuoanoa 3: JapanaTryii HIIMHIIHIIP AYYPrICIH
CUCTEMUIH aJaruIbIT IAJArax

3.4.1 CxemwuiiH Taiinbap

OproH XUl aryyicaH Xxajaax, Xeprex
TOXOOPOMKUMH AalUITIAITBIH CXEMUMH
XYP29HJ UIMHIPH aryyJjcaH CUCTEMHUNH
outyymxmnuidr manragar. CucteMuir
JapajiThiH Y3YY/DK, JapajiT XdMKUTUIIP
XaHTaNTTail TYBUIIMHJ Oaifraa 3COXHMAT
[IaJraHa.

3.4.2 JlyH mmmKmIras 6a 30BIOMK A

ISO/IEC
17025
CTaHAapT
Acyynan b TaiinGap
nraapyiar
BIT
XapransaH
Y39X YY?
Tonor
XOMKHUITHIHH YP TOXOOPOMKUITH
JIYHTUIH Garmain Hb
XIMKUI3YHH Yryi XOMKUITUNRH
HATXK SPraJI339HUM YHICOH
JAMKYYTIanT XYBBCYYPHIHH X
YYCB3p I0M
Apra 3yit  caiiH
ApreH
Oarairaaxyyian Yryit MO 6eree€1
. HapuilH  TOBOITIH
[zl
XsHant
LIMHXKUIITDY  XUHAX
Hb WwIyy
TOXUPOMKTON
Hanapsin Yryit apra Gaiix 60JIHO
Oarayraaxuir
XYYUH Teresunep
OaifJITBIH YHAJIT)

[Hanrant we ISO/IEC 17020 cTaHmapThlH Xypa3r

caliTap XxamapcaH.

3.5 Toxuoamoa 4: /lapaarat cucTeMuiiH
XaBXJIarbIH JaPAJITHIH HIAJrax

3.5.1 Cxewmuiin Taiinbap
JlapanraT CHCTeMHWIiH alIMIIAITHIH OalIbIr
manrax CXeMHUHH HAT XACAr O0JIOX aloyITryHH
JapajThIH XaBXJIarblH OYypanThIr X3MXKIAT.
3.5.2  JlyH mmHKUIr? 6a 30BIOMK DA

This is an example where it is not obvious whether
measurements are performedor not. In such cases, it
usually turns out that requirements in ISO/IEC 17025 do

not apply.

3.4 Case 3: Leak testing of non-pressurised liquid-
filled systems
3.4.1  Description of scheme
As part of a regulated scheme to inspect the in-
service condition of equipment forheating and
cooling containing Freon gases, the leak
tightness of the liquid containing system is
checked. The system is put under pressure and a

pressure gauge is used to verify that an adequate
level of pressure has been applied.

3.4.2  Analysis and recommended solution
Need to
consider
Issue requirements Comments
in ISO/IEC
17025?
Equipment
Metrological status the
traceabilityof No vsrrilz:?)?;y
measurement
results source of
measurement
uncertainty
Methodology
Validation of No well  known
methods and not
complex
Monitorin
g would be
Quality the
assurance No preferred
initiatives method for
evaluation
of validity

The examination is well covered under the framework of
ISO/IEC 17020.

3.5 Case 4: Pressure testing of valves in
pressurised systems
3.5.1 Description of scheme

As part of a regulated scheme to inspect the in-service
condition of pressurisedsystems, the release pressure
of safety valves is measured.

3.5.1 Analysis and recommended solution



ISO/IEC Need to
17025 consider
CTaHIapThIH N Issue requirements Comments
Acyynan raapuIareir Taitnbap in ISO/IEC
xXaprajzaH 17025?
Y39X YY? Metrological Pressure
XOMKHITH traceabilityof No release at set
HH yp measurement limit
IYHTUIH TorrcoH xs3raapt results critical.
XOMIKHIIZY Tuiim JApanThIT Oapux Instructions
HH HOTK Hb YyXaJl. and training
JaMXKyyIia mayneed to
AT _— account for
Cucremuitn Varug?g:)%r; of No, but ... how system
TOXHPIoO Hb configurati
IIAJTaITa ons affects
ApTEIH examination
Oaranraax | YTYH, ITIXI93 XOPXOH HOIOOIDK
yyna ’ Gaiiraa Tanaap set-up.
3aaBapumIIraa, Monitoring
cyprair Quality would be the
nraap/yiaraTai. assurance No preferred
XsHANT S method  for
Initiatives ;
MOHHTOPHHT Hb evaluation of
Yanapsia XYYHH TOTOJI0p validity
Oaranraax yryi OaiiIBIT YHIIIX
WJIT XaMTUH
TOXUPOMIKTOU
apra OaiiHa

3.6 Case 5: Magnetic particle inspection of welded
joints in steel structures
3.6.1 Description of scheme

3.6 Toxuoamoea 5: Tan 6yTI31 A9X rarHacas
X0JI0O0JITHIH COPOH30H TOOCOHIOPBIT IIAJIrax
3.6.1 Cxemwiin Taiinoap

Janaif spruiin rad OalryynaM>KHiH alIurIaaThH
XSHANT INAJTAITHIH  30XHIYYJIANTTail  XSHAITBIH
CXEMHUITH HAT X3¢3T OONTOH COPOH30H TOOCOHIIOPOOP
IyypaiaT Xarapjibl MWIPYYIdX 30pHWIT00p 3apuM
rarraacelr manrazar. Hlarsr 6ocrox, yeuir amncasp
LallaH LPB3p raH rafapryyr ui rapraHda. ['arHaacbin
SH3 OYpUIH X3M0dpTIH Temuiryit Xypaxsz OueunitH
XY4 MX IIaapJyiar, OpuMH HOXIIeJ TOXUPOMXKTOH OnI
Oaix O0H

3.6.2 JIyH mHHKWIT 0a 30BIOMXK XA

As part of a regulated inspection scheme for in-
service inspection of offshore steel structures,
selected welded joints are subject to magnetic particle
inspection in order to detect crack indications.
Scaffolding is erected and the joints are sand- blasted
to expose a clean steel surface. The geometry of the
joints exhibits large variations, the location of the
joints may be physically demanding to access and the
environmental conditions may be less than ideal.

3.6.2  Analysis and recommended solution

Need to
consider

ISO/IEC 17025 requiremen

CTaH/IapPThIH Issue tsin Comments
Acyynan I1aapIarsr TaitnGap
XaprajsaH y39x ISO/IEC
?

YyY? 17025?




XOMIKIICT XIMIKUIT
XHUIDK 00JI0X U

. YaHAPBIH ILAJITaIT
XOMKUITHHAH YD

. X XYJI93H
JIYHTUHH
. . 36BIIOOPOTICOH.
XOMKHIIBYHH Yryit [TyypasIr 60,1100
HOMHK yylfn JI9X Hb b
JaMXKYYJIaiaT PYY
TOTTOOCOH
XIMIKIIHIIC WYY
qyXall IOM.
armaaceIH sraaTai
Oalinmaac xamaapu
aprbIl’ COHIOHO.
Aprbia P

XOMKUITUIH
9PrANrIAT YHIIIX,
WIPYYJIIX XsI3raaphir
TOAOPXOMIOXO/T
XYHIPATIH Oaiinar.

Oaranraaxyynan | Tuiim, T9BY...
T

Metrological
traceability
of
measuremen
t results

Recognised as a
qualitative test,
although dimensional
measurements may be
performed. The actual

No detection of crack
indications is more
critical than the exact

dimensions of the
indication.

Validation of
methods

Method choice subject
to variations in joint
configuration.
Evaluation of
Yes, but ... measurement
uncertainty and

determination of
detection limit are
difficult to perform.

TYb-b11
QKUITHYY TBIH
OaTalraakuiT

maap uiaratai 6aix
605H0. ['3¢coH xoauit
q

s

GaTanraaxyyaaaTblH
cxemj1 Oartca
YanapsiH .
Twuiim, T9BY... | MPAKTHK MAITAITHIH
Oaranraaxuiar

1ap Xypad, Tepiaeec

Xamaapat yp
YaBapblH
LIaJTaJIThIH YHI

a)kuJuiaraar

opI1yyJax XsSHaJIThIH

3JIEMEHTYYAMNT aBy
Y39k OOIHO.

Quality
assurance
initiatives

Certification of CAB
personnel may be
required. However,
depending on the
extent and type of
practical examinations

No. but ... included in the

’ certification scheme,

substituting elements
of monitoring for
proficiency testing
activities may be

considered.

3.7 Toxuoagoa 6: Japanrar GaiiryyjiaMxuiitH xat
aBHaH XAHAJT

3.7.1  Cxemuiin Taiinoap
Hapantar caBHbl  AQIIWTJAITBIH  XAHAIT
ANTAITBIH  30XMIYYJaNTTail CXEeMHUHH HAr
X3C3r OOJITOH XAT aBHaH IIAJTaJThII HOLTOM
X3CTYYARA XUKASr. XOT aBUAH IMHMHXKMIT)
HUX3BWIPH COTOTMHII MIPYYIdX, TIATIIPUIH
XOMXKDI, Oalipimimi, TOPIUHT TOHXOPXOUIOX
IXHUHN anxam Ooyjor. XSHANTBIH TYTHIJITHAT
Oyca majaraiThiH YHICOH 9P raprax 00JHO.

3.7.2  JlyH mMHKUIr? 0a 30BJIOMXK Talnoap

ISO/IEC 17025
CTaHJAPTHIH
Acyynan 1aapaJarbir Taitn6ap
XaprausaH y39X

Yy?

XOMKUATHIH YP Tuiim bara 33pruitn

3.7 Case 6: Ultrasonic inspection of pressure
containing structures

3.7.1

3.7.2

Description of scheme

As part of a regulated scheme for in-
service inspection of pressure containing
vessels, ultrasonic testing is carried out on
critical sections. Often ultrasonic testing is
performed as the first step to find defects
and determining their size, location and
type. The inspection conclusion may be
based also on other examinations.

Analysis and recommended solution

Issue

Need to
consider
requirements Comments
in ISO/IEC
17025?




JYHTHIH
XIMKUI3YHH
HAIK
JaMIKyyJIaiT

COrOTHIT
TOAOPXONIIOX,
TOJOPXOUJIOX Hb
Mall gyyxai a4y
XO0JI0OT TONTOH
Oaii’k O0JIHO.

ApreiH
Oaranraaxyysaant

Twriim

Tanbap/ax 3yin
OYp Hb TOHOT
TOXOOPOMIK,
aprawiaibir

COHI'0XOJl OHLTOM
aHxaapan
XaHIyyTaxbir
aapaaar

The identification and
determination of
Yes minute defects may be

of critical

Metrological
traceability of
measurement

results _
importance.

Each area/item
requires special
Yes considerations as to
choice of equipment
and methodology.

Validation of
methods

Yanapsin
OaTanraaXXuint

Yryii, raBu...

Wiitm xeTenbep
Oaifraa
TOXUOJJIONA YP
YaJ[BapbIH
IIaranTaj
OPOJLOXBIT
30BII6H6. ['5CoH
XOUN 4
XSTHANITBIH
QKHITHBI Yp
YaJBaphIr
OaTanraaxyynax
BIH TYJIJ] XSHAIT
MOHHTOPHHT
yyxai oM. TYB-
BIH XKWITHYYIBIH
TIPUHIT?)
maapzsiararai
6aiik 60JIOXBIT
aHxaapHa yy.
XstHanT
MOHUTOPUHTUIH
Y
KHMJUTaraaHbl
XYP33, MIHHK
YaHAPBIT
TOAOPXOMIOXO/T
GaTanraaxyynaint
BIH CXEMJT
GarrcaH MpaKTHUK
AT aITHIH
XOMIKII, TOPIUNT
XapraisaH y33X
maapjJiararai.

Where such programs
are available, the
participation in
proficiency testing
programs is
recommended.

However, monitoring
is essential to ensure
individual inspector
competence. Note that
certification of CAB
personnel may be
required. The extent
and type of practical
examinations included
in the certification
scheme should be
considered when
defining the required
extent and character of

Quality
assurance
initiatives

No, but ...

monitoring activities.

3.8.1

CxemuiiH Taitnbap

3.8 Toxuoamoea 7: IudprHHii XaaaraHbl KHHETHK
JHepPru 0a xaajaraHbl 1apaiT

3.8 Case 7: Kinetic Energy and Door Pressure of
Elevator Doors

3.8.1  Description of scheme

3opunrd TUQTHANR OCON, TAIMTIMWH JUHIIHX
Hb Xaanratail xombooroir Oaitmar. Ocoix
MAMTIUAH  3PCIIHUAT  OyypyyJaxblH —TYI
EN81-1-n mudt/mudTHUN XaanThlH KUHETHK
sHeprd Hb 10 mKoyn, xaanranel papant 150
HBIOTOHOOC XJTPAXTYH Oaiix €cToil XdM3I9H
3aanar. OJOH OPOH/ WKW TOCTIH CTaHIapTa
Xamaapax 30XHULYYJIalT XY4UH Teresjaep
Oaiimar. CraHIapThlH LIaapajaraj HUHLIK
Oaiiraa  3COXUUT  TONOPXOMJIOXBIH  TYJJI
T THUIA XaaJITbIT Xaarjaax yez rapaap oapux,

The majority of incidents and accidents on
passenger lifts/elevators are door related. To
minimize the risk of injuries, EN81-1 specifies
that the kinetic energy of the closing lift/elevator
doors shall not exceed 10 Joules and the door
pressure shall not exceed 150 Newton. In many
economies, regulations are in force that refer to
this or similar standards. To determine
compliance with the standard two tests are
carried out with a prescribed calibrated door



XaajraHbl NAPaNTHIT Oaraxkaap XIMIKHUX XOEp
TYPIIMATHIT  XUHAST. OXHUW  TYPUIWITHIT
TG THAHA XaalTbIT OypaH XaalTTau
Oaiipnanaac 500 MM-UIiH 3aii] XUIDK KHHETHK
SHEPTUHr, XO0&p MHaxp TYPLIIMITHIT OYpdH
xaantrai Oadipnmamaac 180 MM 3aiij Xwiixk
XaajraHbl JAPAITHIT TOJOPXOWIHO. JAr3Idp
TYPIIMATYYZ Hb HOT [NajlaH J133p Oue
OMEHHMIX?) Japaa Iyya XUUT AT 0eree Xoép
33aITHIT XaalTaHbl JAPAITBIH XIPATIYYPIIC
Yy aBjar.

3.8.2  JlyH muHXWIT3 0a 30BIOMXK AN

pressure tool, which is hand held in the closing
path of the closing lift/elevator door. The first test
is to be carried out at 500 mm from the fully
closed position of the closing lift/elevator doors
to determine the kinetic energy and the second
test at 180 mm from the fullyclosed position to
determine the door pressure. These tests are done
immediatelyafter each other on the same landing
floor and both readings are taken directlyfrom the
door pressure tool.

3.8.2  Analysis and recommended solution

ISO/IEC
17025
Acyynan CTaHAapTRIH Taiin6ap
IaapAIarsr
Xapraia3aH
Y39X YY?
XOMKUITHIH
Yb AYHIHIH . Horx pamxyynant Hp
XOMKHI3YHH Tuitm
HAIK ayxan
JaMIKyyJIaT
Byx mu¢twiir
YHI3CHUI 00J0H
OJIOH YJICBIH CTaHAAPT
AprbIH JCBAJT IYPIM KYPMBIH
Oaranraaxyysn Yryi, Jlaryy miajaracaH rak
ant Y3B3JI
Garanraaxyynant
TUNM 4 dyXaji
nraap uiara OUII oM.
XSHaAT-MOHUTOPUHT
Hb XYUYHUH TOTOJII6ep
YanapsiH . GaliTBIT YHAJIIX
Yry#, o
Oaranraaxuir XaMTHiH
TOXUPOMXKTOM apra
Oaiix 6omHO.

3.9 Toxuoamoa §8: Ilarosiormiin Oywy 3MIIr
CYUIAJIBIH IIMHKUIITI), OMeniiH 3/, INWHIIHUH
IIMHAKUIT)

3.9.1 CxemuitH Taitnbap

OMIar CyulajiblH MIMHXKUITI, Y3JI3T Hb HAc
OapalThIH MIANTraaHbll TOTTOOX (3aJy1aH
OIMHXWIT3)  CaflH  OypBIH  XSIHAITBIH
CXeMHUHH  HOI'  X3C3r  IOM.  3ajuiaH
MIMHKWITIOHA OWEeUHH 54 JpXTOH, Of,
IIMHMHANAT Ta3ap JI39p Hb Cy/uiaxaac TajHa
mapwi Xajrajgax rasap 93CBd1 Tycjaaa
SMHOJTUMH  J1abopartopuj 1K  aBdy,
MUHXWITM3 XUWH3. YpT a3cBann pH 33par
3apuM  XOMJKWITHHT Tazap 133D Hb XHUIDK
6onno. IlanranTan n3Kudr aBax, O’NTrIX,
cymiax  (KMII®3  Hb, MHKPOCKOIIOOD),
QKUTTANTBIT TOAOPXOM MIMHX YaHapTau
JIaBIIaraa JR3KTIU XapbIlyyIDK, HaC OapaiaThIH
[ANTTAaHBIT EPOHXHUIT Hb TOIOPXOMIOX
ayraanaa xypHd. ISO 15189 cranpapteia
maapAjarell 3MIar cyajantail xonboortoi

Need to
consider
Issue requnri?]ments Comments
ISO/IEC
17025?
Metrological .
measurement -
essential.
results
Assuming all
elevators are
inspected against a
national or
Validation of No international
methods standard or against
regulations,
validation is not an
essential
requirement.
Monitoring would
Quality be the
assurance No preferred method for
initiatives evaluationof
validity.

3.9 Case 8: Pathology test and examinations of body
tissues and fluids as part ofautopsy

3.9.1 Description of scheme

Pathology tests and examinations form part of
a voluntary inspection scheme for the
determination of cause of death (autopsy).
Autopsies will involve the examination of the
body including organs, tissues and fluids in
situ and will also involve the taking of
samples and analysis either within the
mortuary service or ina separate medical
laboratory. Some measurements may also be
taken in situ such as length or pH.
Examinations will involve taking samples,
preparing samples, examining the samples
(e.g. by microscopy) and comparing the
observations with reference samples with
known characteristics to arrive at conclusions
supporting the overall determination of cause
of death. The requirements of 1ISO 15189 also
need to be considered for any pathology
related tests and examinations.



anvBaa XSHaNT, UIWHKWITIZH] aHXaapax
maap/jiararai.

3.9.2  JIyH IMHXKUITS 0a 30BIOMXK HIHAIDI

ISO/IEC
17025
Acyynan CTatapThIH Taiin6ap
1aapAIarsr
XapraisaH
Y39X yY?
XOMKUITHHAH YD Tuitm
JYHTUIH
XOMKUII3YHH HAMK
JAMIKyyJIaiT
ApreiH Twiim
Oaranraaxyyaant
OnoH 3x
cypBaJDKaac aBcaH
Yp AYHT
XapbIlyynax Hb YT
HUHRIPX YHAIT33T
WIPYYII3X, AT
TypILIarsIr
Yanapem 3 yﬂn,u}:ynax XaMTHIHH
AT AN AZKIIIT Tuiim CaiiH apra oM.
Xopas PT
xeTenbepryii 60
XSTHAJIT MOHUTOPUHT
Hb XYUHUHT3H
OaliITBIT YHAIIDX
XaMTuiH
TOXUPOMXKTOM apra
IOM.

3.10 Toxmoamou 9: llaxuiaraan TooJyypbIH
TYIUIMIAH XaMaapJIbIl Iajarax

3.10.1 Cxewmwuiin Taiinbap

[Maxunraanel  TOONYYpPBHIH  AlIUTIANTHIH  XSHAIT
ANTaNTBIH  30XMIYYyJanTTal CXEeMUHH HAr X3Car
OOJITOH TOOJYYpBIH TYWHUIMHH XaMmaapiibl IIajrajar.
[Maxunraan TOOMYYphIH X3MKWITHHH 3praizdd Hb
TYHAIMHH SH3 OYpHiH TYBIIMHI TOTTOOCOH TYBIIHA3C
Oara OaifHa.
OH? TOXHONION Hb IAXUITAaaH TOOIYYPHIT TYyPIIMIITHIH
mUPIdH  J193p  anbaH  €cHBl  XOMXKHWI  3YHH
OaTajraaxyyinanT OWIN, YYHHH alluTIalThIH XTHAITHIT
XAMHY? T[BATUAT  OHLJIOH TAMIPIIAX Hb  3YUTIM.
[axunraansl 30XUIlyyJalT Hb 3acBap YHIUMITIIHUI
XOTONOOPHITH HAT X3CAT OOJITOH YHITYHITIOHUH SIBIIA]T
XSHAIT — IHANTANT XUUXWWAT — [aapajar.  OArisp
[IaJranTa Laxuiaraad TOOJYYpBIT 3aJ1ax
maapaiararyii 00JIoBY razap I93p Hb TYPIIMIT XHHX
maapanaratail. XsSHanT Hb UAXWiraaH TOOJYYPbIH
©MHO LIyTraM/J] X0JIOOTICOH TYPLIMIITHIH TOX0OPOMKOOD
XUWATIIAT.
OnoH OpoHJ XSHANTHIH Oaifryymnaryyn uxssuidH C
TOPAWIH Oaiijar, y4up Hb @KIbIH SBLAJ XSHAJIT
MIANTANTHIT 3apUM/aa [MAXWIraaH TYTIdX KOMIAHUY
XUMIAT.

3.10.2 JIyH mmmH)KuIT33 6a 30BIOMK HIHHAIDI

3.9.2 Analysis and recommended

solution
Need to
consider
Issue requirements in Comments
ISO/IEC 17025
(and/or 1ISO
15189)?
Metrological
traceabilityof Yes
measurement
results
Validation of Yes
methods
Comparing results
from multiple
sources considered to
be the best means
both to detect non-
conforming
Quality assurance evaluatior)s and to
initiatives Yes harm_onlsebest
practices. If PT
programs are not
available, then
monitoring would be
the
preferred method for
evaluation of validity.

3.10 Case 9: Examination of current dependency of
electricity meter

3.10.1 Description of scheme

As part of a regulated scheme for in-service inspection of
electricity meters, the current dependency of the meter is
examined. The measurement uncertainty of theelectricity
meter shall be below a specified level at different levels of
current.

It is important to point out that this Case refers to in-
service inspection of electricity meters, not to legal
metrology verification of electricity meters on a testing
bench. Electricity regulations often call for in-service
inspection as part ofa maintenance program. Those
inspections do not require the disassembling of
electricity meters, but it requires the performance of on-
site testing. The inspectionis carried out by means of an
injection test device connected to the line before the
electricity meter.

In many economies, inspection bodies tend to be type
C, as in-service inspection issometimes carried out by
electricity distribution companies.

3.10.2 Analysis and recommended solution



Need to
consider

ISO/IEC
17025
Acyynan CTaHapThIH Taiin6ap
1aapAIarsr
XapraisaH
Y39X YY?
3oxulyynard Hb
[axuiraal
TOOJYYpPBIT
ryimiin
X3MKUIATUHH YP TYBLIMHII3C
HYHFI/IVIZH Tutiing XaMaapaH TOI[OpXOIzI
XIMKHII3YHH HIIK TYBIIHHH OHOBYTON
JaMXKYYJIaiaT Oalimanrait Oaiixer
Hraapauar Ty
XIMKUIHIH
9Praji333 Mall yyxai
IOM.
3oxuIryyaardaac
ApreiH Vrvii HapHUIBYIAH
Oaranraaxyyaant Y TOJIOPXOMIICOH
aprawiai
XstHanT
MOHHTOPHHT Hb
Gaifaarauitn
Yanapsm 3 XIMKUIT xuﬁ?’(
AT AAKIIT Yryi aisap, IIanamrai
Oal bl majrax
XaMTUiH — TPaKTHK
X3PArceal Oaiix

0OJTHO.

Issue ; - Comments
requirements in
ISO/IEC 170257
Measurement
uncertainty is|
critical, as the
Metrological regulator_ _requires
traceabilityof v the eIectnutymger
measurement €s to have a spec_lf_led
results level o_f precision
depending
on the level off
current.
Validation of Methodology ~
methods No specified in  detail
by regulator
Monitoring would
be the most
practical tool to
Quality check out
assurance No inspectors’ ability|
initiatives and dexterity to

carry out

the measurements.




Hom 3yii

ISO 15189:2012 Medical laboratories — Requirements
for Quality and Competence

ISO/IEC  17000:2005 Conformity
Vocabulary and general principles

assessment —

ISO/IEC 17011:2017 Conformity assessment — General
requirements for accreditation bodies accrediting
conformity assessment bodies

ISO/IEC  17020:2012 Conformity assessment —
Requirements for the operation of various types of bodies
performing inspection

ISO/IEC 17025:2017 General requirements for the
competence of testing and calibration laboratories

ILAC P8:03/2019 ILAC Mutual Recognition
Arrangement (Arrangement): Supplementary
Requirements for the Use of Accreditation Symbols and
for Claims of Accreditation Status by Accredited
Conformity Assessment Bodies

ILAC P9:06/2014 ILAC Policy for Participation in
Proficiency Testing Activitie

ILAC P10:01/2013 ILAC Policy on the Traceability of
Measurement Results

ILAC P15:07/2016 Application of ISO/IEC 17020:2012
for the Accreditation of Inspection Bodies

EA-3/04 G:2001 Use of proficiency testing as a tool for
accreditation in testing.
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for the Accreditation of Inspection Bodies

EA-3/04 G:2001 Use of proficiency testing as a tool for
accreditation in testing.



XABCPAJIT: IIAJITAJT, COPUJIBIH YT
AKNIIVIATAAHBI YIIAMAKJIAJIT AT'YYJITA

ISO/IEC 17020 —u xsmant manrant 6omon ISO/IEC
17000-5 copun IIWHXXHIATIIHHKA  TOJOPXOHIONTYY
X3IUATI3p XOOPOHAOO 3apUM Tajaapaa WXuil Oaifraa
00JI0BY 3133p XSHAJIT WIANTANT, COPHII IIMHKHITIIHYYA
Hb YJIaMXJIANT X3J09p33p33 X00pOHI00 suiraartait. Jlop
Oaifraa XYCHATTAJ INAJTANT IMHHXHITIIHI sAMap YHI
aXuJuaraar XaMmpyyJjar Tanaap yIIaMKIIANT
OWITONTYYA, M6H COpPWJI IIUEKIITIOHI XaMpyyiaar
YIAMIKIANT VI aKMILIaraanbl Tajjaap xapyyJuiaal,

ANNEX A: TRADITIONAL CONTEXT OF
EXAMINATION AND TESTINGACTIVITIES

Although the definitions for inspection in ISO/IEC 17020
and for testing in ISO/IEC 17000 do to some extent overlap,
the context of examination and testing activities has
traditionally differed. Thetable presented below tries to
describe the context by means of quantifying to which
extent certain types of activities have traditionally been
chosen to be considered as examination and which have
traditionally been chosen to be considered as testing
activities.

1SO/I 1S0/I Activity ... Object of ISO/IEC 17020 -| ISO/IEC 17025 -
X N EC EC conformity Examination Testing
. OISV HH 17020 1702 assessment
Yiin axwuiaraa ... YHDJII35HUH 30pUITO ~ 5- is
HE - Ilanr Copu ... performed on- ++++ +
T 1 site
... rasap J19p Hb o + ... performed at + +++
TYHITIOHY premisesof CAB
<. XOMKHIBYHH
YHOIITIOT XHHZOT ... performed as ++ ++++
MAPIKUITHUN aXKIIBIH + ++++ part of
Gaiipan 193p type approval
TyHUOTIOH) ... performed ++ e+t
... TOPJIUHAT as part of
Gatanraaxyynax yix + et product
)KUIIaraaHbl XYPIdHI certification
TYHIITIOH). scheme
... Bymormpxyynuii ... performed as +++ ++
cepTU(UKATBIH par'g of o
CXEMHUITH XYP3dHIL + bt design examination
TYHITIIH. ... gas/liquid + +H++
... Mlanranein ... material ++ +++
3arBapblH YHAJIIIHUH +++ ++ .
XYPI9HJ, IYHIITIIH). t well defined + bt
item
... Xuit /IIMHTH + +H++ .. complex item Tt T+
-+ Marepuan i e ... installation ot +
o cantap ++ —— . service et +
TOJIOPXOIJICOH 3yiiiic
Hapnmv{ HUIIMII e . ... process ++++ +
3yitc
... CYypHIIyyJIauT ++++ +
... YHmamiras ++++ +
... YW sIBIL ++++ +
+ 3apumaaa
I/I PHMIL + Seldom
++++
X3BYJIDH ++++ Often

XycHort 5.1. manrant, COpr MIMHKUAITIIHYYIUNT eep
30pUyJIaNTaap X3PIriadX, YAaMKIAIT XAJI03p

Xycwort 5.1-n aypacan aryyara Hb ISO/IEC 17020 6a
ISO/IEC 17025-n TtaBurmmar Iraapajiaryyasit OypoH
xaHracaH Oaiix muraapmiararaid. Xascpant Bl, B4-t
TaBUTJAX IIaapajaryyablH sjraar WIyy J2Jr3pIHTYH
xXapyyJicaH OOJIHO. DAr’sp XaBCpPaITyyAaJ TaBUTIAX

mraapjyiara Jaxb OArIIpP SUTaaHyyld XOOPOHBIH
xXamaapall, IHaIrajT YHYIM, COPWI  YHAJIIIIHUI
yIaMKJIANT — aryyiara 39prudAr  J93pX  XYCHOITIJ

XapyyJICaH IIUT TalnbapiaH opyyIuiaa.

XYCHAIT3 Y3YYJICOH HaByy Talyyhd Hb OJOH YJICHIH
00ANT TYpUUIATHIH CTATHCTHK CyJajraaHaac rapraaryu
0O0JIOXBIT aHXaapHa yy. DHAXYY YAUPAAMKUIH OapuUMT
Ouuruiir OOJOBCPYYJICAaH QXJIBIH XICTUHH XaMTHIH
OYTHONITA YHODCIACOH OWPONIIO0 JI AYTHIIT IOM.

Table 5.1. Traditional extent of use of examinations and
tests for different applications.

The context described in Table 5.1 has to a significant
extent provided the background for formulating the
requirements in ISO/IEC 17020 and ISO/IEC 17025. In
Annexes Bl to B4, the resulting differences in
requirements are analysed in more detail. In these annexes,
the relationships between these differences in
requirements and the traditional context of examinations
and tests as displayed in the above table are discussed.

Note that the number of plusses shown in the table is not
derived from any statistical study of actual international
practices. It is only an approximation based on the
collective judgment of the WG that formulated this



TyyHWIdH, BHAXYY YAUPAAMKUNH OapuMT OWUYTHiIiH
30PWITHH XYPI2H] IaByy TadyyIbIH YHIH 36B Oaliai Hb
ISO/IEC 17020 6omon ISO/IEC 17025-uitH omooruiin
XyBUJIOAPYYIbIH 30XHMOTYABIH Y33J1 OOMJBIT TycracaH
[3COH Taamarjajiaac a4  XoJIOOrmojiroil  OOJIOXBIT
aHxaapHa yy. DHAXYY yIUpIAMKUWH OapuMT OWdruiir
00JIOBCpYyJICAaH 3apUM  MDIPIIKWITHYYA Hb aXIIbIH
X3CTUIH rumyyn Oaiicas.
XABCPAUJIT B1: BUE JIAACAH BAHIAJI

B1.1 Aryyara

CopuJiblH aryyiratail Xxapbllyyiaxaj XsiHaJdTbIH aryyiraji
Oue naacaH Oaiiai Hb WYY yyXall Oalip CyypuuT 333IHD.
OHP WMHABID Hb XSIHANT WIANTaNTaH] OpX Oaiiraa
OaifryymiarslH ~ 93%H, 0OojoH  Oycax  XyBbllaa
93OMIIUTYIAAH XYBBJ DAUNH 3aCTUAH HX3IX3H HOJ00
y3yyamer.  ISO/IEC  17025-m  Oartcan  copui
IIMHXWIT3SHAN VI aXXUIUTaraan]l [MARIBIp raprax Yl
sBII Oartiarryi. JlapaaruifH HAT MaaTraad Hb XSHAITHIH
Oaiiryymiara XsHaJITBIH JapaaruifH ye OIaThIl COHIOXOJ
HOJIOOK 00JIOX aKMIJIAJNTHIT Jarajgar ssiaid oM. Mim
Yl axxuiiaraa Hb TyCTailaH apra Tyc OYpT COpHII
IITHKAIIT? XUIUXI9C WIYYTIU anfaar oJioxX WiyY MIAPAIT
yaHapTaid OaifHa. X135 yprammaac surapu Oaiiraa
SMHUCCHOH Hb 36BIIOOPOTIOX TYBIIMHA Oaliraa 3COXUNAT
XSHaXblH TYJA XAMXWIT XUHX 39pradp COPWJIBIH YHI
aXuUUTaraaHaac rapcaH yp IYHT TOJOPXOHIOXOM Talyy.l
aHxaapliaa XaHIyyJDK aXuJlaHa.

bue maacan GalijUTbIH Tajlaap acyymIbIl Japaax 2 X3CorT
XyBaaHa:

- XomKWiByH xuibk Oaiiraa OalryyiiarsiH Ove
naacad Oaiman
- XoMKWI3YH Xuibk Oaifraa MIpraXUITHUI Oue
naacad Oamman
B1.2 XOMAKHIBYIHH YHDJII3)
OaliryyJuiarbIH 0ue 1aacan oaiiian

XHIK oyii

XsHaNTBIH OalTyyularslH Oue jaacaH OaiibIT
aB4 y33xuiH Tyng osxmona ISO/IEC 17020-n
Jaryy XsHANT IHANTanThlH VT aXusuiaraar
Japaax Oue maacaH OaiinbiH 3 XAJIO3pUH aib
Hor aHrungar: A, B, C xan6ap

Xascpant A.2, B xon0OspuitH maryy, XsSHaJITHIH
Gaiiryymiarsia B x>103p Hb:

- LLWYYX  yin  aodcunnaeaansl  Oue  daacau
batioan, XAHAIMbIH YU aXCULIAeaanvl Oypon
Oyman Oatioanmai 36pyuIdex aiueaa yiil
adicunnazaaz A8yyaaxay. AHnaneysa
XAHATMAHO xampazocau 3yuac,
Oym33209xXyyHuUll 3aeeap, YUA08IPAI,
XaHeamoic,  CYVPURYYIamm, X3pI2ndd  ICedil
3a6Cap YumruuieIdHO opoayoxeyu.
XaBcpant A.l1 A xon0dpuiiH nmaryy, XsHaJITBIH
Oaiiryysuiara Hb 193p IypAcaH B xan03puiiH XssHaITBIH
OaliryyIiaraJ TaBbCaH MIaapIaryyasl XaHracaH 0anx
maapaiararail. MeH gapaax aryyirsir Oarraasa;

guidance document. Also, note that, for the purpose of this
guidance document, the trueness of the plusses is less
important than the trueness of the presumption that they
reflect the mind-set of the authors of the current versions
of ISO/IEC 17020 and ISO/IEC 17025, of which several
were members of the WG that formulated this guidance
document.

ANNEX B1: INDEPENDENCE
B1.1 Context

The issue of independence is more central in the inspection
context than in the testing context. One reason is that
inspection often includes a decision. This decision may
have substantial economic implications for the owner of
the inspected object, as well as for other relevant
stakeholders. Testing activities as envisaged in ISO/IEC
17025 does not include a decision stage. Another reason is
that the inspector follows trails of investigation where
each observation may affect the selection of the next step
of the investigation. Such a process is more susceptible to
bias than testing per a specific method. However, it should
be borne in mind that in practise there may exist important
inducements for interested parties to obtain certain
outcomes also from testing activities, e.g. measurements
may be performed in order to control that emissions from
a plant are within permitted levels.

The issues of independence can be split up in two:

- Independence of the CAB, and
- Independence of CAB personnel.

B1.2 Independence of CAB

Considering first the independence of the inspection body,
ISO/IEC 17020 calls for inspection bodies to be
categorized as belonging to one of three types of
independence; types A, B and C.

According to Annex A.2 type B inspection bodies type B
shall;

- ... not engage in any activities that may conflict
with its independence of judgment and integrity in
relation to its inspection activities. In particular,
it shall not be engaged in the design,
manufacture, supply, installation, use or
maintenance of the items inspected.

According to Annex A.l type A inspection bodies shall
meet the requirements of the bullet point for inspection
bodies type B above. In addition, it is stated that;



- Xananmoin baticyynnaza Hb
902330yy033¢ Xamaapareyi baina

- Xananmiin  batieyyniaea Hv waneaxc oaiieaa
OYym33209XyyHUL 3a28ap, YUL08IPIIIL, XAHSAMKC,
cyypunyyranm, — Xyoanoam — aeanm, — OeMuJel,
X2P22n33, ICEIN 3ACEAP YUNUUNLIIHO XaAMaapa
Oyxutl XyyautiH 3me33030 Xapbaanaz0axeyu.

- Xananmoin baticyynnaza Hb dapaax
9MeIOYyoutie XAHAcan Oymadz0IXyyHull 3a26ap,
YUNOBIPIIIN, XAH2AMMHC, CYYPULYYIANM, XYOar0aH
aeanm, — OMYNON,  X3PI2NID  ICEIN  3ACeaAp
yiiuunese — xapuyyax — mycoaa  XyyauliH
9mMea0mat X0N600 Xamaapaneyi baina:

> Xauwanmuin  yp  OYHO  HONOONOX
boaomauceytiersc 6ycad 33oMuueuuo

opoayozcd

» Xauwammuin  yp  OYHO  HONOOAOX
bonomauceyli  yun adicunnazaa  Oyxuil
azoMuUeHIC bycao batieyyrnasamail S
39p92YdX youpoaaea, XM CULH
MOMUNIO20COH AnbaH myuaaiman

» Xawammuin — yp  OYHO  HONOONOX
yaosapeyiedsc 0ycad, udxiCUN OHOOpP
MYBUWHUIL YOUPONA2AO ULYYO MIOIINIIX

» Xawammuin — yp  OYHO  HONOOAOX
yaosapmaii  6atixe oOonzowey 6ycao
9mMea0yyo

XaBcpant A.3 —H garyy C Xdi03puiiH XSHAJITHIH
Oaiiryysiara Hb,

- Xananm — waneanm — 6oron  Oycad  yiin
QOICUNNA2AANBl  XOOPOHO — XYA99X  JYPIe,
Xapuyynazvie Xau2aimmai Xyeaapuican dCIXule
bamaneaaxcyyixc, —awyreyu  6bauonvie  Ouil
00on2oHO.

ISO/IEC 17025 up Oume nmaacaH OaWIiabIl XaHraxan
TOJOPXOH MaapmIaryyapIr TaBpaarryit. I'axms ISO/IEC
17020 6a ISO/IEC 17025 up mrygapra OaiimibH Tyxaiin
WKW Imaapaiarslr TaBphar. MitMp mabopatopu Hb
mrymapra Oalmanm 3pcIdi  yupyyinax OauryysularbiH
anvBaa TaIyyIOpll WIPYYJHD. baliryymnaran armynryi
OalIIBIH Talaap TAHWIIYYIaX Hb SATI3P APCIITHHAT
OyypyyJnax, apuiirax Har apra 3am oM.

B1.3 Xomxuiasyi xuiisk Oaiiraa MIpra:kuiTHuii Oue
maacaH O0ammpaua

Xancpant A.3-1 C Xan03puiiH XSTHAITBIH MIPTIKIITHAN
Tayaap aB4 Y3BIJ:

- Tyxaiin  udcun  Oym33209XyyHUU  3a26ap,
YUROBIPAIL, Xanzamor, CYypURyyIanm,
YUIUURE3?, 34C8ap, XAHAIMbIZ A6YY10aX0ad....HI2
XYH29p Oyedutie xutineddc boaoxeyu. Xapuw
XAHANMBIH  Yp  OYHO Heneeaexeyt 1 001
30XUYYYA2bIH XYPIIHO MYXAH OymII209XYyHULl
3a26ap, YUNO0GIPAIN, XAHSAMIC, CYYPULYVIATM,
Yiauued, 3aceapm XAHAM ABYYAAX
OOOMIUCINOU  Hb  MIPEINCUTMIHO. ...  XAHATM
ABYVAAXBIE 368ULOOPOO.

- The inspection body shall be independent of the
parties involved.

- An inspection body shall not be a part of a legal
entity that is engaged in design, manufacture,
supply, installation, purchase, ownership, use or
maintenance of the items inspected.

- The inspection body shall not be linked to a
separate legal entity engaged in the design,
manufacture, supply, installation, purchase,
ownership, use or maintenance of the items
inspected by the following:

» common ownership, except where the owners
have no ability to influence the outcome of an
inspection;

» common ownership appointees on the boards or
equivalent of the organizations, except where
these have functions that have no influence on the
outcome of an inspection;

> directly reporting to the same higher level of
management, except where this cannot influence
the outcome of an inspection;
> contractual commitments or other means that may
have an ability to influence the outcome of an
inspection.
According to Annex A.3 type C inspection bodies shall;

- provide safeguards within the organization to
ensure adequate segregation of responsibilities
and accountabilities between inspection and other
activities

ISO/IEC 17025 does not have any explicit requirements
for independence. However, ISO/IEC 17020 and ISO/IEC
17025 share the same requirements for impartiality.
Consequently, a laboratory would have to identify
organizational aspects that may constitute risks to
impartiality. Introducing organizational safeguards could
be one way to eliminate or minimize such risks.

B1.3 Independence of CAB personnel

For personnel of inspection bodies type C it is stated in
Annex A.3 that;

- Thedesign/manufacture/supply/installation/servi
cing/maintenance and the inspection of the same
item ... shall not be undertaken by the same
person. An exception to this is where a regulatory
requirement explicitly allows an individual
person to  undertake  both  the
design/manufacture/supply/installation/servicing
/maintenance and the inspection of the same item,
as long as this exception does not compromise the
inspection results.



XaBcpant A.2-H garyy B Xon0apuitH  XSHaITBHIH
QKUITaH Hb;

- Yuocon  batieyyinaca  dompooc  xamaimin
MOPINUCUNMHULL  MaAllaH — eapeax  apea,
batieyynnaevln  6ycad yiun adcuinazaar 0axb
MIPEIANCUTMHY Y OIIC XAHATMbIH
MIPEINCUNMHYYOULIH — YYpIe  XApUyyiazvie
Mycoaa myceaxc 2apaxc 62He.

XaBcpant A.l1-H garyy A XONOdpUHH XSHAITHIH
MOPIIKUITIH Hb;

- Llyyxutin  6ue Oaacan 6audand HONO6J6X,
XAHAUMBIH VUL AXCULIaeaansl OypaH  Oymow
batioand xandax amueaa Yl —adxcuiiaeaaz
xutixeyn. Anameyaa xamanm asyyixc Oatieaa
bapaa Oyma3203XyyHUll 3aeeap, YuL0e3pasl,
Xaweamc, CYypuIyyaaim, Xyoanoaw —asaim,
OMUNION, XIPI2NID ICEIN 3AC8aAp YUNUUNLIIHO
oponyoxayll.

ISO/IEC 17025-m 3aacan 4.1.1-as¢c 4.1.3 xypron
3aanrtaac ragHa B1.2-r xapHa yy. bue naacan 6aiaisiH
Tajaap MeH 3aant 6.2.1-r aypacan OomHO. YYHI
TypAcaHaap,

- Jlabopamopuiin  domooo  b6a  eadaad  Oyx
MIPEIANCUTMHYYO Hb TAOOPAMOPULIH Aueaa yiil
AAHCUNIAAAHO wyoapeaap 0pOIYOIC,
1abopamoputin youpoiazeld CUCMEMUiH 0azyy
AACUTIAHA.

Witmza, ammr COHUPXJIBIH 36pumil Oairaa 3CIXHHT
WIpYY/dX apra xomxd33 asHa. 4.1.5-m1 nypacan
LIaapAJarbH Jaryy apra XaM»xK33 aBd axuUlaHa.

B1.4 Xypaanryii

Joopx xycHartn Oue jaacaH Oaijana TaBHTAax
maapAaaryyaplr XxapyyJiaa:

A C
pehii X901
B
69p 69p
" x95109pH o
bue HUHH o HUHH
iH
JlaacaH XSIH XSIH JlaGop
o XSHAITBI
Gaiinnbia ant ° ant aTopu
TaNyya BIH Gaii BIH
. aiiryysn .
Gair Yy Gair
ara
yyn yyn
nara nara
bue aapyn Ilaapyna IMaapn [laap
JlaacaH aratai rarai, araryit Juiarar
Gairyysmn TIXI) yit
ara 30BXOH
Oairyymn
arbIH
JIOTOOZO
Baiiryyn aapyn Ilaappnarara IHaapan [laap
JTarsIH ararait b8 araTtai iarat
aroyIryi ait
Oatigan

According to Annex A.2 inspection bodies type B shall;

- Establish a clear separation of the
responsibilities of the inspection personnel from
those of the personnel employed in the other
functions by organizational identification and the
reporting methods of the inspection body within
the parent organization.

According to Annex A.1 personnel of inspection bodies
type A shall;

- Notengage in any activities that may conflict with
their independence of judgment and integrity in
relation to their inspection activities. In particular,
they shall not be engaged in the design,

manufacture, supply, installation, purchase,
ownership, use or maintenance of the items
inspected.

In addition to what is referred to in clause 4.1.1 to 4.1.3 of
ISO/IEC 17025, see B1.2 above, the topic of independence
also surfaces in clause 6.2.1. There it is stated that;

- All personnel of the laboratory, either internal or
external, that could influence the laboratory
activities shall act impartially, be competent and
work in accordance with the laboratory's
management system.

Thus, measures shall be taken with the aim of revealing
conflicts of interest. The requirement to take action is
contained in clause 4.1.5d.

B1.4 Summary

In the table below independence requirements are
summarized

Aspect Inspe Inspection Inspectio Laboratory
of ction bodytype n body
indepen body B type C
dence type
A

Indep Required | Required, Not required | Not required
endent but only
organi internally
sation Vis-a-vis its

own

identifiable

part

of

the

large

r

orga

nisati

on
Organisational Required | Required Required Required
safeguards
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XABCPAJIT B2: XOMXKWJI3YHH HAI'K
JAMIKYYJIAJIT

B2.1 Aryyara

ISO/IEC 17025 up ISO/IEC 17020-n nypracanaac
Oycan XOMKWITYYAHHH XOMXKHI3YHH MOPIUIOrs
TaBUTJAX [IaapUIarbIl WIYY AJATIPIHTYH aBY Y3199,

Xycnart 5.1-1 xapyyicnaap ISO/IEC 17020-H naryy
TOJOPXOH OOBEKT, XHWH, Marepuaq I3X MOITTH
XapbllyyJaxaj HapuitH HUHIMAI OYTITIA3XYYH, Yilln
SIBL, CyypWiIyyJax YW aXWUlaraaH I33p XUHCOH
HIaaraiaT YHAJIMPOHUM yp AYH XapwilaH aauiryi
rapax Marajyiaji eHzep.

VYimaap Tyc Oyp J33p TOIOPXOHTYH Oaitaibir
XOMKUXDJI rapax 3apnaan ernep 6onxo. Jlaboparopua
XUWATAT YA SIBUTAW XapbllyyliaxaJ rajgaaj OpuYuHI
XsHanT ~Oaratail HexXUeix INAIralT  YHAJII33T
siByynaar. MM xoMXUITHIH Topopxoiiryit Oaiinan
Hb HMIMHXWIT?3 YHAI3T3H X01000T0MH Oaiix Gereen
9HY Hb XSHAITHIH Yp AYHTUWH Oatanraataid OaiibH
M3I2ILI3IC XsA3raapiariasa.

[anranT yHAATI3r39p TOOH Yp AYH Tapaaryii 6o
MepUIer MIAJIralT XMUX X3parumd Oara.

B2.2 TexeepoMKUIiI amu/LIyyaax

ISO/IEC 17020-1 TaBHrICaH TOXOOPOMIKHIT
QKHIUTYYJIaxTaid X071000TO! Iaapiaryyabir 3aaiT
6.2.7-n xapyysutaa. Tapuraax maapiaryys:

"Tonoz mexeepoMICULIH WAN2AM MOXUPY)ICbIH
epoHxull Xemenbopuiie waaporaeamail
MOXUONO0N0 XAHAIMBIH 0AUeyYINacaac XuticoH
Xamoicuamutie  YHOICHUUL  OONOH  OJIOH  VJICHIH
XOMOIUCUTMULIH CMAHOAPMAO HUUYYYIIH MOPOOX
boromaoucmotl obatixaap 060108CPYYIHC,
AHCUITYYIHA.  XIMIICUTMUIH  YHOICHULL  DOJIOH
OJIOH YJICbIH CMAHOAPMble MOPOOX OONOMM*CIYL
moxuon0010 XSIHAIMbIH baticyynnaza

Independent Required | Required Required, Required
CABpersonnel unless

dependen

cy

allowed

forin

legislatio

n

ANNEX B2: METROLOGICAL TRACEABILITY

B2.1 Context

ISO/IEC 17025 gives more detailed requirements for
metrological traceability of measurement results than does
ISO/IEC 17020. There are several reasons for this.

As can be seen in Table 5.1 examination according to
ISO/IEC 17020 is largely performed on entities such as
complex items, processes and installations which can be
expected to exhibit a larger degree of uniqueness than do
e.g. materials, gases and well defined objects.
Consequently, it is significantly costlier to estimate a
measurement uncertainty valid for the individual case.
Further, examination is often taking place outdoors and
under less controlled conditions than typically achieved in
laboratories. Note also that a test result is usually the
outcome, whereas an examination result is just one bit of
information with a bearing on the outcome of the
inspection. Therefore, the measurement uncertainty
connected to the individual examination yields limited
information on the validity of the inspection outcome.

When the examination does not include the producing of
numerical results, the need for traceability is normally
minor.

B2.2 Calibration of equipment

The requirement in ISO/IEC 17020 pertaining to
calibration of equipment is contained in clause 6.2.7. The
requirement is that:

- “The overall programme of calibration of
equipment shall be designed and operated so as
to ensure that, wherever applicable,
measurements made by the inspection body are
traceable to national or international standards
of measurement, where available. Where
traceability to national or international standards
of measurement is not applicable, the inspection



WaAn2eanmeii yp OYHeullH yaa0aa Xxonboo, YHIH
368utie HOMAOX bapummele xadeanua."

Ouoxyy maapmiara Hb ISO/IEC 17025 naspx 3aant
6.4.7 0OonoH 6.5 X3COIT JypIcaH MDBIRAIITII
0MpOJILI00 aryyJraTai.

Joroox — mamranT — TOXHPYYATBIH  Tanaapx
toapyyarsir ILAC P15, x3parmsHuil Mamssmi
6.2.7a-11 ercex 60MHO.

JlaBax cTaHAApPTBHIH INANTalT TOXUPYYJIraTai
X0JI000TOM ISO/IEC 17020 CTaHJIaPTHIH
maapaiarer 6.2.8-1 Tycracan 00iHO. JlaBiiaraaHsl
CTaHJAPTHIT MOPAOXTIH XOIOOOTON WXKUI TOCTIU
maapmmareir  ISO/IEC 17025 CTaHAAPTHIH
6.4.1/6.4.6/6.4.7-1 nypacam.

Mepex 4ajBapbir X3pXdH OJDK aBax Tajgaap HIMIJIT
ymupaamxuiir  ILAC P10-n1  mypacan 06osHO.
OHaxyy O6apumMT Omuur Hb x>mvxuaTuir ISO//IEC
17020 sceann ISO/IEC 17025 craHmapThiH Jaryy
XUHCIH 3CIXIAC YII MIAITraalilad XxamaapHa

B2.3 XamxuaTuiin ToqopxXouryi 0aianbir
TOOI[00JIOX

ISO/IEC 17020 6oson ISO/IEC 17025 cranaapThiH
Mepaex OainbiH yHACOH suiraa Hb ISO/IEC 17020
CTaHIApT Hb AIUIJIACAH TOHOT TOXOOPOMKHIH
TYHIDTrT OONOH CTAaHNAPTHIH IHAapUIarbll  XsHAX
6oomxkTol Oaiixeir maapanar 6ox ISO/IEC 17025
XOMKWITHHH Yp IYHI XAHaX OOJOMXKTOH OalfXsIr
maapaaar. Mepaex 4aaBapell aHXIard CTaHAapT pyy
OyIaax, 3CB3J1 YHICOH TOITMOJIBIT LYY X3PITKYYIIX
3amaap XapblyyJaJdTIyH X3JIX33r33p TOITOOAOT. Y€ 1mat
OYypT Tomopxoii Oyc OalIBIT YHAIIX 3CBAT TOOIOOIOX
maapaiararail. Xoép yHACOH 3aanT Hb 7.6.1 6a 7.6.3:

- Jlabopamopuyo  xomocunmuiin - mooopxoueyil
batioand Heneemdc Oy  XyuuH  3yuacuiie
Unpyyana. Xomocunmutin mooopxoueyi dauonvie
YHOI9X093  ay  X01602001  OyXuil  XyuuH
syuayyoutie uapyyand. Huesxutin myno OyH
WIUHIICUNI2IIHUL TMOXUPOX AP2ble AUUSTAHA.

- Copun ynanease agyyuic 0y aabopamopuyo Hb
XOMIUCUTMULIH  TROOOPXOUYU  OQONIble  YHITHA.
Copunvin apea Hb XIMA*CUIMULUH MOOOPXOUSYTl
oxtionble  yHaide Oatieaa 6Gon myxau apevie
eytYyImeIxX30 2apy baiieaa Npaxmux mypuiiaed
9CBI71 OHONBIH 3APUUMbBIH MALAAP OUA20AM 039D
MYn2yypaaH mooyoon0n XUUHS.

body shall maintain evidence of correlation or
accuracy of inspection results. ”

This requirement is very close to what is said in ISO/IEC
17025 clause 6.4.7 and section 6.5.

A clarification concerning in-house calibration is
provided in ILAC P15, application note 6.2.7a.

The requirement in ISO/IEC 17020 pertaining to
calibration of reference standards is contained in
clause 6.2.8. A similarly worded requirement for the
traceability of reference standards is given in clauses
6.4.1/6.4.6/6.4.7 of ISO/IEC 17025.

Additional guidance on how to obtain traceability is
provided in ILAC P10. This document applies
regardless of whether the measurements are performed
under ISO//IEC 17020 or under ISO/IEC 17025.

B2.3 Calculation of measurement uncertainty

The fundamental difference between ISO/IEC 17020 and
ISO/IEC 17025 with regard to traceability is that ISO/IEC
17020 requires that the performance of the equipment and
reference standards used is traceable, whereas ISO/IEC
17025 requires that the measurement results are traceable.
Traceability is established by an unbroken chain of
comparisons back to a primary standard or by direct
realisation of a fundamental constant. At each stage,
uncertainties need to be evaluated or estimated. Two key
clauses are 7.6.1 and 7.6.3:

- Laboratories shall identify the contributions to
measurement uncertainty. When evaluating
measurement uncertainty, all contributions that
are of significance, including those arising from
sampling, shall be taken into account using
appropriate methods of analysis.

- A laboratory performing testing shall evaluate
measurement uncertainty. Where the test method
precludes rigorous evaluation of measurement
uncertainty, an estimation shall be made based on
an understanding of the theoretical principles or
practical experience of the performance of the
method.



B2.4 Jlyn mmHkuIAr33 6a aBax apra X3Msd3IHHH
XypaaHryi

Joopx  XYCHArTAA  XOMKHUITHMH  TOJOPXOUTYH
6aituiein (MU) ax yycBaptait xonbooroit ISO/IEC
17020 ©Gomon ISO/IEC 17025 craHmapThH

B2.4 Summary of analysis and possible remedial
actions

In the table below a comparison is given between the
requirements in ISO/IEC 17020 and in ISO/IEC 17025
related to sources of measurement uncertainty (MU).

HlaapAJaryyablH XapbLyyJIadThIl Y3YYI3B.

XOMKUITHIHH ISO/IEC 17020 — ISO/IEC 17025 —
TOAOPXOHTYit MOPIOrHiiH MOpIeruiH
OaitJuIbIH 3X LIaapuiaryysa L1aapuIaryysmu
YYCBIPYYAR

Sources of
measureme
nt

uncertainty

ISO/IEC 17020 —
Traceability
requirement

ISO/IEC 17025 —
Traceability
requirement

JlaBnax crannapr
0a ammriacan
JIaBJiax
MaTepHanyya

Mepuuer siByysicaH

MU-H Toouoosnoin 6a
MOPATIOTHHIT SABYyYyIaX
Liaap/uiaratai

Ammuriacad TOHOT
TOXOOPOMIK

Mepauer sByyicaH

MU-H Toowoonon 6a
MOpTIOTHHIT SBYyYyIax
LIaapuiaratai

Reference
standards
and
reference
materials
used

Traceably calibrated

Traceably calibrated
and calculation of
MU contribution
required

Amurnacat apra

Yryit

MU-r Too10010X
mraapuaratai

Equipment used

Traceably calibrated

Traceably calibrated
and calculation of MU
contributionrequired

Xypa2m3H Oyit

Monitored with

Mepaier sByymnax

Methods used

None

Calculation of MU
contribution

required
Environmental Monitored with Monitored with
conditions traceably traceably
calibrated calibrated
equipment, equipment,

whenapplicable

whenapplicable
Calculation of MU
contributionrequired

OPYHBI HOXLOJT traceably calibrated GOIOMKTOM
equipment, when TOXOOPOMKOOD
applicable XsIHaHa.

MU-H ToouoomIbIr
XX I1aapaiaraTai
lanrant Yryii MU-H Toowoonon 6a

SIBYYyJDK Oaifraa MOPIOTHHUT SIBYYyIax

GapaaHbl HOXIIOJI ImaapjuiaraTai

0a IMHK YaHap

XsHANT, COPUIT Yryit MU-# Tooroonon 6a

HIMHKHUIIT) XUHK
Oyii MIPIIKUITIH

MOpJUIOTHHT sBYyYyIax
maapjurararai

Properties and None Calculation of MU
condition of theitem contributionrequired
being examined

Inspecting/testing None Calculation of MU

personnel

contributionrequired

XOMKHIATHHH TONOPXOWTYH Oal[uIbIr mIanraxjgaa cxem
raprard Hp 1apaax >KHIIIY3 COHTOJITYyJaac COHIOHO:

- XsAHaNTBIH aprblH Tajgaap HapUiH J2NTIPIHIYH
TycraHa

- XsHaNT sAByyJaxaJl XypId3JdH Oyl OpYHBI
30BIIOOPOrIOX HOXIUIMIH XA3raaphil 3aaK OTHO.

- 3eBIIOOPOTIOX  XOMIKII  COHIOXBIH  TYJJ
AIOyJIT'YH XOMXKIOT TYCTaXK OrHO.

XABCPAJIT B3: APTAUYJIAJIBIH
BATAJITAAXKNJIT

B3.1 Aryynra

ISO/IEC 17025 b ISO/IEC 17020 cranmapraac wiayy
aprbIH OarairaaxyyiaiTbiH Tanaap WIyY
HapUHBYWIICAH MIAAPUIATHIT Oraer. YYHA XdH XdIdH
IaNTraaHTan.

Xycnart 5.1-93¢ xapaxaa ISO/IEC 17020 crangapThiH
Jaryy MIajarajiThil UX3BWISH Ipolecc, CYyypUIIyyJalT,
HapHifH TOBOTTAIH 3] YHJIC T3X MAIT Oalryyuiaryynaji
TYHAIRTIAT 0ereej 3Ar3dp Hb MaTepuai, XU, cailH
TOJIOPXOWIICOH OOBEKTyylmaac WYY ©BOPMOIl IIHHK
JaHapTail 6aix OOJIOMKTOM.

A scheme owner may, in order to account for variations in
measurement uncertainty, e.g. choose to:

- Indetail specify the method of inspection;

- Specify limitations to acceptable environmental
conditions for the performance of inspection;

- Include a safety margin when choosing the
acceptance level.

ANNEX B3: VALIDATION OF METHODS

B3.1 Context

ISO/IEC 17025 gives more detailed requirements for
method validation than does ISO/IEC 17020. There are
several reasons for this.

As can be seen in Table 5.1 examination according to
ISO/IEC 17020 is largely performed on entities such as
processes, installations and complex items, which can be
expected to exhibit a larger degree of uniqueness than do
e.g. materials, gases and well defined objects.



Witmasc TyxailH Toxuonnon OypuilH sr Tomopxoi
aprawiagell’ HApUWBWIAH  TOAOPXOMIIOXOD  XAIYY
Oaiigar. Hapuiin TeBerTsi OailisibIH TYBILIWH HAIMATAIX
Hb XSHAQJITBIH QXWITHBIT XAHAIT IIAITAITHIH MOpPeep
MOINTOX6 XYpPraadr 0a aXurianr Oyp Hb XSHAIT
LIaJraidThlH apaaruiiH ajdXxaMbIl COHTOXOZ HeJeeink
6onHo. WMiiM 3aMyynd Hb OJIOH TOOHBI OOJOMMKHUNT
OJITOXBIH TYJIJIT MX3BWIAH callaajyicaH Oaiijmar. XaMruiH
TOXHPOMXKTON ©OPWIONTHUT XUHUX Hb MIPIrIKIANH
JOYTHAAT XUHX YaJBapBIH YyXall X3CAT IOM. DHD HOXIOT
Oaiifan Hp aprawiajsll HapuUHBWIAH TOAOPXOIIOX0A
WIYY TeBerTdd, eprer 3apman Oarartaif, ammr Tyc
Oararaiil 6onronor. IIpakTuk A33p XSHAJITBIH Xyylac Hb
aprbIH HapUUBYMIICAH TainbapbIH X3P3TIIIAT
opayynaar. XsaHalITbIH XYyACHII aMyKWITTall ammriax
Hb XSHAQJITHIH QXWITHBI MAPIIAIIUAH TYTHAIT XHAX
YyaaBapaac UX39X9H XamaapJar Tyl XSHAJITHIH XyYICHIT
"Oaranraaxyynax" Hb x31yy Oaimar. Ou3 Hb ISO/IEC
17020 Hb OOJIOBCOH XYYHHH M3JUIAT, XSHAITBHIT HIYY
gyXanywpk OalfraaruifH Hor mantraan Oereen 6.3
XACTHUT Y3H? YY.

Heree Tamaac TypmmnThIr caitH TOQOPXOUIICOH 3 3y
ACBAII 13K 1P XUKAAT ylamMkiantail. DH> Hb aprblH
WIYY HapuHBYHIICAH TaliI0aphIr amuriax OOJOMIKHHT
onroior 0eree]l HA Hb JaXWH JaBTArAaXyWIl IIHHXK
YaHAPBIT WIYY OHAOP TYBLIMHI Oaiirax OOJOMMKHIT
OJITOJIOT.

ToXupoMKTOH apryyabIT AIIUTIaXbIH TYII
CTaHAapTyy[ Napaaxb 3YWJICHIT maapaaar.

- AJKIIBIH aprawialibiH 0apuMT OHYuT (a)

- AJKITBIH aprawialiblH OaTairaaxyynanT (0)

- AJIBIH apra 3yHH 36B Yp AYHJ XYP3X 4aJBapbIH
Oarairaaxyynant (c)

B3.2 ISO/IEC 17020

(@) ASKIIBIH aprauniaisiH 6apuMT OMYHIT Xamaapax
ISO/IEC 17020 cranmapteiH Imaapanarsir  7.1.2-T
napaax Oaiaap Tycracan OOIJHO.

- “Xamamnmein  Oatieyyniaea  Hb - XAHAAM
Waneanmeie MoONOGAOX, 0IIC ABAX, WAN2AX
apea TeXHUKULIH manaap 30XUX
bapummoicyyncan — 3aasapuuneaamai  o6aiix
écmoti 662000  utim  3aaeap  bOauxeyil
MOXUONO0N0 XSAHAIMBIH VUL ABYbIH YD HONOO2
anoazoyyuxc bonzoweyu.”

TyyawisH, 7.1.3-1 crangapT Oyc MIaITalIThIH apryyabr
(moopx (0) xacruiir y3ud yy) "OypaH GapumTKyyncan"
OaifixbIT Maapar.

TuiiMaac, epeHXxHii MIaapulara Hb HalaBapTai yp AyHT
OaranraaxyylaxblH Ty XTHAH IAITaX Oy X3parT 10y
maapjiaratail B3 T3C3H JYTHIITTIH X0JI000TOH FOM.

Consequently, it is often harder to determine in detail the
exact methodology for each specific case. The increased
degree of complexity typically leads the inspector to
follow trails of investigation, where each observation may
affect the selection of the next step of investigation. Such
trails often branch out to allow for a myriad of
possibilities.  Arriving at the most appropriate
modifications is an essential element of the ability to make
professional judgements. This situation makes it more
difficult, costlier and less helpful to specify the
methodology in detail. In practice, checklists often replace
the use of detailed method descriptions. A checklist is
inherently difficult to “validate”, as the successful use of
it is closely dependent on the ability of the inspector to
make professional judgements. This is one reason why
ISO/IEC 17020 puts more emphasis on knowledge and
monitoring of personnel, see section 6.3.

Tests on the other hand are traditionally carried out on
more well-defined items or samples. This allows for the
use of more detailed method descriptions, which in turn
allows for a higher degree of repeatability.

In order to ensure the use of appropriate methods the
standards put requirements on the following aspects:

- Documentation of work methodology (a)

- Validation of work methodology (b)

- Confirmation of capability of work methodology
to produce correct outcomes (c)

B3.2 ISO/IEC 17020

(@) The requirement in ISO/IEC 17020 pertaining to
documentation of work methodology is expressed as
follows in clause 7.1.2:

- “The inspection body shall have ... adequate
documented instructions on inspection planning
and on sampling and inspection techniques,
where the absence of such instructions could
jeopardize the effectiveness of the inspection
process.”

In addition, clause 7.1.3 requires inspection methods
which are non-standard (see (b) below) to be “fully
documented”.

Thus, the general requirement is linked to a judgement of
what is required for the inspection case at hand in order
ensure a reliable outcome.



(b) AprelH  Oaranraaxyymaiartail  Xoibooroi
ISO/IEC 17020 crangapThiH Tmaapmiarkic  7.1.3-T
Tycracad 60HO. YYH/I TaBUTIaX Iaapyiara Hb:

- "Xananmwin baveyyinaea cmanoapm 0yC XAHAIMbIH
apea, 3aaspvie auiuenax waaponazamai 601 uiim
apea, 3aa8ap Hb moxupomacmou oaiix écmoi”.

"XSHANTBIH CTaHAAPT apra” r3c3H XULIIUUT 7.1.3-bI1H
TAMIITIII HHIK TOIOPXOUICOH OOIHO.

- “Xauanmouin cmanoapm apea 23092 Hb HCUWIINOII,
ONOH  YACbIH, Oyc HYmMeullH 5C6971 YHOICHUL
cmauMoapmyyo, 3C831 HIP XYHOMIU MEXHUKULH
batieyynnazyyd  3c6dn1 X390  XIOIH  XAHAAMbIH
batieyynnazyyobii XammbvlH AHCULLALAAHBL XYPIIHO,

9C6INL  XOND0200X —WUHICIIX — YXAAHbL  MEKCH,
COMeYyyA0  HUUMIIEOCIH — apea oM. Xawaim
Waneanmoin batizyyinaza 06poo 9C6971

VUAURYYAISUULIH 2apaacan 6ycad apea X3paecaddp
bonoscpyyacan apeyyovie cmanoapm 6yc apead
MOOYHO 23CIH Y2’ 238.

YYH93C Y33X3I OJIOH YICBIH, OyC HYTTHHH 3CB3J
YHIDCHHUH CTaHNApTHIH [aryy, 9CBAI HOIP XYHITIA
TeXHUKUIH OalTyy/uiaryya, X3 XOJ9H XSHAITBIH
OalfiryymiaryyaslH ~ XaMThIH  @XWwDlaraa,  3CB3J
XOJOOTIOX  OIMHXKIDX ~— yYXaaHbl TEKCT, COTTYYII
X3BJIATJCAH HIAJTaIThIH apIbIl’ TOXUPOMKTOM 3K Y32K
6osnno. ISO/IEC 17020 cranmapTan "TOXHpPOMXKTOH"
TICOH HIP TOMBEOT aIHIiIaxXx Hb "30XUCTOW" THITHIT
0aTiax HOTJIOX OapuMT Oaiix €CTOW IICAH yTrarai rak
IYTHYK 007HO. I'3CoH X3auit 4, 3H? HOTIIOX OApUMT Hb
ISO/IEC 17000/ISO 9000 cranmapTam TOXOPXOUIICOH
"Oaranraaxyyiaant' Oalix €cToi TICOH IIaapijara
Oaiixryil.

(© ISO/IEC 17020 cTanmapTBIH COHTOCOH QXKJIBIH
aprawial Hb 36B Yp AYHI XYpIX dYaJBapbIr OaTiax
YHIC?H apra xdparcan 6om 6.1.8 6a 6.1.9-n 3aacan
XSHQITBIH @KWITHBI TYHLDTIAJ TaBUX XsSHAITa
TaBHIZax IIaapiara oM. TyyHWH, 7.1.2-T 4aHapbIH
30XMX XSHAIT TaBHX X3PATLIAT Xapraj3aH Y339X
Llaapasararai.

ISO/IEC 17020 Hp yp dYamBapblH COPIIITBIH TyXai
OMNTONTHIr  TOMOpXOW 3aaraaryii OomHo. ILAC
P15:07/2016-x1 6.2.7-1 napaax 3aaBpbIT Tycracat OOJHO.

- "YnOochuiti 0010H ONOH VACHIH  XIMACULMUUH
cmauoapmule MEpPOOX OOAOMMICSYU  MOXUOAOONO
Xo100200x  xapvyyynax xemeaboep 3Ced31  Yp
4a08aPLIH COPUNMOO OPONYOX Hb WANCATIMBIH YD
OYHeULIH Xamaapa, YHIH 368 6ationblH HOMOA2002
odIc agax scuuidd om."

ILAC P9:06/2014-uiin TaHumyyarag jgapaaxb
3YHIMAT KypacaH O60JHO.

(b) The requirement in ISO/IEC 17020 pertaining to
method validation is contained in clause 7.1.3. The
requirement is that:

- “When the inspection body has to use inspection
methods or procedures which are non- standard,
such methods and procedures shall be
appropriate”.

The expression “standard inspection method” is thus
defined in a note to clause 7.1.3:

- “A standard inspection method is one that has
been published, for example, in international,
regional or national standards, or by reputable
technical organizations or by a co-operation of
several inspection bodies or in relevant scientific
text or journals. This means that methods
developed by any other means, including by the
inspection body itself or by the client, are
considered to be non-standard methods.”

From this, it may be concluded that inspection methods
published as international, regional or national standards
or by reputable technical organisations or by a co-
operation of several inspection bodies or in relevant
scientific text or journals are assumed appropriate. It may
also be concluded that use of the term “appropriate” in
ISO/IEC 17020 is intended to mean that there should be
evidence to support the ‘appropriateness’. However, there
is no requirement that this evidence shall amount to a
“validation” as defined in ISO/IEC 17000/ISO 9000.

(©) The primary means in ISO/IEC 17020 for
confirming the capability of the chosen work methodology
to produce correct outcomes is the requirements for
monitoring of the performance of inspectors contained in
clauses 6.1.8 and 6.1.9. In addition, clause 7.1.2 requires
the consideration of needs for adequate quality control.

ISO/IEC 17020 does not explicitly refer to the concept of
proficiency testing. In ILAC P15:07/2016 the following
guidance to clause 6.2.7 is provided:

- “Where traceability to national or international
standards of measurement is not applicable, the
participation in relevant comparison programs or
proficiency tests is an example of how to obtain
evidence of correlation or accuracy of inspection
results.”

In the introduction of ILAC P9:06/2014 the following is
said:



- “IHanrantelH  yp  AYHA  UIyyA  HOJIOOJIXK,
TOAOPXOWJIOX  TYPIIMATBIH  YHJI — aKuiuiaraar
OpyyJax YHASCIITIH 3CBAIT XYYylIb TOTTOOMIK,
30XUIyyJdardua  IIaapAcaH  TOXUOJAOLA  Yp
YaaBapblH COPIJIBIT 3apUM  TOPIHHH  XSHAIT
MIATaNITa AlUrIax 00MHO. I'9XA93 yp YaaBaphIH
COPWJI Hb HUXIHX TOPIMHH XSHAIT LIAITadThIH
MaraajgaH  UTDAMXIDIUMH — epauitH  Gereen
XYIIrIANK Oyl dJIeMEHT OWII TIATHHT XYJII9H
3eBLIeOpAET."

B3.3 ISO/IEC 17025

@ ASKIIBIH aprawiajiblH 6apuMT OMYHIT XaMmaapax
ISO/IEC 17025 cranpapteiH 1maapanarsir 7.2.1.1-1
Tycracan OosHO. JHd> 3aant ©He ISO/IEC 17020
crangapteiH 7.1.2-toit ammn tom. Homk mypmaxan
7.2.1.3-1 apreiH Tainbapeir "TyymTaid = Xdparimor
XaHrax" XaHrairrail HapuiiBumicaH Oaiix €cToil racaH
gyxall 3aa)Teil opyyicaH. Tuiimaac ISO/IEC 17020 6a
ISO/IEC 17025 cranmaptag aprblH TOJOPXOMIONTON
TaBUTJAX YHICOH Iaapjjiara WXWI OOJOBY CYYIMAHX

Hb WIYY [OJIIIPOHIYH, HapUHBYMICAH —aryyabir
Iaapyiar.
(b) AprelH  Oaranraaxyynantrait  xoi00oToi

ISO/IEC 17025 craHmapThlH maapuiareir 7.2 X3CarT
opyyncan. 7.2.1.3,7.2.1.3, 7.2.2.1 mdx mpa 3ydnyyma:

- 7.2.1.3. JIabopaTopu Hb X3P3IVIATIMNH [Iaap iaray
HUWICOH, J1Ta0OpaTOpUilH Y — aKWiiaraaHna
TOXHPCOH  aprawiajbsll YW1  aXullaraasj
X3pariHd. JlabopaTopu Hb TOXHUPOMXKIYH 3CBII
OOJIOMXKTYH  TOXHMONIOJAyyHaac Oycamx  yen
CTaHJApPThIH XAMTHWH CYYJIUWH YEHWH XYYUHTII
XyBwiIOapeIr ammriax Ecroi. Ilaapmmararaif
TOXUOJIJOJ CTAaHAAPTHII TyYWITall X3PATIIXUIH
TYIJ ~ HOMOAT  HApUHMBYWICAH  MDBAPIIUIIID
XaBcaprasa.

- 7.2.1.4 3axuanard Xd3p3IVIDX aprell  3aaraaryi
TOXUONJO0N] J1abopaTopu Hb TOXUPOX APrhIT
COHT0, COHTOCOH aprblH Tajaap X3p3MIdryidi
M323JIHD.

TAMJIBAP: Onou yinceiH, Gyc HyTTHHH 3CB3I
YHASCHUH CTaHAApTYyyH, O3CB3I HIp XYHATIH
TEXHUKUMH Oalryymiaryya, 3CB3  X0JIOOTIOX
LIMHXKIIX yXaaHbl TEKCT, COTIYYJA X3BIATICOH,
3CB3J1 TOHOT TOXOOPOMKHUI  YHIIBIPIAIYIIC
TOJOPXOMJIICOH apryy[bll AalIWIJIaXbIl  36BI6X
OaiiHa. JlabGoparopuilH OOJIOBCpYyyJICaH —3CBOJ
©OPUMIICOH apra ICBIJ JTA00OPATOPH TOXHPYYJICAH
apryyapIr MOH alluriIax O0IHO.

- 7.2.2.1. Jlabopatopu Hb CTaHAapTHIH OyC apra,
nabopaTtopuitH 00J10BCpyyJICaH apra,
30pUYIANTBIHX Hb XYPIdHIIC TAAyyp amuriacaH
CTaHJApT apryyIbir (eepwWIericeH CTaHAapT apra)
OaranraaxyynHa. baranraaxyynaiar Hp TyxailH
MPOTPaM 3CBIJ XIPATIIIHUN TaIOAPBIH XIPITLIIT

- “Proficiency testing may also be used in some
types of inspection where available and justified
by the inclusion of testing activities that directly
affect and determine the inspection result or when
required by law or by regulators. It is, however,
recognised that proficiency testing is not a usual
and expected element in the accreditation of most
types of inspections.”

B3.3 ISO/IEC 17025

@ The requirement in ISO/IEC 17025 pertaining to
documentation of work methodology is expressed in
clause 7.2.1.1. This clause is analogous to clause 7.1.2 in
ISO/IEC 17020. In addition sub-clause 7.2.1.3 makes the
important stipulation that the method description should
be detailed enough to “ensure consistent application”.
Thus, although the basic requirement for the method
description is the same in ISO/IEC 17020 and ISO/IEC
17025, the latter anticipates more comprehensive and
detailed contents.

(b) The requirements in ISO/IEC 17025 pertaining to
method validation are contained in section
7.2. Sub-clauses 7.2.1.3, 7.2.1.3 and 7.2.2.1 stipulates:

- 7.2.1.3 The laboratory shall use methods for
laboratory activities which meet customer
requirements and which are appropriate for the
laboratory activities it undertakes. The laboratory
shall ensure that it uses the latest valid edition of
a standard unless it is not appropriate or possible
to do so. When necessary, the standard shall be
supplemented with additional details to ensure
consistent application.

- 7.2.1.4 When the customer does not specify the
method to be used, the laboratory shall select an
appropriate method and inform the customer of
the method chosen.

NOTE Methods published either in international,
regional or national standards, or by reputable
technical organizations, or in relevant scientific
texts or journals, or as specified by the
manufacturer of the equipment are recommended.
Laboratory-developed or modified methods or
methods adapted by the laboratory can also be
used.

- 7.2.2.1 The laboratory shall validate non-standard
methods, laboratory-developed methods and
standard methods used outside their intended
scope (modified standard methods). The
validation shall be as extensive as is necessary to



XaHraxaj Iaapjuiarataii epreH XypadTdil Oaiix
€ctoii. JlabopaTopy HB OJDK aBcaH Yp AYH,
OaTanraaXyylnantaja ammriaca >Kypam, TyXaH
apra Hb 30pUYJQITBIH Jaryy TOXHUPOX 3C3X Tyxau
MBI IUTUHUT TAOMARIIIIHD.

Hoarayraopt, apra BB cTaHmapt Oyc apra 3C3xX33C Y
XamaapaH aprair Toxupomxroit 6aixseir ISO/IEC 17025
Hb TOJNOPXOW MIAaapamar TOATHAT aHxaapHa yy.
Xoépayraapt, craHmapT OycC apryyl TOXHPOMXKTOH,
OaranraaxxcaH Oaiix é&croiir aHxaapHa yy;, OH?
cTaHzaptaj "TOXUPOMXKTOU" T3IdT JaH Yr Hb
Oarairaaxyyiax naapajiaratai racaH yTra aryyaaryu.
I'ypaBayraapr, ISO/IEC 17025 CTaHAapTax
a00paTOpUyAbIH  XaMThIH @XWJUIAraaHbl XYpa3HI
0oJIOBCpyyJICaH apryya Hb  'craHmapt apra'-jg
XaMmaapaxryi I3ACMIr auxaapHa yy.

3.9 6a 3.9-p 3yinyyaudr xamTam Hb aB4 Y3BOI
OarairaaxyylnaiaTell  Japaaxb Oaiiyraap
TOIOPXOUIIHO.

- Xopas saacan waaponaza Hb 30puyianmein 0azyy
awuenaxad xawearmmai 00N MyXauH 3YUl Hb

Mooopxoll waapoaazvle xaweasxc Oaiieaa 600um

HOMONI2002 XAH2AX.
ISO/IEC 17025 crampmaptein  7.2.2.1, 7.2.2.2-T
OaranraaXyyJlalTelH [ap XYPISHHH  Imaapiiarsir

HapuiiBuIaH Tycracad OOJHO.

- Jlabopamopu wub cmawoapmuin  Oyc  apea,
aabopamopuiin bonoscpyyacan apea,
30pUYIANMBIHX Hb XYPIIHIIC 2a0VYP AUUSNACAH
9691 0OPUUTICOH cmanoapm apayyovie
bamanzaaxcyynna. bamaneaasicyynanm ne myxaiin
NpOCPam IC8 XIPI2NIIHULL MANOAPBIH XIPISYII
Xaneaxao waaponazamail OpeoH XypIsmdu 0atix
écmoi.

- bamancaasccan apead eepureim  opyyraxoaa
90233pD OOPUNOIMUNH HOIOOLIULE MOOOPXOILIHC,

AHXHbI bamanzaascyyianmao HOIOOICOH
MOXUONO0NO WUHI aAPebIH OAMAN2AANCYYIATMbLE
XULIHD.

ISO/IEC 17020 6omon ISO/IEC 17025 ans anbp Hb
aImuriacaH aprbIl TOXUPOMIKTON OalXBIT Maap iar Iax
ayrHaK 6omHO, X133 ISO/IEC 17025-T TOXMpOX
OaliJIBIH MDIPTIANT JIIMKAUXUMH Ty
XIPAMKYYIDXIIP XYIIITAPK Oyd OaTanraaxyylanTelH
VI axwWiaraanbl Iap XYpIdHHUH Tajmaap WIyY
TOJIOpPXOM 3aacaH Oaifnar.

(© ISO/IEC 17025 crampaptein  7.7-m "Yp
JOYHTHUHH YHIH Oomut Oaifmieir  Oartanraaxyynax"
rapyurT Jlapaaxb 3YWIHUT 3aacaH O0IHO.

- Jlabopamopu ue yp Oyueutin 600um 6aiidano
XAHANM Masux scypammai oaina. Yp OyHeutin
6202012 yue  Xawonazvle UNPYYAIX

meet the needs of the given application or field of
application. The laboratory shall record the
results obtained, the procedure used for the
validation, and a statement as to whether the
method is fit for the intended use.

First, note that ISO/IEC 17025 explicitly requires the
method to be appropriate whether it is a non-standard
method or not. Second, also note that non-standard
methods shall be appropriate and validated; indicating that
in this standard the word “appropriate” alone is not
considered implying the need for validation. Third, note
that in ISO/IEC 17025 methods developed by a co-
operation of laboratories do not qualify as “standard
methods”.

Taken together clauses 3.8 and 3.9 define validation to be:

- provision of objective evidence that a given item
fulfils specified requirements, where the specified
requirements are adequate for an intended use

In sub-clauses 7.2.2.1 and 7.2.2.2 of ISO/IEC 17025 the
requirement for the extent of validation is detailed:

- The laboratory shall validate non-standard
methods, laboratory-designed/developed
methods, standard methods used outside their
intended scope or otherwise modified. The
validation shall be as extensive as is necessary to
meet the needs of the given application or field of
application.

- When changes are made to a validated method,
the influence of such changes shall be determined
and where they are found to affect the original
validation, a new method validation shall be
performed.

It may be concluded that both ISO/IEC 17020 and
ISO/IEC 17025 require the method used to be appropriate,
but that ISO/IEC 17025 is more explicit about the extent
of validation activities expected to be performed in order
to support the statement of appropriateness.

(©) In clause 7.7 of ISO/IEC 17025 under the title
“Ensuring the validity of results” it is stated that:

- The laboratory shall have a procedure for
monitoring the validity of results. The resulting
data shall be recorded in such a way that trends



boromaucmotl bationaap oypmedoc,
bonomaucmon Oon yp OYHE XAHAXGIH MYI0
CMAaMUCMUKULIH apeble XIPISIIH)I.

Haamutaan 7.7.2-1 gapaaxb 3yWIHHAT TycraHa.

- Jlabopamopu Hb boa0MIACMOU MOH
TMOXUPOMA*CMOU MOXuo100710 bycao
1abopamopuiin yp OYHMII Xapbyyyiax 3amaap
OOPUIIH 2YUYIMEINO XAHATM MABUHA. DHIXYY
XAHATM-WUHIICUN2IDE — MONOBLONC,  XAHAX
062000 yyHO Oapaaxv 3YUWICUUH Alb HI2ULR
9C631  X0éyiawe Hb basmaax 6a  yyessp
xs3eaapnazoaxeyil.

a)yp waosapuit copuimoo opoayox

b)yp 4A06aPLIH COpUIMOOC bycao
nabopamopu  XOOPOHObIH — Xapbyyyraimao
OpONYOX.

ILAC P9:06/2014 ubs yp YaaBapblH COPHITBIH YHI
aXHJUTaraaHbl XaMTHiH Oara maapaiaratail XoJI000ToH
ILAC 60an0rBIr TOOOPXOMICOH. byc HyTrHiiH 6apuMT
OWYHNr Hb aCyyIUIBIH Tanaap HAMAIT YIOUPAAMXK erd
60JITHO.

B3.4 IlIunxuaradHuii Xypaanryii 00J10H 3ac4
3aJIpyyJiax 00JI0MKTOI apra XamMmiK3d

Hoopx xycmarma ISO/IEC 17020 6omon ISO/IEC
17025 cranmapTelH apra 3yHH IIaap/ularyyzablH
XapbIYyJTalThIT Y3YYJ9B.

ApreIH maapyiara ISO/IEC 17020 ISO/IEC 17025
bapummkyyncan Ilaapanararaii Illaapanararaii
bapumt Ouuruiin Aryynra Hb Aryyira Hb
aryynira "xaHrantrai", "XaHrantran",
"TOXHPOMKTOI" Oaiix "TOXUPOMKTOM"
&cToif. Gaiix écToii.
baranraaxcan 1SO-11 TopopXoitacoHbI Craugapr 6yc V
Jlaryy mraapjjararyi apryynan
9000 6a ISO/IEC 17000 nraapuaratai
ToxupomkToit Crannapt 6yc? Illaapanararait
apryynan
maapAnaraTai,
CTaHZApT apryyJbH
XyBbJ] JAJLUIATICAH
3eB yp AYHA XstHaxX/rapuidx 3amaap IaapanaraTait
XYPIXHIH Ty maapanararaii 6on 601 yp
KIIBIH apra 3yi XSHAJITBIH @XKHJITaH YaJBapbIH
Garnarycan 6oson GycaJl YaHapbIH copuit  6oIoH
maaranT Oycan yaHapbIH
LIAJIranTajn
OpOILOX
3amaap

1)"Crannmapt apra"-eiH Tomopxoiont Hb I[SO/IEC
17020 crannmapran ISO/IEC 17025 cranmapraac wiyy
opreH Oereen TOXHPJIBIH YHIITI HUHA
OalTyyIUIaryyaslH XaMTpaH OOJIOBCPYYJICaH apryybIT
OMHOX CTaHIapTal CTAaHIAPT apra K Y37IoT.

are detectable and, where practicable, statistical
techniques shall be applied to review the results.

Further, in clause 7.7.2 it is stated that:

- The laboratory shall monitor its performance by
comparison with results of other laboratories,
where available and appropriate. This
monitoring shall be planned and reviewed and
shall include, but not be limited to, either or both
of the following:

a) participation in proficiency testing

b) participation in interlaboratory comparisons other than
proficiency testing.

ILAC P9:06/2014 specifies the ILAC policy concerning
the minimum amount of proficiency testing activities
required. Regional documents may provide further
guidance on the issue.

B3.4 Summary of analysis and possible remedial
actions

In the table below a comparison is given between the
requirements on methodology in ISO/IEC 17020 and in
ISO/IEC 17025.

Requirement on
method

ISO/IEC 17020

ISO/IEC 17025

Documented

Required

Required

Contents of
documentation

Contents to be
“adequate” and

Contents to be
“adequate” and

methodology
confirmedto
produce correct

monitoring/witne
ssing of
inspectors and

“appropriate” “appropriate”
Validated Not required as Required for non-
defined in 1ISO standard?
9000 and ISO/IEC methods
17000
Appropriate Required for Required
non-standard®?
methods, implied
for standard
methods
Work Required through Required through

participationin PT
and other quality
checksas needed

outcome other quality
checks as
needed
1) The definition of “standard method” is wider in

ISO/IEC 17020 than in ISO/IEC 17025 as methods
developed by a co-operation of conformity assessment
bodies are considered as standard methods in the former

standard.




CXeMUitH 333MIIUTY Hb aprawiajblH XY4YUH TOreJaep
OalIBIl XSHAXBIH TYJA, JapaaxB COHIOJTHIN XHIK
0O0JTHO, JKHIIID Hb:

- XSHaIT IIaATraJIThIH aproir HaprIBqHaH 3aax

erex;

- XS HANT IaITanTBIl  SIBYYJaxag  OpPYHBI
36BLIOOPOrA6X HOXUOIUHH  XA3raapiaiThir
3aaX erex;

- Ammurnacan TOHOT TOXOOPOMKHITH

TYHIPTIAIUNH TYBIIUHT TOLOPXOMIOX.

XABCPAJIT B4: TIYHIDTIDJUMH 36B
APTAAP XAHTAXAJT YAHAPBIH
BATAJITAAKWJITBIH CAHAAYJIATA

B4.1 Aryyara

AprpIH 30XHCTOH TYHIDPTIIIANAT XaHTaX YaHAPBIH
OaraqraaxyylanTblH  CcaHaawiaryyaaj  TaBUTAAX
maapanara ISO/IEC 17020 6onon ISO/IEC 17025
CTaHAApThIH XOOPOHJ 3pcC siraaTail. YyHA X34 X3A3H
manrraad Ouil. XSHanTBIH aXWITaH Hb EpPOHXUM
JOYTHAATOH] XYPIXUHH Tyia SH3 OYypUHH XOMIKHUIT,
QKUMJIAITaaC aBCaH MAIRIUIMIT JKUHIPX — YYpar
JnaanraBap erzaer. XascpanT B3-T aypbacanunas,
HIajgrant OypuilH TOIOpXoH KypaM 3apumiaa HapuiH
oyT™ar Oaifimar Oereen XSHAITHIH KWITaH XHUHCOH
QKUIMIAITBIH  J1aryy IIaNraidTblH TOJI  aHXaapjaa
OIMDKYYJPX  OOMOMKTOM Tk  y3m3r. TypIImiThiH
OmepaTop Hb XAOMXKWITHIH anjgaa, TOJOPXOUTYH
Oali BT Oaracrax, JlaBTargax Yya/iBapbIr
caibKpyyJaxbIH Ty TOAOPXOH MPOLEAYPHIT allb 60JI0X
HapUiiBWIaH Jarak MeplIex Yypdarti Oaiimar. Oep
TypBaH 3YWIWMUT aHXaapd Y39X Hb 4YyXaldl OM.
Hbarayraspt, TypniaThiH SBIA alllMTIIacaH apra, TOHOT
TOXOOPOMKHITH YaJIaBXU Hb TYPIIWITHIH ONEPaTOPBIH
Oue nmaacaH TYHIDTIAN, TypIDIaraac WiIyy yXad Tk
Y3I3r OOJIOBY XSHANT MIATANITBIH SBIAJ 3CPIT Oainan
HUX3BWIBH TOXHONIIOT. XOEpIyraapT, XsiHaH IIajarard
Hb 3aacaH IaapJIarbll’ XaHracaH 3¢3X Tajnaap MUHABIP
raprax Iraapjuiarataii Oafigar 0OJ  TyPINWITHIH
oriepaTop 36BXOH XAMXKWITUHH Yp IOYHT OypTrajor.
['ypaBnyraapt, XsSHaNT MIANTaiThII HXABWIdH Ta3ap
JI93p Hb XUUAAT 06eree 3HY Hb TYUIITIAI YP TYHTIH
XSHANT TaBUX, WYY XOBOp 0ereej WIyy YHITIH Yl
SIBIBIT XsTHaX OOJIOMIK OJITOJIOT.

B4.2 ISO/IEC 17020 6010u ISO/TEC 17025
COHTOCOH apra dapui

ISO/IEC 17020 6omon ISO/IEC 17025 ctannapran
alIMriacaH aprelH 36B TYHIPTIOIMAT  XaHrax
YHICOH X3PATCIYYA Hb:

- [anrax Oy 0OBEKTHIH TAIAAPXHA MIJIAT
- Cyprant

- MbpramicaH Oaiinan

- Y 37I5rT XSIHANT

A scheme owner may, in order to control the validity of
the methodology, e.g. choose to:

- Specify the method of inspection in detail;

- Specify limitations to acceptable environmental
conditions for the performance of inspection;

- Specify levels of performance for equipment
used.

ANNEX B4: QUALITY ASSURANCE INITIATIVES
TO ENSURE PROPER PERFORMANCE
METHODS

B4.1 Context

The requirements for quality assurance initiatives to
ensure proper performance of methods differ significantly
between ISO/IEC 17020 and ISO/IEC 17025. There are
several reasons for this. An inspector is typically assigned
the task to weigh information from different
measurements and observations in order to come to an
overall conclusion. As pointed out in Annex B3, the
specified procedure for each examination is sometimes
lacking in detail, and the inspector is assumed able to shift
the focus of examination when called for by observations
made. A test operator is typically assigned the task of
following a specified procedure as closely as possible in
order to reduce bias and measurement uncertainty and to
improve repeatability. Three other considerations are also
important to keep in mind. First, in testing the capabilities
of the method and equipment used are often perceived to
be more important than the individual performance and
experience of the test operator, whereas the opposite case
is often the case in inspection. Second, the inspector is
often required to produce a decision on whether specified
requirements are fulfilled, whereas the test operator is
often anticipated only to record a measurement result.
Third, inspections are typically performed on-site, making
opportunities for effective supervision of performance
more infrequent and costlier.

B4.2 Selected approach of ISO/IEC 17020 and
ISO/IEC 17025

The primary tools used in ISO/IEC 17020 and ISO/IEC
17025 to ensure the proper performance of methods are:

- Knowledge concerning the inspected object
- Training

- Quialification

- Supervision

- Monitoring



- XSHaNT WHHKUITD

- VYp 9agBapBIH COPHITHIH CXEMJT OPOJILIOX
Cypranr, MIpIIUIIUAH  maapajgara Hb  XOEp
CTaHIapThIH XYyBbJl sUIraaTaid Oum Tyi 3H7 Oup Oycan
JIOPBOH acyyJalll aHXaapiiaa XaHayylIax OOJHO.

B4.3 Mbhainr

ISO/IEC 17020 crarmapteiH 6.1.3-1 napaaxs 3yHinir
3aacaH OOJTHO.

- “XSHaNT MaNTalThIT Xapuylax aXWITaH Hb 30XUX
MIPIAMIWI, CypraiuT, Jajjara TyplularaTai,
SByyJlaX  INAJralThlH  I[IAap/ularblH  Tajaap
XaHTITTall MAIUIBITIH  OaliHa. MeH mgapaaxb
3YWICHHH Tamaap Xon0ormox M3UIdITIH  Oaiix
€cToM.

- XgHanT XWATAK OydH  OyTIITIRXYYHUI
YIULOBAOPIIAX, YHII SBUBIH YW axularaa,
YIITUUIr3 y3YYI9X3 allluriacal TeXHOIOTH;

- bymormxyyHmiir  ammrinax,  YWn o SBII,
YIITIMIIr? Y3YYIIX apra 3am;
- ByToormxyyHwiir  amudriax — siBIan — rapd

0030IITYH aMBaa TIMTAII, YIUT aXKIJUIaraaHbl
SBLAJ TapcaH aluBaa MOTOJAOIN, YHITIHIT?d
Y3YYJI9X SIBIIaJ] TapcaH ajilvBaa JyTaraall.

Bymosedoxyynuii  xo6uiin  X3paenss,  AYvIH il
adxcuniazaa,  yunuuune’d  y3yyasxmau - Xon600motl
2axcyYONbIH Ay X0N60201b1e MI0 oureox écmou.”

Yyunuitir ISO/IEC 17025 crapmapteiH 6.2.1 6a 6.2.3-1
aIlIUIIIACcaH YT X3JUIAITIH XapbIyyIK OOIHO.

- JlaGoparopuiiH Yyiln axwuularaaHji, HeJOOJIK
00710X 10TOOJ OOJIOH TaIHBI OYX XKHUIATHYY] ...
gaJBapTai 0aix ECTOM.

- AXWITHYyJ Hb XapHynax Oy# snabopaTopuitH
Yyl axwiiaraar TYWLRTIDX, Xa3aliaTblH ad
XONOOT[UIBIT  YHIJIDX  4YajgBapTail  I'dATUUT
nabopatopu Hb OaTanraaxyyiax Iaapjaigarata.

OH? X0€p CTaHIApT Hb AXWITHYYAaac XUibK OyH yitn
QKUIUIAraaHaaa yp 4aaBapTail OalixsIr maapaaar 60I10BY
ISO/IEC 17020-n WIyY  TOOOPXOi MBAJIAT
IIaap UIaryyablT skarcaaca Oaiar.

B4.4 Y33rT XSIHAJIT

ISO/TIEC 17020 cranmaptan TYDB-biH axunTHyynan
TaBUX IIAapAJarbll TOAOPXOi Tycraaryit 6omno. I'axan
yyua cyprair (6.1.5/6.1.6), xsaant taBux (6.1.8/6.1.9)
0O0JIOH aXJIbIH 3aXUaNrbIH XHANT (7.1.5) 33parT TaBUrIax
naapanaryya 6arrcad 00JHO.

ISO/IEC 17025-p11 6.2.5 3aantein d) 3aanran gapaaxb
3YHIMHAT qypracaH O0JHO.

- Participation in proficiency testing schemes

The requirements for training and qualification do not
differ in the two standards, so here we will focus on the
four other issues.

B4.3 Knowledge

In clause 6.1.3 of ISO/IEC 17020 it is stated that:

- “The personnel responsible for inspection shall have
appropriate qualifications, training, experience and a
satisfactory knowledge of the requirements of the
inspections to be carried out. They shall also have
relevant knowledge of the following:

- the technology used for the manufacture of the
products inspected, the operation of processes and
the delivery of services;

- the way in which products are used, processes are
operated and services are delivered;

- any defects that may occur during the use of the
product, any failures in the operation of the
process and any deficiencies in the delivery of
services.

They shall understand the significance of deviations found
with regard to the normal use of the products, the
operation of the processes and the delivery of services.”

This may be compared with the wording used in clause
6.2.1 and 6.2.3 in ISO/IEC 17025:

- All personnel of the laboratory, either internal or
external, that could influence the laboratory
activities shall ... be competent ...

- The laboratory shall ensure that the personnel
have the competence to perform laboratory
activities for which they are responsible and to
evaluate the significance of deviations.

Both standards require personnel to be competent for the
activities they perform, but ISO/IEC 17020 lists more
specific knowledge requirements.

B4.4 Supervision

ISO/IEC 17020 does not explicitly include requirements
for supervision of CAB personnel. However, it does
include requirements for training (6.1.5/6.1.6), monitoring
(6.1.8/6.1.9) and work order review (7.1.5).

In ISO/IEC 17025 clause 6.2.5, bullet item d), it is said
that:



- Jlabopatopu Hb KWIYAAT Y3IITT XSHAIT TABUX
Kypam(yya)Ttaii Oaiix 6a OypTraymir xaarainax
€cToH.

XoauirI3p CTaHAAPTYYH Hb XSHAITBIH acyyaall sH3
OYp33p XaHIAAr 4 3r33p Hb XSHAIT MIAITAITHIH 30XHX
TYBIIHUHT OWi Oonromor K y33k OomHo. B4.1-n
IypICaHWIAH, Y AYHTIH XSTHANT TABUX OOJIOMK epIuiH
nabopaTopuitH HOXIOIT WIIYY OJIOH ynaa Ouii 60or.

B4.5 XsiHANT WIWHKWITII, TYPIIUJITHIH XY4YUH
TOre11ep 0aiiana XaHAJT TABUX

ISO/IEC 17020 craHmapTam XsSHAJIT [IAITalThIH
@KUITHBl TYWIDTIONA XAHAINT TaBUX 3aMaap XY4WH
Teresep OalUIbIr XsIHAX IIaap UIarer xanrajar. 6.1.8-
I Tapaaxb 3YHIHHT Tycraca O0IHO.

- XsHaNT IHaNTalThlH apra, >KypMbIH Tajaap
MAJUISITAH  OOJOBCOH XYYMH Hb  XSHAIT
MIAJITAITHIH Y aXXHJUTaraany] OpoJioxk 0y 0yx
XSTHAJITBIH KWITaH 00JIOH Oycai aXXUITHYYIBIT
XQHTITTal  TYHLPTIOATIH  3C3XDA  XSHAIT
TaBHHA.

Yynwuir 6.1.9-1 13arapsHTy# Talnbapiacad O0JTHO.

- XAHanmuin axcunman Ho 4aoeapuaz ANCULIANC
baticaae  HOMIOX — XAH2ANMMAU — HOMOA200
batixeyii 601 XSHATMBIH AXCUTMAan byputie 2azap
029D Hb adcUenama.

"Xanrantrait HoTI0X OapuMmt" racoH Xammraidr ILAC
P15:07/2016-1 ra3ap [99p Hb @KHTIAIT XHHX
JaBTaMKUIT TainbapnacaH 60JTHO.

Homx mypmaxax ISO/IEC 17025 Hp omepatopyymsir
XsIHaX Tycrai maapaiareir aryymaiar. 6.2.5 f)-n napaaxn
3YHIMHT Tycracan 00IHO.

- Jlabopamopu mHb adiCcunHOa0 XAHAIM MABUX
arcypam(yyo)mail batix 6a bypmesnuiie xa02eanax
écmoiti.

Iacon xpomuit u ISO/IEC 17025 Hp  3HIXYY
MOHUTOPUHTUIH HIMHX YaHap, Lap XYP3sHHUH Tanmaap
TOMOpXOH 3aaraaryi Oaitna. Hamk mypraxan ISO/IEC
17025 Hb TYpHIMITBHIH Yp AYHIMMH XYUMHTIH 3COXUUT
Oycan apraap XsHaxbIl mmaapamar. 7.7.1-1 mapaaxp
3YHIMHT Tycracan 00IHO.

- DHIXYY XAHAIM-UWUHICUTLZIIC MOLOGILONC, XIAHAH
y39x 002000 waaponazamaii  MOXUOAO0A0
dapaaxv 3yiauiie 6azmaax 601084 yy2I9p
Xs1zeaapaazoaxayu.

a) JaBIaMK ~ MaTepHal  3CBIII
XSTHAJITBIH MaTePHAJIBIT allUIJIax;

YaHapbIH

- The laboratory shall have procedure(s) and retain
records for ... supervision of personnel.

Although the standards approach the issue of supervision
in different ways, these could be assumed to result in
corresponding levels of supervision. As noted in B4.1,
however, the opportunities for effective supervision are
more frequently in place under typical laboratory
conditions.

B4.5 Monitoring the validity of inspections and tests

In ISO/IEC 17020, the requirement for monitoring validity
is accomplished through monitoring of the performance of
inspection personnel. In clause 6.1.8 it is stated that:

- Personnel familiar with the inspection methods
and procedures shall monitor all inspectors and
other personnel involved in inspection activities
for satisfactory performance.

This is further elaborated upon in clause 6.1.9:

- Each inspector shall be observed on-site, unless
there is sufficient supporting evidence that the
inspector is continuing to perform competently.

The expression “sufficient supporting evidence” is
explained in ILAC P15:07/2016, as are the frequencies at
which on-site observation are expected to occur.

In addition, ISO/IEC 17025 does include a specific
requirement for monitoring of operators. In clause 6.2.5 f),
it is stated that:

- The laboratory shall have procedure(s) and
retain records for ... supervision of personnel.

However, ISO/IEC 17025 is not explicit as to the character
and extent of this monitoring. In addition, ISO/IEC 17025
require the validity of test results to be monitored by other
means. In clause 7.7.1 it is stated that:

- This monitoring shall be planned and reviewed
and shall include, where appropriate, but not be
limited to:

a) use of reference materials or quality control
materials;



b) yp nyHr mMemirex GOIOMKTOM GalXbIH Ty
MIANTAIT TOXHPYYJIra XHUHCOH eep Oarax
XOPITCIHUNT AllUTIIAX;

C) XOMXKHIT,  COPHJITHIH
aXWIUIaraar majirax;

d) maapmarataii 601 XSHAITBIH CXEMTIH
XYyIac 3CBIJ aXJIbIH CTAHAAPTHIT AlINIIIAX;

€) XOMIKHX XIPITCIUIH 3aBCPbIH LIANTAIT;

f)  mKum 3cB3T eep apreir alMITIAaH COPHIITT,
TOXHUPYYJITHIT [aBTax;

g) XagranmariacaH 3YWICHHT JaXWH IIHHXKIIX,
JaxvH TOXHPYYJiax;

h) tyxaiin 3yinuiiH sH3 OypuilH —IIHHX
YaHapbIH Yp AYHTUIH Xamaapar;

i) MDIIIICOH Yp AYHT XSAHAX;

j) mabopaTopHiiH XapbIlyy/IaiT;

K) yI MOISTIPX IDPKHUUT TypIIKX.

TOXOOPOMKHITH

ISO/IEC 17020 craHgapTax TOXHPOX Iraapjjara
Oaiixryiti. ILAC P9:06/2014 cranmapran napaax
Oaiiqmaap 3aacan Oaiaar.

- Vp 4aaBapbiH COPHUJIT Hb UXIHX TOPIUNAH XSTHAIT
HIANTAITBIH MarajylaH MTTAMXKIDINAH epAnuiiH
Oereen Xymara»K Oyil 3JeMeHT OWII T3ArHAT
XYJI39H 36BILOOPCOH.

B4.6 lIun:xuJardHuii Xypaanryi

ISO/IEC 17020 cTaHZapThiH XSHAIT IHAJTaITHIH
maapaiara Hb TYDB-bIH OyX aXHITHYymaa Xxamaapax
Tya 3H? Hb TYDb-aac 36B yp AYHO Xypa3X MIaapajarsic
Ooypayyamr 1k xamk  Oomno. ISO/IEC 17025
cTaHzaprajg 9H? HiaapAaarsIr YyaHapbIH
OaTanraaXyylnanTelH YT aXHTaraanbl MEXaHH3Maap
JaMXKyyJIaH TaBbJar.

Hoopx xycmarma ISO/IEC 17020 6omon ISO/IEC
17025 cranmapTeiH apryyIblH 30XUCTOW TYHIITIAIANT
XaHrax M1aapajaaryyablH XapbllyyJIalThIT Y3YYIIB.

b) use of alternative instrumentation that has been
calibrated to provide traceable results;

c) functional check(s) of measuring and testing
equipment;

d) use of check or working standards with control
charts, where applicable;

e) intermediate checks on measuring equipment;

f) replicate tests or calibrations using the same or
different methods;

g) retesting or recalibration of retained items;

h) correlation of results for different characteristics
of an item;

i) review of reported results;

j) intralaboratory comparisons;

k) testing of blind sample(s).

There is no corresponding requirement(s) in ISO/IEC
17020. In ILAC P9:06/2014 it is stated that

- Itis ... recognized that proficiency testing is not
a usual and expected element in the accreditation
of most types of inspections.

B4.6 Summary of analysis

As the requirement for monitoring in ISO/IEC 17020
applies to all CAB personnel, it can be said that it also
constitutes a requirement for the CAB to arrive at correct
outcomes. In ISO/IEC 17025, that requirement is put
through the mechanism of quality assurance activities.

In the table below a comparison is given between the
requirements for ensuring proper performance of methods
in ISO/IEC 17020 and in ISO/IEC 17025.

Yanamxyyn ISO/IEC 17020 ISO/IEC 17025
OrceH yypar JaajraBpbir IMaapanararait IaapanaraTaii
rydmTrX TYB-bH
QKWITHYY/IbIH €POHXHI
yp 4aaBap
ToXMPIBIH YHAIIT? XHiiX Ilaapanararait IMaapanararyit
00bexThIH Tanaapx TYB-
BIH @XKUITHYYJH Tycrait
MO
TYB-bIH aXXHITHYYIBIH Ilaapanararait IMaapanararait
TYHIITIAI XSHAIT
HIMHKUIIT) XUHX
TYB-bIH aXKUNTHYYIBIH Xanranrrai Tonopxoit
TYHIITIAIA Ta3ap A93pX TYHIDTIIHHAT maapuararyi
KUMIAIT XUHX Gatiax Oycan

HOTOJITOO

Gaiixryii 6o

maapznarara

i
TYB-b1H axxunTHYYIAT Tonopxoit Tonopxoit
Y3JIIT XSIHAIT XUHX 1aapJulararyi 1aapJulararyi
Typumnt, manrait ASKITBIH Ilaapamararait
TOXHPYYJTBIH YP 3aXHaTbIH
JIYHTMIH YaHaphbir XAHAITBIH
GaTanraaxyyiaax IaapAIarbH

aaryy

maapAnaraTai

Aspect of competence ISO/IEC 17020 ISO/IEC 17025
General competence of
CAB  personnel to Required Required
perform assignedtasks
Specific knowledge of CAB
personnel  about
object for Required Not required
conformity
assessment
Monitoring of
performance of CAB Required Required
personnel
Required, unless other
. . sufficient  supporting .
On-site  observations evidencefor satisfactory Notexpllcntly
of CABpersonnel . required
performance is
available
Supervision of CAB| Not explicitly required Not expllcnly
personnel required
. . Required through
@Z:L;:anﬁgfat%ﬂgué f work order control Required
requirement
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