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ILAC-niin Tyxau

ILAC up nabGoparopu, TEXHUKUHH XSIHAIT, Yp

YaJBapblH COPUIT 30XMOH Oalryyngar OoJIOH

cTaHJapTYUIICaH 3areap YIIABIpISA3T

0alryynaryyapll  UTIAMXKWIIST  OJOH  YIICBHIH

Oaifryymara Oereen TITXUI JTAXHBI

UTIAMKIIDIUIH Oairyyiara, Opoiiory TaiayyablH

THIYYI33C OYpAIaT.

ILAC Hp pnapaax 4YWIIDIIp YHI aXuiuiaraa

ABYYJDK OailiHa. YYHI:

*  WTraMIaauiiH 1ypaM KypMBIT 60JI0BCpYYyIiax,
* WTrmximniuidr  Xyaanjgaar XeHINeB4YIeX HAT
apra X3parcail 3K CypTarwiax, XerKyyaX,

* YHIOCHUH, OPOH HYITMHH TYBIUMH]I SBYYJDK
Oy# Y axkuiiaraar I9MKuX,

* WTrsmMKI3IIMiiH TOTTOJILOOT XOrXKYYJ3X3/ Hb
Tycaiiaa y3yyidX,

» Jlonxuii nasiap YW axkusuiaraa siByyJpk Oaiiraa
COPUATHIH  (AMHAJIATUHH) OOJOH  IIaJIraiT
TOXHPYYJITBIH  J1a00OpaTopuyn,  XSHAITBIH
Oaifryymnara, yp uaJBapblH COPHIT 30XHOH
Oairyymnard, CTaHJapTUUJICaH 3arBap
YHIABIPIATY HApblH yp 4ajaBap, 4YaJaBXUWUT
XYJI93H 36BILIO6ODPOX,

ILAC Hb >ar33p 30pHITHIT XIPATKYYIIXIT OJIOH
yACBIH  Xojbormox — Oalryymiaryynarail  HATT
XaMTpaH aXKWUIax OalHa.

ILAC-BIH THIIYYH UTTIMIIINNH OalTyyIiaraap
UTIIMKIIATACOH ToxupnbiH YHAJITI3HUI
Oaitryynnmara (CABs) mrmmr  mabopatopw,
XSHAITBIH OalryynnaryyJablH rapracaH ereried,
XOMKJIMMH yp JYHT DJHAXYY 30XMIlyyJajiTaap
JaMXKyyJlaH IDJIXUWA Jasap XYJI99H 36BIIeeper.
Tuitm yupaac, muHIp 3aX 333717 OpXK UpK Oaiiraa
OYTIOTIDXYYHUUT JaXWH COPWITOHJA Xampyyiax
XyJanjgaaH Jaxb TEXHUKHMH caaZl TOTIOPbIT
OyypyymK, “HAT yHaa WTTAIMXKIYYIDK, IDIXHMA
Jasap XyJadd3H 36BIIOOpOX~ 4Y6eJIeeT XyAalIaaHbl
30PHIITBIT X3PATKYYIIXI]I IOMKIT Y3YYIDK OaifHa.

Homxx  nmypmaxan  ToxupnblH — yYHIIMI9HUU
Gaiiryysuiaraap UTI3MKIIITICOH OalryyIuaryyiblH
XYBBJI UTIIMKIIDIIANH XYPIIHUN akiiaa TYHIPTIIX
yaaBapTan IHATUNAT OaranraaxxyyyicHaap
OM3HECHUMH SpCcada Oyypd, yjaMaap Xd3paridrdadd
HalJBapTayl YWIYUIT) Y3YYIH).

[Maammi6an, WTIAIMKIATACOH OalryyniarslH yp
AYHT  30XMIyyJard Hap Oalragb  OpPYHOO

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
Accreditation Bodies (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



XaMraajax, XyH amaa HalJBapTail XyHC, LI3B3p YC,
SpUMM XY4Yd3p XaHrax, 3pYyJd MIHA, HUUTMUWH
XaMraaJylblH =~ YAJTYWITAT  CallKpyynax — 33par
HUUTUHH CallH CallXHbl TOJIO® YW aXKWJUIaraaHn
ammriaazar.

ILAC- BIH THITYYH UTIAMKIITICOH Oalryysuiara,
TYYHUH WTTOMIKWIICOH TOXMPJBIH  YHOIJITIIHUU
Oaiiryysuiara Hb OJIOH YJICBIH XOJIOOTI/10X CTaHJapT,
TyyHuil xypasua rapracan ILAC-siH nypsm
AKYPMBIT MOPIOX YYPIITIil.

Utramkmaracsn  Oaiiryyminaryyn He  ILAC-bH
rumryyH  Oosnoxoocoo emHe ILAC-piH aypsm
KYPMBIH Jaryy Yl axwiiaraaraa sByyJijaar
OyCWifH XaMTBIH aXWUlaraanel OaWryysuiaraac
anban €coop 30XHOH Oalryymk Oyl WKUI
TYBIIHMM  XapbLyylalTaJ OpOJLOX YYpPATTIH
Oaiimar.

ILAC-p1H B30 calT Hb HMTIIMKII, TOXUPIBIH
YHOJIT), Xydaljaar XOHTeBWIOX 33pAT CHIABUHH
XYPI3HI  OJIOH  TOPAUNH MDA,  MOH
TUIIYYIURH X01000 Oapux Xasruir aryysjar.
WUTrsMKIdTACOH  TOXUPIBIH — YHDITIOHUN  YHD
LOHUWT 30XULyyJIardu 00J10H TOPHIH
OaifryynnarblH O>KUIIDD cyJanraa, Ouwe JaacaH
cyJairaaraap y3yyJ3X HAMOIT  MOA3IJUIMHT
www.publicsectorassurance.org  caiitaac  aBax
OO0JIOMKTOH.

HamanTt M350 Xapartai 60::

The ILAC Secretariat

PO Box 635

Newton SA 5074

Australia

Phone: +61 (0) 870 922 655

Email: secretariat@ilac.org

Website: www.ilac.org

@ILAC_Official
https://www.youtube.com/user/IAFandILAC

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.

Accreditation Bodies having signed the ILAC
Arrangement are subject to peer evaluation via
formally established and recognised regional
cooperation bodies using ILAC rules and
procedures prior to becoming a signatory to the
ILAC Arrangement.

The ILAC website provides a range of information
on topics covering accreditation, conformity
assessment, trade facilitation, as well as the contact
details of members. Further information to illustrate
the value of accredited conformity assessment to
regulators and the public sector through case
studies and independent research can also be found
at www.publicsectorassurance.org.

For more information, please contact:

The ILAC Secretariat

PO Box 635

Newton SA 5074

Australia

Phone: +61 (0) 870 922 655

Email: secretariat@ilac.org

Website: www.ilac.org

@ILAC_Official
https://www.youtube.com/user/IAFandILAC
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OMHOX YT

ILAC-P9-niin mmns4micsH Haipyynrsir [ISO/IEC
17025[1], ISO 15189[2] 60st0n ISO/IEC 17011[3]-
BIH OJIOOTHHH XYBWJIOAPYyATalk HUUIYYIIXIIP
6ontracan.  ISO/IEC  17025:2017 6a  ISO
15189:2022 cranmapThlH XYP33HA yp 4aJBapblH
copunt (YUC) 6a/>cBa1 yp 4aaBapblH COPUITOOC
Oycan mnaboparopu XOOPOHIBIH XapBI[yyJIanT
(JIXX) mpap Tycraii 3aaiTyyapIr opyyscaH OOJHO.

Taitn6ap: ISO 15189:2022 cranmapran YUC racon
HAp Tombéor 'Y (ragaan yaHapbIH YHAIITI)) K
COJIBCOH.

OHAXYY IIMHOYWICOH  HAWpyyarax  COPHIIT,
mIanranT TOXUPYYJra XHUHASr anuBaa XyCAIT
raprard  3CB3J  MTIAMXKIAIICAH  TOXMPJbIH
yHanrsHui - Oaiiryymnareir (TYB)  opyynax
YYZH?3C 9HAXYY OOAJOrBIH XaMmpax Xypa3ar
©preTrecoH 0OIHO.

DOHAXYY O6apumT Oouuruitn XYPIIH
"urramkiracos . TYB"  mmr  He  copuinr,
TOXUPYYJITBIH Y axkuiutaraa sisyynjar oyx TYb-
BI, TyXalnban, COpWIT, 9K aBax, LIAJraJT
TOXUPYYJra, SMHIITHIH J1ab0paTOpH, XSHAITHIH
Oaifryymnara, OuoOank, VYUYC-piH xeTenlep
30XHMOH Oaliryynard MeH CTaHAAapTUMIICAaH 3arBap
YHIABIPIATYIUHIT XIITH).

Opx Oyxuil YITUWIAT?? Y3YYJIOTYIUNH 30XHOH
Oaiiryyncan YUC acan JIXX-1 oponox Hb
MarajjaH UTOAMKIDOACOH  TYDb-uilH - XyBbJ
TYYHUH Yp AYHTHIH XYYUHTIH Oaiinang XsHaiT
TaBUX CAJIITYH X3CIT IOM.

YYC-ooc 6ycan JIXX-1 opomnmox Hb 36BxeH YUC
OalfXryi 3CBAJI TOXUPOMIKTOM Y€1 J1 TONOBIOrI0X
€CTOM IIATUIT OHIUIOH TAMIPIIIAX Hb 3YHUTIH.

YYC-ooc Oycan JIXX-pIH KUOIPAr Japaax
Gaii/iaap y3yyJiIB.

1) ISO/IEC 17043:2023[4] (Tanunuyynra h), i), j),
nabopaTopuy/ Hb yagamxTai, JIXX-bH 30puirer
ypbAUUIaH TOOLJIOT TyJI I'ypBaH TepiauiH JIXX-bIr
YYC-ooc Oycam JIXX r1K y3m9r. DHD Hb
1a00paTOPUIH TYHIPTIAIUAT YHIIIX OHUII IOM.

PREAMBLE

The revision of ILAC-P9 was prepared to align
with the current versions of ISO/IEC 17025[1],
ISO 15189[2] and ISO/IEC 17011[3]. Within
ISO/IEC 17025:2017 and ISO 15189:2022,
specific clauses are included on proficiency
testing (PT) and/or interlaboratory comparisons
(ILC) other than PT (clauses 7.7.2 and 7.3.7.3
respectively). Within ISO/IEC 17011:2017 the
review of performance in PT and ILCs is
considered as an assessment technique.

Note: In ISO 15189:2022, the term PT is
replaced by EQA (external quality assessment).

In this revision there is an extension of the scope
of this Policy to include any applicant or
accredited conformity assessment body (CAB)
that performs testing and calibration.

In the context of this document, “accredited
CAB” implies all CABs performing testing or
calibration activities — i.e. testing, sampling,
calibration and medical laboratories, inspection
bodies, biobanks, PT providers and reference
material producers.

Participation in PT and/or ILCs other than PT,
organised by competent providers is, for an
accredited CAB, an integral part of the
monitoring of the validity of its results.

It should be emphasised that participation in
ILCs other than PT should only be envisaged
when PTs are not available, and/or appropriate.

Examples of ILCs other than PT are given in:

1) ISO/IEC 17043:2023[4] (Introduction points
h), i), J), three types of ILCs are considered as
ILCs other than PT as they consider in advance
that the laboratories are competent and the
purpose of the ILCs is not to assess the
performance of the laboratory.



2) 1SO 15189:2022 (7.3.7.3-p 3yitnmiin f)), YUC-
ooc Oycan JIXX b "Oycan nabopaTopuTon 133K
commoxoj; opoiarox" acan "Mkui TepiuitH
yaHapblH 10T00A XsHaNThH (YX) Marepuanbin
WUHKWIrAHAA  yp aAyHruiH JIXX, DH3> Hb
nabopatopuitn Y/IX-bH yp ayHr wxun Y/AX-pH
MaTepHUabIT allIUTIaCcaH OPOJILOTYbIH HATJCIH YP
JOYHT3U XapbLyysaar.

Hoop xkarcaacan TY b-bIr Marajian UTT3MKIIBXO
alMriacaH TOXUPJIBIH YHAJTI9HUU CTaHAAPTYY.
Hb YUC acBan YUC-ooc Oycan JIXX-1 opoiox
XAPATIPAT TOAOPXOUIICOH:

- ISO/IEC 17025:2017-p11 7.7.2-T mabopaTtopu Hb
Oycam mabopaTopuiiH Yp IYHTIU Xapbllyyliax
3aMaap, OOJIOMXKTOU, TOXHPOMMKTON TOXHOJIIOII
YUC »scean YUC-ooc Oycan JIXX-x oposmox
3aMaap TYHIITIII39 XSHAXBIT MIaap/ar;

- ISO 15189:2022 cranpgapteiH  7.3.7.3-71
nabopatropu Hb POCT (Point of care testing)
[IANTANTBIH apryyabll OartaacaH IIANTainThiH Yp
ayHr manrax, Ttoxupomxkron IUY (EQA)
xerendepT xamparaaxsir maapagar. [4Y (EQA)
X0TOJI00p 0alXTYH 3CBIIT TOXUPOMIKIYH T'IK V3B
nmabopaTtopu Hb IMAITAITBIH apPThIH TYHIDTIAIUNAT
XstHax eep apra 3yir, yyua YUC-ooc 6ycan JIXX-
BIT AIlIUTJIAHA;

- ISO/IEC 17020:2012[5] cranmapTax yp
YyaaBapblH  copuiaT  0a/acBan  ymaboparopu
XOOPOHJIBIH XapbIYyJaJIThIH TyCrail miaapajiarbir
nypaaaryii 6omHo. Iacon xomuii u ISO/IEC
17025:2017 cranmapThlH IIaapajarajy COPHIT
TOXUPYYJITBIH  YHJI ~ axwularaa Tycrarjca.
XAHAITBIH YW @XWUIaraasj yp AYHTHWH YH3H
36B  Oalinpll  XaHrax  Tajaapxu  HAMOIT
vauir ILAC G27:2019[6]-aac omk 001HO;

- 1SO 20387:2018[7]-bin  7.8.2.9-1 3aacHaap
OMOJIOTUITH MaTepUaIbIH YaHapbIH (O0I0BCPYyyIax
ACBOJI TYPIIMITHIH YP AYH) XapbIlyyJIaJIThIH OOIUT
HOTOJITOOT XaHTaxaJ] 3H? apra 3aMbIl alluriax
OOJIOMXXTON 0Oree]i TOXHPOMKTONH TOXHUOJIOJT
alIUTIaXbIr Hraapaiar. Y YHI 1apaax apra 3aMmyy/q
opHo. EQA xetenbep, PT xetenbep 6a/acean PT-
73¢ Oycan ILCs;

- ISO/IEC 17043:2023 crangaptein xyBba YUC
0a/acBa nabopaTopu XOOPOH/IBIH

2) 1SO 15189:2022 (clause 7.3.7.3, point f)),
ILCs other than PT are for example
“participation in sample exchanges with other
laboratories” or “ILCs of the results of the
examination of identical 1QC (internal quality
control) materials, which evaluates individual
laboratory 1QC results against pooled results
from participants using the same IQC material”

The conformity assessment standards used for
accrediting CABs, listed below, specify the
need for participation in PT and/or ILCs other
than PT:

- ISO/IEC 17025:2017, clause 7.7.2, requires
that the laboratory monitors its performance by
comparison with results of other laboratories,
through participation in PT and/or ILCs other
than PT, where available and appropriate;

- I1SO 15189:2022, clause 7.3.7.3, requires that
the laboratory participates in an EQA program
appropriate  to the examination and
interpretation of examination results, including
POCT (Point of care testing) examination
methods. When an EQA programme is either
not available, or not considered suitable, the
laboratory shall use alternative methodologies
to monitor examination method performance,
including ILCs other than PT;

- ISO/IEC 17020:2012[5] does not mention any
specific requirements for PT and/or ILCs other
than PT, however, the requirements for ISO/IEC
17025:2017 are to be considered for testing or
calibration activities. Further information on the
need for ensuring the validity of results in the
field of inspection can be found in ILAC
G27:2019[6];

- 1SO 20387:2018[7], clause 7.8.2.9, requires
that approaches to provide objective evidence to
demonstrate the comparability of biological
material quality (the processing or testing
output) are used, where such approaches are
available and appropriate. Such approaches
include EQA schemes, PT schemes and/or ILCs
other than PT;

- For ISO/IEC 17043:2023, no specific
requirements for PT and/or ILCs other than PT



xappiyynant(JIXX)-n  YUC-ooc Oycanm Tycraii
[aapAJIarell CTaHaapTaj aypaaaryii 60ioB4

- ISO/IEC 17025:2017 Gomon ISO 15189:2022
CTaHIAPTBIH  COPWIT,  TOXHUPYYJITBIH  YHI
KWIIAraaH/l XaHracaH OaiXpIr M1aapaar;
Taitn6ap: ISO/IEC 17043: 2010 cranmapt b 2026
OHBI 5-p cap XYPTdJ XYUHHTIH X3BI3p Oaiiraa Ty
YYHUIT aBY y33X IIaapjJjiaraTau.

- ISO 17034:2016[8] crammapran YUC -x
TAaBUTJAX Tycrai mraapjiara Oaiixryid OosoBdY
ISO/IEC  17025:2017 ©6a ISO 15189:2022
CTaHJAPTBHIH COPHIIT, IAITAIT TOXUPYYJITBIH YHIT
aXWJIaraaH/l Maap/ularell XaHracan 06aix €cToi.

Opreze:n raprard 3B MaraJjiaH UTTIMKIITACIH
TOXUPOJBIH YHIIrHUHA Oaiiryymnara (TYB) Hb
YUC 6a/acean JIXX-1 OpoJox Opoimooroo
TOJIOBJIOXK, XSIHaX IIaapanararail. TeneBnent Hb
naboparopuitH YW~ aXWUlaraaHbl — 3pCHd,
6onomvxkuiir xapramax [SO/IEC 17025:2017, 8.5
6a ISO 15189:2022, 8.5, 7.3.7.3-1 YHASCIATLIAT.
Yyun YUC 6a/acan JIXX-1 opomdmox gaBTamk
OOJIOH YHDJIMI2HHUHI TYBIIMH Oartinar. Oprejen
raprard 3CB3JI Maraulad UTrAIMKIDIACOH TYb-71
3opuyicaH  3apuMm  ymupaamkuidr  EA-4/18
G:2021[9] GapumTaac ok 607HO. Yp yaaBapblH
COPWITOJ XaMmpariax TYBIIWH, JaBTaMKUNHH
tanaapxu 3aaBapumiraa. Xascpaint C-n EA-4/18
G:2021-niiH YHACOH 3apUMYy[ TyCTrarJcaH.

YYC 6a/acan JIXX-pIH OpONIIOX —TYBIIMH,
JaBTaAM)KUWAT  YH2I3X34 Oyc HYTruiH Oycan
6apuMT OMUTYY OOJTOMMKTOH.

OHAXYY OapuMT OMUUIT Aapaaxb YI XAJUIITHHAT
amuriacaH O0JHO.

"GaiiHa": 1aapAnIarelr WIBPXUHIHD"

00J10X": 30BJIOMKUIT 3aaHa;

“O0JIHO”: 36BIIEOPIIUIT WIIPXUIITHY;
“gaHa”:007I0MK, ICBIJT YaABAPKIT WIDPXUANUITHD.

Unyy wapwitn  momammuiir [SO/IEC-uniin
YIUPIAMXKUANH 2-p X3CIr33C 0JIK OOITHO.

2.30PHJITO
DOHAXYYy O0uIor0 HB MarajgjiaH HTTIMKIDIUNRH
Oairyymiaryyn  (ABS)-n  copunr,  manrant

TOXUPYYJTBIH YHI axkujuiaraa sByyJk Oyil Oyx

are mentioned in the standard, however, the
requirements for ISO/IEC

-17025:2017 and 1SO 15189:2022 are to be met
when considering testing or calibration
activities;

Note: ISO/IEC 17043: 2010 is also to be
considered as it is still valid until May 2026.

- For 1SO 17034:2016[8], no specific
requirements for PT are mentioned in the
standard, however, the requirements for
ISO/IEC 17025:2017 and 1SO 15189:2022 are
to be met when considering testing or
calibration activities.

An applicant or accredited CAB is therefore
required to plan and monitor its participation in
PT and/or ILCs other than PT. Based on
ISO/IEC 17025:2017, clause 8.5 and ISO
15189:2022, clauses 8.5 and 7.3.7.3, the
planning is to take into account the risks and
opportunities of the laboratory activity. This
includes an evaluation of the level and
frequency of participation in PT and/or ILCs
other than PT. Some guidance for the applicant
or accredited CAB on this can be found in the
EA-4/18 G:2021[9] document Guidance on the
level and frequency of proficiency testing
participation. In Appendix C, the main
principles of EA-4/18 G:2021 have been
considered.

Other regional documents may also be available
in evaluating the level and frequency of
participation in PT and/or ILCs other than PT.

In this document, the following verbal forms are
used:

- “shall”: indicates a requirement;

- “should”: indicates a recommendation;

- “may””: indicates a permission,;

- “can”: indicates a possibility or capability.

Further details can be found in the ISO/IEC
Directives, Part 2.

2. PURPOSE

This policy sets out the requirements for, and
gives guidance to, accreditation bodies (ABs)
on the use and assessment of PT and/or ILCs



TOXHUPOJBIH YHAITIHMK Oairyymnara (TYD)-bH
MaraJylaH UTIOMKIUIMMH YT SBLAJX — COPWIT
TYPUIMIT, JIKIDAT, IIAIraaT TOXUPYYJra,
SMHDJITUIH 1Tab0paTopH, XSHANTHIH Oalryysiara,
O0no0OaHkK, yucC 30XHOH Oaliryynarduu,
cTaHAapTumicaH 3arBap yiaespmryma YUC
0a/acBan JIXX-bIH amuMriagThbiH Tajlaap IOTIl
[IaapJIarbl’ TOTTOOXK 3aaBapyuuiraa erjer.

O3 Hb MeH AB-n xombormox PT Oomiorsir
TyyILITal TOAOPXOUIDK, XIPATKYYJIIXI Hb TyCIax
3opwiaroron  OGereen  umHracHmp  IAF/ILAC
A2:06/2023 [10]-bi1 naryy oioH TaiaT 00JOH XOEp
TaJT XAJIRJIPIP Oalryynax Y sBUaj HUAIYYIIdX
apra X3pa3rciadp xaHrajar.

XOparKyyJdX Xyranaa Hb HUUTIATIACIH ©1peec
XOMII HAT XKW1 OakHa.

3.30XHU0or4

Onoxyy Oapumr Owuurniir ILAC Maraanan
UTIIMKIDINIH acyyibiH X0poo (AIC) Gantracon
6eree ILAC-bIH rumyyHWIAIIp OaTiaracas.

4. HOP TOMBEO

4.1 JlabopaTtopu xoopoHabH Xapbuyynair (ILC):
VYpbauniaH TOTTOOCOH HOXIUTUHH Jaryy xo€p 0a
TYYH?3C /3311 J1a00paTopuys WKW OYyIy MKW
TOCTAU 3YWJ 133D XUHCOH XAIMXKHWIT, TYPIIUITHIH
3arBap, TydpTra, yHar (ISO/IEC 17043:2023,
3.4).

4.2 Yp uagsapein copwit (YUC): mabopatopu
xoopouabiH Xapeiyynant (ISO/IEC 17043:2023,
3.7) amurnaH yppAauuiaH TOTTOOCOH LIAJITYYpPbIH

Jaryy OpOJILIOIYUMH T'YUIDITIIIUUT YHIIIX.
Taiin6ap: Tepes OypuiiH yp 4aaBapblH COPMITBIH CXEMHUIHH
mu3aiiHel  Tamaapxw  HAMOAT  Mamawmidr - ISO/IEC
17043:2023-p11 A xaBcpantax (MbsmdaumitH yaHapraii)
erceH OOJHO.

4.3 YanapsiH ragaan yHair?? (EQA): maboparopu
x00poHAbIH Xapbiyyiant (ISO 15189:2022, 3.10)
alllUIJIaH  ypbAYWIAH TOITOOCOH INAJITYypbIH
JIaryy OpPOJILOTYNWH TYUIDTIAIUUT YHAIIX.

5. Mbprynuiniie IAJITaJITaac Oycan
JIa0OpATOPH XOOPOHIBIH XapbIyyJIa1T 0a/3CB3JI
ILAC-bIH 00171070

Xombormox ILAC-bin XapuilaH XYJ23H
3eBmeepex TIpHA (MRA) rapeiH ycar 3ypax
OyI0oy TapblH YCOT 3ypcaH CTaTrycaa XaJArajaxbir
apma3kK Oyl AB-yyn Hb urramxmaracos CAB-
YYABIH (GKUII?Y Hb, TYPUIWIT, TOXHUPYYITHIH YT

other than PT in the accreditation process for all
CABs performing testing or calibration
activities —i.e. testing, sampling, calibration and
medical laboratories, inspection bodies,
biobanks, PT providers and reference material
producers.

It also aims to assist ABs to consistently define
and apply relevant PT policies, thereby
providing a tool for harmonization in the
process of establishing multilateral and bilateral
agreements according to IAF/ILAC A2:06/2023
[10].

The date of implementation is one year from the
date of publication.

3. AUTHORSHIP

This document was prepared by the ILAC
Accreditation Issues Committee (AIC), and was
endorsed by the ILAC membership.

4. TERMINOLOGY

4.1 Interlaboratory comparison (ILC): design,
performance and evaluation of measurements or
tests on the same or similar items by two or
more laboratories in accordance  with
predetermined conditions (ISO/IEC
17043:2023, 3.4).

4.2 Proficiency testing (PT): evaluation of
participant performance against pre-established
criteria by means of interlaboratory
comparisons (ISO/IEC 17043:2023, 3.7).

Note: Further information regarding the design of various
proficiency testing schemes is provided in Annex A
(Informative) of ISO/IEC 17043:2023.

4.3 External quality assessment (EQA):
evaluation of participant performance against
pre established criteria by means of
interlaboratory comparisons (ISO 15189:2022,
3.10).

5. ILAC POLICY ON Proficiency Testing
and/or Interlaboratory comparisons other
than Proficiency Testing

ABs seeking to sign or to maintain their status
as a signatory to the relevant ILAC Mutual
Recognition  Arrangements (MRA) shall
demonstrate the technical competence of their
accredited CABs (i.e. laboratories or other



aXwuiaraa sSByyJagar Jaboparopu 3cBI Oycan
utrMKracol  CAB  -yyn)  TexHUKUH - yp
yajzBapaa xapyynax écroi. CAB -bIiH yp AYHTHiITH
YHAH 36BUHI Xapyysiax €CTOW HAI 3J€MEHT 0o
WM YT aXuiiaraa siByysiax 00JOMKTON Oereej
TOXUPOMKTOW TOoXmonpong Oycax ATYI-eiH yp
JTYHTAH XapbllyyJax sBaai oM. Y YHI:

1) Urramxkmnuiie  Oaiiryymara Hb  YUC-bIH
30XHOH OalryyIanTeIH TOJIOBJIOIOOH /1
UTMIMKIDIMHH Xampax xyp?? mx YUC Gonon
JIXX-pIH YW aXwiraasj,  OpOJILOTYUJIbIH
TOJIOONIUUT  YPHAUYWIAH TaaMmrajicaH OalXbIl
OaranraaxxyyIHa.

2) T'yHURTran Hb XaHTaNTTal Yp OYHI XYpIdryi
TOXHUOJION] UTIAMXKIIIMHH  Oaifryyiiara Hb
TYUUATIJIMMHOTOJITOOT YHAJDK, 3alpyysax apra
X3MIKIIT LIyypXxail aBHa.

3) Opremesn raprard 3¢B3J1 TyXailH HTTIMKIIIAHH
xampax xypa3HA Toxupox YUC acan JIXX
Oaiixryit TOXHOJIIOIT UTTAMKIIDIUIAH
Oaifryynnara  Hb  TOXHMPOIBIH  YHAITIIHUN
OaliryynrelH eep apryylblH YHASCIN OOJTroH
YHOJIH).

4) Urtramxmdnuiie Oaiiryymiara Hb YUC 6os0H
JIXX —pIH YW SBLBIT TOAOPXOMIHO.Y N B Hb
xaMruiH Oarajiaa Japaax 3YyWiacuiir Oartaacan
OaliHa.

5) UrrmxmnuiiH  Oaiiryymiara He  YUC-bIH
30XUOH OalryynaaThiH TOJIOBIIOTOOH
UTTIMXKIDIUNH Xampax Xyp3d mx YUC OonoH
JIXX-pIH YW axwiraaHj — OpOJILOTYH]IBIH
TONOONIMUAT  yphIAUWIAH TaaMmrajicaH OalXpbIT
OaranraaxyyIHa.

6 ) I'yHuPTran Hb XaHTaNTTall yp AYHA Xypasryi
TOXHOJJION] WTIAIMXKIIDIIMNH  Oaifryymiara Hb
TYUIPTIIMIHOTOJITOOT YHAJDK, 3alpyyniax apra
XOMXKIII LIyypXal aBHA.

7) ©Oprenen raprard 3cB3J1 TyXailH HTTAMKIIIINNH
xampax Xxyp?3Ha Ttoxupox YUC nacean JIXX
Oaifixryi TOXHOJIIOIL WUTTAMKIIDIUIH
Oaiiryynnmara  Hb  TOXHPOJBIH  YHAJITIIHUHN

accredited CABs performing testing or
calibration activities). One of the elements by
which CABs have to demonstrate the validity of
their results is by comparison with results of
other CABs, where such activities are available
and appropriate. The ILAC policy on PT and/or
ILCs other than PT is the following:

1) Taking into consideration the outcome of the
CAB’s risk assessment, participation in PT
and/or ILCs other than PT is considered, by
ISO/IEC 17025:2017 as mandatory when
available, appropriate and deemed necessary.
For 1SO 15189:2022, participation in PT is
considered mandatory when available,
appropriate and deemed necessary.

2) Participation is applicable not only to
laboratories, but also to CABs accredited to
other standards performing testing and/or
calibration activities as part of their accredited
conformity assessment activities.

3) The AB shall request their applicant and
accredited CABs to develop a participation plan
in PT and/or ILCs other than PT (PT
participation plan).

4) The AB shall assess the PT participation plan
to ensure that there is a representative and
satisfactory participation in PT and/or ILCs
other than PT activities regarding an applicant
scope before granting accreditation.

5) The AB shall ensure that the PT participation
plan foresees a representative participation in
PT and/or ILCs other than PT activities
regarding any accreditation scope.

6) Where satisfactory performance is not
achieved, the AB shall assess the evidence of the
implementation of prompt and appropriate
corrective actions.

7) The AB shall assess the justifications of the
CAB’s alternative approaches when there are no
available and appropriate PT and/or ILC’s other
than PT to cover the applicant or accredited



O0alTyyJITeIH ©6p apryylblH YHAACIAN OOJTOH
yHonH3.  UrrmkmnuiiH - Gaifryynmnara  Hb
TOXUPOJIBIH ~ YHAIII9HUK  Oaifryymnaraac aBu
X3PArKYYJICOH €6p apra Hb Yp AYHTUHH YHOH
36BHIT OaTanraaxyysmbk Oaliraa 3COXUUT XsHaH
Oaranraaxyynax CTou.

8) Urramxianuiin Oaiiryyiutara Hp YUC GosoH
JIXX —bIH YiJI SBHBIT TOAOPXOMIHO.Y 1 ABI Hb
XaMruiH Oarajmaa napaax 3YWiacwir OarrtaacaH
OaiiHa.

a) Urramkidnumite Gaiiryysmiara Hb YUC 0OonoH
JIXX-bIH 0pOJIII00, TYULPTIIIUNUT X3PX3H aBY Y33X
B3 (sumaHrysia OalfHTbIH MYy TYHIDTTAIIMUT HIDPCOH
yen)

Taitn6ap: Ipx Oyxuii Oairyysiara, yHiaBap 3¢B3J
MOPrOKIUNH canbapaac 3pX, YYpPAr OJTOTJCOH
OaiiHa.

b) Toxuposasin yHaIr33HUA 6airyyarsiH YUC-biH
30XHOH OailryynaiThlH TeJeBIeree Hb TyXalH
UTAMKIDIIUAH  XYPIdHA ~ TOXUPOXTYH 0o
UTIIMKIDIINIH Oaiiryysuiara Hb HOXIOJ OailabIr
XIPX3H 30XHUIyYJIax B

C) WTraMKIdIuiiH YHAAMI9HUE Oalryyniara Hb
TOXUPOJIBIH  YHAITHUK Oaiiryymnarein  YUC
6010H JIXX —BIH TYHUITIAMMMH YHAITI3HUN
TOJIOBIIOTOOH]] XOPXOH aBY Y39X B)

d) UrramxmanuitH Oaiiryyiiara Hb TOXHPOJIBIH
YHAIIr3HUH OaiiryymnaryyasiH YYC 6onon JIJIX-
BIH XOTOJ06ep 30XHOH OaliryynardyuiiH yagaBXTai
00J10X HOTOJITOOT X3PX3H OaTanraaxyynax B3
(XaBcpant A)

6. DI TATAJIT

1.ISO/IEC17025:2017 CopunThiH OOJIOH IIAJTANIT
TOXUPYYJITHIH JTA00PATOPUIH YaJaMKU]] TABUTJaX
€pOHXMI 1aapaiara

2.1S015189:2022 DOwmHonTHitH Jaboparopu -
Yanap, yp yaBapT TaBUTJax IIaapJyiara

3.ISO/IEC17011:2017  ToXupabIH  YHDITIO.
ToXUpABIH YHITIIHUN OalTyyIIarbllr HTTIMKIIX
UTTOMXKIDIUMH  Oalfryynaraa TaBUX €peHXUH
nraapzaJara

4.1SO/IEC17043:2023 ToXupablH YHAIMD - Yp
YaJBapblH  COPWJTOJA  TaBUTJaX  CPOHXUHN
nraapiara.

scope. The AB shall verify that the alternative
approach implemented by the CAB ensures the
validity of the results.

8) The AB shall define its process on the use of
PT and/or ILCs other than PT. The process shall
include, at least, the following:

a) how the AB takes into consideration PT
and/or ILCs other than PT participation and
performance (in particular when persistent poor
performance is identified);

Note: This includes PT and/or ILCs other than
PT that has been mandated, for example by a
regulator, an industry or professional sector.

b) how the AB deals with the situation where the
CAB’s PT participation plan is considered not
suitable in relation to the scope of accreditation;

c¢) how the AB takes into account a CAB’s PT
and/or ILCs other than PT performance, to plan
the assessments;

d) how the AB ensures that the CABs have
appropriate evidence of the competence of the
PT provider or the organization providing ILCs
other than PT (see Appendix A).

6. REFERENCES

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

2. 1SO 15189:2022 Medical laboratories -
Requirements for quality and competence

3. ISO/IEC 17011:2017 Conformity assessment
— Requirements for accreditation bodies
accrediting conformity assessment bodies

4. ISO/IEC 17043:2023 Conformity assessment
- General requirements for the competence of
proficiency testing providers.



5.ISO/IEC 17020:2012 ToXupiblH YHIII3 -
XSHAITBIH @KW1 3PXAdT  Tepeia  OypuitH
OalryyJUIarslH @XWularaan]| TaBUX Iaapjsara

6.ILAC G27:07/2019 XsHanTblH YW SBIBIH
XYPI3H] TYHIPTIIX XIMKWITHRH YIUPIaM*K

7.ISO 20387:2018 buorexuomnoru - buobankudr -
BbroOaHKUHTT TABUX €POHXHI IIaapiara

8.ISO 17034:201Cranaapt 3arBap yHIABIPISYU]T
TaBUI1aX €POHXUH 11aapjyiara

9. EA-4/18 G:2021 VYp wdyamBapblH COPHITOJ
Xampargax —TYBIIMH, JaBTaM)KUHH — TalaapXu
YIUPIAMK

10.1AF/ILAC A2:06/2023 TAF/ILAC Omon tant
XapWIlaH XYJ29H 36BIIOOPOX 30XHIYYIAITYY]
(3oxuiyynant): Maragiad UTTIMKIDIUNRH  HAT
Oaliryysuiaraj TaBUI/IaxX IIaapJjiara, YHIJITIIHUN
Kypam

11. EA-4/21 INF:2018 JlaboparopuiiH MaraiaH
UTIIMKIIDIUIH Y SBII 1aXb KWKUT Jaboparopu
XOOPOHJIBIH XapbIYYJAAThIH 30XUCTON OailIbIr
YHAJI3X yIUpAAMXK

XABCPAJIT A (M3133/UIHITH YaHAPTAaid)

ILAC —wmitH Yp wagBapblH cOpuaT 0a/ 3CBIT yp
YyaaBapblH ~ copuiTooc  Oycax  yaboparopu
XOOPOH/IbIH XapbIyyJIaIThIH O0IOT0

- ILAC MRA O6Gaiiryynnaraac yp uajaBapblH
30XMOH Oaliryyiuiaraap XyJ29H 36BILEOPOriceH
UTIIMKIDIINIH Oaifryysiaraap ISO/IEC
17043:2023-00p WTTIMKIDTICIH Yp dYalIBapblH
COPHJIT 30XHMOH Oaiiryynaryg

- ILAC MRA 6aiiryysiaraac yp 4ajBapbliH 30XHOH
Oaiiryysiaraap XYJI93H 36BILOOPOIIO6ryH
WUTTIMKIDIUIRH Oaifryymnnaraap ISO/IEC
17043:2023-00p MTIAMXKISIICIH Yp 4YaJBapblH
COPHJIT 30XHMOH Oairyynard

- CAB-blH TeXHUKMMH 4YaJaMXUHH XYPIIHIIC
ragHax 30pWJIroop 30XHOH OaliryynaracaH
1a00paTOpPH XOOPOHIBIH XapbLyYJIAITHIH OPOJILI00
(ISO/IEC 17043:2023);

- Urramxudracss CAB-bIH TYWLRTIRIUAT  eep
na0opaTOpUyAbIH  Yp  AYHTAH  XapbllyyJCaH

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

6. ILAC G27:07/2019 Guidance on
measurements performed as part of an
inspection process

7.1SO 20387:2018 Biotechnology - Biobanking
- General requirements for biobanking

8. 1SO 17034:2016 General requirements for the
competence of reference material producers

9. EA-4/18 G:2021 Guidance on the level and
frequency of proficiency testing participation

10. IAF/ILAC A2:06/2023 1AF/ILAC Multi-
Lateral Mutual Recognition Arrangements
(Arrangements): Requirements and Procedures
for Evaluation of a Single Accreditation Body

11. EA-4/21 INF:2018 Guidelines for the
assessment of the appropriateness of small
interlaboratory comparison within the process
of laboratory accreditation

APPENDIX A (Informative)

Participation through PT and/or ILCs other than
PT to demonstrate the validity of results can be
done through:

- A PT provider, accredited to ISO/IEC
17043:2023 by an AB signatory of the ILAC
MRA for PT providers;

- A PT provider, accredited to ISO/IEC
17043:2023 by an applicant AB or an AB non
signatory of the ILAC MRA for PT providers;

- Participation in an ILC, which is organised for
other purposes than determining a CAB’s
competence (ISO/IEC 17043:2023);

- Organisation of, or participation in, ILCs
organised, in accordance with the relevant
requirements of ISO/IEC 17043:2023, to
determine the performance of accredited CABs
by comparison with results of other laboratories.



ISO/IEC 17043:2023 cranmapThiH IIaap/jiaratai
x051000TOM naboparopu XOOPOH/IBIH
XapbllyyJlaJTaaH ] OpoIOX 02 30XHOH OalryymanT
ILAC MRA-aac Xymd9H 36BLIOOPCOH OSXHHUU
NYHKTHIH J1aTyy Yp 4aJBapbIH COPHITHIH CXEM33
camanm Oomrox Oyii wurramxkmdracoH  CAB
YHOI9HA Xamparjacan OaiiHa. Bycan myHKTHIH
XYBBJ Yp 4aZBapblH COPHIT 0a/ 3¢BAII 1aboparopu
XOOPOH/IBIH XapbIlyyJIAIThIH 30XHOH

Oaifryynardaap Xyid9H 30BIIOOPOXTYH.

Taiin6ap: EA-4/21 INF[11] (Jlaboparopuiin Mmaraias
UTTOMXKIIDIIMAH YHII SBIBIH XYPI3HI JKIKUT J1abopaTopu
XOOPOH/IBIH XapbILyyJajaThIH 30XUCTOM OalIBIH
YHIIr3HUN yaupaamx) —bir ISO cranmapThiH X0J100TI0X
IIaapAjarell XaHTaxblH TYJIA CYYJUHH XO€p MyHKTHIH
XYYIHHTAH OaWJUTBIT YHAIIIXA/I alllUTIIaK OOIHO.

XABCPAJIT B (M3133/IniiH YaHAPTAIi)

VYp "agBapslH cOpUAT 6a/ yp yaBapblH COPUITOOC
eep J1adOpaTopu XOOPOHIBIH XapblLlyyJIalThIH
CXEMBIH XYPTIIMXKT3M ©Oa 30xucTOi OalaibiH
WAITYYpPBIl  TOITOOXJ0O0  Japaax  3YHJIMMUT
aHxaapHa.

Boaom:xkut 0aligat:
YUYC —pIT mapaax TOXHOIAONA OOJIOMMKTOM K

Y3H?. YYHA:
a) Opx Oyxuit YUC-bIT 30XHOH Oalryymnard canain
OonrocoH, maapaiarataii  OuuuMr — OapUMTHIT

OpOJILIOTY OalTyyJuUIarblH YHIICHUI X3J193p 3CBIII
CAB-1 olinroMKTOH X371 193p Oaiix;

6) YUC-piH 30xuOH OaliryynarduilH 3yrianc
OOJIOBCPYYNanNT XuHX IIaapanararyii  Oereen
YYC-piH 30XMOH OailryynardyuiiH OpOJIIIOOHBI
TeneBnereeHs tycraracan CAB-pIH X3parm3ar
Xapraji3aH yp AYHI OOTMHO XyramaasHJ Xyprax

0O0JIOMYKTON TOXUOJIIOJIT

Taiin6ap: EPTIS b mpnxuit nasap Tapxcan M3A33JUIMIH caH
(https://www.eptis.org) 6ereen 6osomxroit YUC (PT) -piH
CXEMHHUT 0JI0X0/] allIUTJIaraaHa.

Bouaomxut daiigan:

XapaB utraMkIracoH CAB-bIH yiln axkuinaraa
Hb yp YaJBapblH COPUIT 6a /3CBAJI yp yaaBapblH
COPWJITOOC  ©6p  J1JabopaTopu  XOOPOHIBIH
XapbIyyJIalThIH XaMpax XypIdTd# HHUHIPXK
OaiiBay TEXHUKUIH XYBbJI OOJIOMKTOM I'K Y3HI.
Onuroii copunar 0a XAOMIUJIMHH aprblH  XYBbJ
TOTTMOJI SIBariar yp 4ajaBapbiH COPUIT 0a /3CBAT
yp YaaBapblH COPHITOOC eep Jjaboparopu
XOOPOH/IbIH XapbllyyJalTaj] OpoIoX OOJOMKIYIH
TOXUOJION VI aXWUIaraaHbl XaMpax XypI9H]
XaMaapyyJpKk 00JI0X 3CBAJI YT aXKWJUTaraaHbl ay

Accredited CABs offering PT schemes
according to the first bullet point have been
subject to relevant assessment through the ILAC
MRA. For the other bullet points, there is no
formal recognition of competence, in terms of
ILAC MRA, of the PT and/or ILC provider.

Note: EA-4/21 INF[11] (Guidelines for the assessment of
the appropriateness of small interlaboratory comparison
within the process of laboratory accreditation) can be used
to assess the validity of the two last bullet points in regard
to meeting the relevant requirements of ISO/IEC
17043:2023.

APPENDIX B (Informative)

The following considerations may be taken into
account in setting the criteria for availability and
appropriateness of PT and/or ILC schemes other
than PT:

Availability:

A PT is considered available, if:

a) it is offered by a competent PT provider and
the required documents are provided in the
national language of the participating body or a
language understood by the CAB; b) if it does
not require a development by the PT provider
and the results can be provided within a short
time in regard to the CAB needs formalized in
its PT participation plan.

Note: EPTIS is a  worldwide database
(https://lwww.eptis.org) that may be used to find an

available PT scheme.

Appropriateness:

A PT and/or ILC other than PT can be regarded
as technically appropriate, if the scope of
activity being provided is similar to the current
practice of the accredited CAB. In the case of
specific test or measurement techniques, for
which no regular PT and/or ILCs other than PT
is available, it may be adequate to choose a PT
and/or ILCs other than PT, which is similar to
the scope or which covers an important partial
aspect of the activity.



X0JI00TI0JT OYXUH allb HAT XACTHUT OarraacaH yp
YaaBapblH COpPUAT ©0a /3CBAJI  yp YaaABapblH
COpWITOOC ~ ©eep  JlabopaTopd  XOOPOHIBIH
XaphllyyJaanTaa op>k OOIHO.

XABCPAJIT C (M3133/U1HiTH YaHAPTAi)
DHoXYy XaBcpaiar Hb EA-4/18-uiin 3x xyymbap
Oum  OOJIOBY  TaphlH  aBJarblH  €POHXUH
3apuMyyabIT 6arraacad 00JIHO.

VY nupnamxuiia 6apumt Ouuur EA-4/18 e (Yp
YaJIBapblH COPHWJITHIH TYBIIMH 0a JaBTaM>KUNH
3aaBap) WTIAMKIDIUNH YUl SBLAJ yp 4YaJBapblH
[IANITANTBIH  OPOJIIOOHBI TYBIIHMH, JaBTaMKHIT
X3PX9H YHIILIPT Talaap MaraajaH UTTIMKIDIHH
OaifryyinaryyabiH ysjjgaa xoaooor 6uii 601roxos
guraaxd3c ragaa CAB-1 eepciniiHxee TYBIIHH 0a
OPOJIIIOOHBI JTABTaAM>KUIAT TOJOPXOMIIOX0/
TycCaJHa.

A: Epenxuii 3y

Maragnan  UTIOMKIDIUNRH — Oaiiryyninara  Hb
uTrMKITACOH CAB-uiiH yp yaaBapbiH COPUITO/
OpOJILIOX TOJOBJIOreOHUNH TOXUPOMIKTOU ICIXUUT
TOJOPXOMIIOX/I00 Jlapaax 3YWIMHTI aHxaapHa.
Oepeep x3710371 yp YaABapbIH COPUIITHIH TaBTaM¥K
0a TYBIIMH Hb TYYHUH HUTIIMXKIDIUIH XYPISHUN
TOLOPXOMJIONTO/I 3aacaH YW axuiuiaraatad Hb
X0JI000TOM 3CIXUIT XapHa.

(1) Urramxmarncan CAB Hb yp OYHTHAH YHIH
36BUIT Oaranraaxyynanrraii xonbooTol Oycan
apra xX»>M)K33I aHxaapajTaidl aBd Y3COHHHM SLOCT
(sutaHTysla TOOH YTTHII TOTTOOX, CHUCTEMT ajjaar
MOIITUX, XSHAIT TaBUX YaJBapTraiiraa) opoJox
TYBIIMH, JaBTamkaa TOHOPXOWJIOX  €CTOM.
Opo100HBI TYBIIMHT Oycaj apra XaM>KIHHUH XUp
X3MJKI9H/I aBCAHAaC XxamaapyyJjaH TOITOOHO. Yp
IOYHTUIH YHAH 36BUUT Oaranraaxyynax Oycan
TepiuiiH apra xamxaH1 ISO/IEC 17025:2017,
7.7.1, 1SO 15189:2022-p1 7.3.7.3-T 3aacaH apra
X3MIKIIHYYA OpHO, I3X133 YYI23p
Xs3raapJiarJjaxryi.

(2) Urrmxmracon  CAB, apraunaneir  Hb
alllIJIaH YW axwiaraa sByy/JbK Oyl TyyHuUi
canmbapblH  TONOPXOMJICOH APCARIMIH TYBIIMH.
Kummonbsn: - DHY Hb  COPWAT/  IHATANT
TOXUPYYITA/IPNKIDAT  XOMKIUHH  TOoO  Oa
JaBTam»’aap TOJAOPXOMIOTIOHO.

- TexHukuitH O0JIOBCOH XYUHUH XO/10TOOH;

- TeXHUKHITH aXUTYABIH MAIJIAT, TyplLIara;

APPENDIX C (Informative)

This appendix is not a literal copy of EA-4/18
but highlights the general principles included in
the guide.

The guidance document EA-4/18 (Guidance on
the level and frequency of proficiency testing
participation) aims to promote harmonisation
between ABs on how the level and frequency of
participation in PT is assessed during the
accreditation process and to assist CABs in
determining their own levels and frequency of
participation.

A: General aspects

The following aspects should be taken into
consideration by the AB when determining the
suitability of an accredited CAB’s PT
participation plan. That is, its “level” and
“frequency” of participation in PT in relation to
the activities, performed under its accreditation
scope:

(1) The accredited CAB should define its level
and frequency of participation after careful
analysis of its other measures for ensuring the
validity of results (especially those that are able
to disclose, quantify and follow the
development of bias of a stated magnitude). The
level of participation should be made dependent
on the extent to which other measures have been
taken. Other types of measures for ensuring
validity of results include, but are not limited to
those listed in ISO/IEC 17025:2017, clause
7.7.1 and ISO 15189:2022 clause 7.3.7.3:

(2) The level of risk presented by the accredited
CAB, the sector in which it operates or the
methodology it is using. This can be determined,
for example, by considering: - Number and
frequency of
tests/calibrations/sampling/measurements
undertaken; - Turnover of technical staff;

- Experience and knowledge of technical staff;



- XOMXKHUII3YHH MOIITHX 3X CYpPBaDK (GKHIIIAI035
CTaHJIapT 3arBapTail 3cdX, YHAICHUHI 3TajoH
3arBapTaii 3¢3X X MIT);

- Copunt 0a TEXHUKHMUH XOMKIUHH MOIATAIK
Oaiiraa TOrTBOpPTO#/ TOTTBOPTYH Oaiima;

- DneMeHT 0a MaTpHIBIH TOTTBOPTOM Oaimai,
XaarananT 0a TI9BIPIRITHIH HOJI0e,;

- CopuiT/manranT TOXUPYYIra/TYYB3p aBalThIH
ererUIMiH ad XoJ0oraon 0a SICHMH X3PIriidd
(KUIIPAII037, MIYYX AMHAJIAT, XYHCHHHM aloynaryi
Oaiian, OSMHIITUIH J1abOpaTOpU Hb OHIep
TYBIIHHIA OaTairaa maapaaar candoapyyn);

- buo atoynTail yp yaaBapbIH COPUIITO/ allIUTIacaH
m»k Oa Oalipmmiiaac xamaapcaH ypbAYMIIaH
COPrUINIdX  IIaapjjiaraTaii  apra  X3MJKI3HUU
9PCIDIUIH TYBIINH;

- ©Oep XOOPOHAOO sIraaTail TOXUPYYITBIH
JABTaMXK;

- ApraunajablH HapuiiH TOBOITAH Oa HaiijiBapTain
Oatimau;

- ToxupmblH MA3IATIRNA  IaapacaH  OOJIOH
TEXHUKUHH HOXIIONTIH XOJIO00TOOTOOp ©0PUIONT
OPCOH;

- JlabGopaTopuiiH yiln axwuiaraatail xoJ00o0ToMH
apcada, OONOMXKYYHd, Tyxainban nabopaTopuiiH
Y axuiularaanjl y3yyJddX ceper Heseenedl,
00M30IITYH Tacanaiaac ypbIUYWIaH COPTUNAIIX,
Oyypyynax, caibkpyynanTaa XypaX 3pcla;

- baranraa 6a/ 3¢B31 HOTOJITOOHBI 33PATIAI .

(3) Utramxmaracsn CAB-1 ammrnax 60m0Xyiil
eep TOPINIH naboparopu XOOPOHIBIH
XapbIyyJaJIThIH 02 UTIIMKIIIINIAH Oalryyiarsia
XYJ93H 36BIIOOPCOH yp YaJBapblH aJbTEPHATUB
Japaax X3103pyya Oaitna.

- OnoH TOOHBI JIaOOPATOPUYIBIH HAT yAaaruiH
ACBAJI TACpaITIyd Oaiiinaap 30XMOH OairyyncaH
abopaToOpu XOOPOH/IBIH XapbITyyJIaaT

- bara xomx»9HUII 11a0OpaTOpU  XOOPOHIBIH
XapblyyJIaJIThII 30XHOH Oalryynax

Taiinbap: XopaB yp AyH OOJOH TYMLITTIIUIH
YHOAJITD3T T3Ar33PUMH Yp AYHTHIH 00UT 6aibIr
XsIHAaX 0a y3YYyJIPX X3parcai OOJroH amuriax 6o
KIDKUT 1a00paTOpu XOOPOHABIH XapbIyyIadThIl
3oxuoH Oaiiryynmar CAB -yyn ISO/IEC
17043:2023 6onou EA-4/21 INF cranmapthix
X0J00rA0X HIaapAsarsir Jarax Mepaex ECTOM.

4) XomxuinuitH TexHukuitH Hexien, YUC —bIr
30XHOH Oalryynax TeJleBlereeryi, camndapt yill
axwuiaraa sByy/k Oaiiraa CAB-uiiH To0 Oara
39praac yndaanan YUC-a oponoxox XyYHAp AT
Oaiimar canbapyyn OaliIrMHT XYJII9H 36BIIOOPOX

- Source of metrological traceability (e.g.
availability of reference materials, national
measurement standards, etc.);

- Known stability/instability of the test or
measurement technique;

- Stability of the analyte and matrix, and the
impact of storage and transportation; -
Significance and final use of
testing/calibration/sampling data (e.g. forensic
science, food safety and medical laboratories
represent areas requiring a high level of
assurance); - Level of risk posed by
Biohazardous PT items wused and the
containment precautions required;

Number of different calibration intervals;

- Complexity and robustness of the
methodology;

- When statements of conformity are required
and changes in related specifications are made;

- Risks and opportunities associated with the
laboratory activities, in particular those that will
prevent, or reduce, undesired impacts and
potential failures in the laboratory activities and
achieve improvement;

- Extent of validation and/or verification.

(3) Different types of ILCs that can be used by
accredited CABs and that should be accepted by
the AB as alternatives to PTs, include:

- ILC organised by a sufficient number of
laboratories as a one off or continual exercise;
Organisation  of  small interlaboratory
comparisons.

Note: CABs that organise a small ILC among
themselves should apply the relevant
requirements of ISO/IEC 17043:2023, and EA-
4/21 INF if the results and evaluation of
performance are to be used as a tool to monitor
and demonstrate the validity of their results.

(4) It should be recognised that there are sectors
where participation in PT may be difficult, due
to the technical characteristics of the test or
measurement, the lack of PT schemes, the low
number of existing CABs in the sector, etc. For
some fields PT may only be possible or



x3pormid.  YUC-bIH 36BX6H 3apuM  Teped
OpOJIIIOX OOJIOMIKTOM ICBII HIUNH 3aCTUHH XYBb]
OosoMkTON Oaik O00JHO, (KWIIID Hb, SHTUHH
o0bekTyyn mp EMC (umaxwiraad COpPOH30H
HUWNOTAW Oaiiiaia) TypUIMITBIT XOMXKHX I106H
TOOHBI XAMXKHTIIXYYH). DHY TOPIHIH candapt
Oycaa XOMKUTJIDXYYH TOPTYYH 33prHHH a4
X0JIOOTI0JITOMA.

5) Xyyib TOTTOOMXK, YHIWIYYJIATYH 39par Oycan
X cypBabkTai xombootorr YUC-m opoimox
JaBTaMK, TOPOJIJI TaBUT[aX ajluBaa 1aapajara,

B: OponiooHs! TYBIIMH 0a TaBTaMxk

CAB-mifH 3xHUI anmxam 007 HUTTAIMIIIDIHIH
Xypa3 0a COpUAT /IIanranT TOXUPYyara/ TYYBIp
ABAJITBIH XYPI3I33 TOAOPXOUIIOX SBAAI IOM.
Urramxiaracon CAB  Hb  eepuiiH  amwuriajar
COPHIT, XOMXHITHHH apra, OyTId3rIpXyyH
00NroHA  XAMXKIDPr  mapameTp  (KOMIIOHEHT,
napamerp) OypuiiH XyBbI Tomopxoir YUC-n
OpOJILIOX Hb XaMIT'MH TOXUPOMKTOU. ['3¢aH Xa1uit
9 9HDY Hb JIOKHCTUKUHH OOJIOH SIMIAH 3aCTHiH
XYBbJl OOJOMXKIYH TIATUUT XYJIIOH 36BIIOOPY
X3PIrTHH.

Witmaac urramvkinanuiin Oaiiryymnnara o CAB-aac
TEXHUKUIH YaJaM>KMMH X3CT33 TOAOPXOWIOXBIT
Xym9x €EcTod. (xamruifH Oarajaa HAT COPWIT,
ACBAI XOMXKWITUHH apra, IIMHX dYaHap Oa
OYT33r13XYYHA3P TOJLOPXOMIOTI0X).

TexHUKUITH YaJaMKUWH WKW XYPIdHJ Oartcan
OYTI3rIPXYYHUI XYBBA Yp YaJBapblH COPUITOOP
OJDK aBCaH TYMUATIAJI Hb TEXHUKUIH YaJaMKUAH
HAT XA3COIT OarTcaH COpPWIIT, XAMXKWITHHH apra,
IIMHK YaHap, OyTI3rAdXYYyHUI Oycal TEXHUKHUIH
YaJaMyKUHH XYPIITIH HIyy[ XamaapaiTaid Oaiix
00JHO.

I33p nypbacaHWwIaH TEXHUKUMH 4aJdaMyKUNH
XYyp?d Hb amuixaH 0o0J00od  Xapblyyiax
O0IOMXTOW ©O0JI HArIC MX OJOH TYPIUIWIT,
XOMKUITHIH apra, LIMHXK yaHap,
OYTI3rIXYYHUIT aryyixk O00JHO.

TexXHUKUIH YaJaM>KHITH XYPA3T TOJOPXOMUIIOX 100
uTrMAKIDrAcOH  CAB-pIH  XaMruilH - TYpYYHZI
aHxaapax 3yWa 0oy epeHXHiliee eep eep
TEeXHUKUHH YaJaM)KUUT aryynaaryi Oaiix ssnan
OM.

SlH3 OYpHIH TEXHHKHIH YaZaMyKUHT HX3IBUIH
©6p 66p MIPIIIINI, CYpraiT, Topes OypuitH TOHOT

TOXOOPOMIK, MAIJIAL, TYpPUUIArbIH  X3PArLdd
maap/ijiaraap ToJI0pXOUbK O0JTHO.
Texuukuiin JaaMKUNH TandapbIr

TOJOPXOMIIOXI00 COPWIT 3CB3JI  XAMXKWIMIH

economically feasible for parts of the
test/calibration  undertaken  (i.e. EMC
(Electromagnetic compatibility) tests on simple
objects for a limited number of quantities to be
measured). In these areas the suitability of other
measures is paramount.

(5) Any requirements for frequency and type of
PT participation from other sources, e.g.
legislation, customers, etc.

B: Level and frequency of participation

The first step for the CABs is to consider the
scope of accreditation and the
tests/calibrations/sampling for which they are
accredited.

Ideally, an accredited CAB would participate in
a specific PT for every test or measurement
technique it uses and for every characteristic
(component, parameter) measured in every
product. However, it is acknowledged that this
is not always feasible, both logistically and
economically. Therefore, the AB should expect
CABs to identify groups of areas of technical
competence (defined by a minimum of one test
or measurement technique, characteristic and
product which are related). The performance
obtained in the PT for one combination within a
defined area can be directly correlated to the
other combinations of test or measurement
techniques, characteristics and products
contained within the same area of technical
competence.

An area of technical competence, as mentioned
above, may contain more than one test or
measurement technique, characteristic or
product as long as equivalence and
comparability can be demonstrated. The first
consideration for an accredited CAB, when
determining an area of technical competence, is
that it should generally not contain different
technical competences. Different technical
competences can usually be identified by the
need for different qualifications, training, and
use of different equipment, knowledge or
experience.

When determining an area of technical
competence, it may be helpful to consider a
stepwise approach working up from the test or
measurement technique through characteristics



apraac »XJPdJ1 IIUHX 4YaHap, OYTIdIAdXYYH PYY
IIWDKUX AT JapaajcaH XaHIJIarbll aBy y39X Hb
TycTail Oaibxk 0oyiox (oM. Y4Wp Hb TyXalH
YaJaMXKUMH ~ XYPIdHA  HAT  TYPHIMJIT  3CBAII
XOMKWITUMH TEXHUKTIH XOJI000TOH X34 XDI3H
OyTIrmxyyH 0a/>cBA  MUHXK  4YaHap Hb
ACPAradpa3 Oaiix Marajian enaep Oaiar.

(i) Copuar 5cBIT  XIMXKWIMHH  aprarai
x051000TOM: TeXHUKHIH YaJaM>KUIH HAT XYPIIH]I
06 06p COPUJIT FCBIJT XOMKUIHIH aprbIr Opyyiax
00J0MXTOW OOJIOBY 5HP Hb HHUUTIIP XYIIIH
30BLIOOPOIIOOIY;

(i1) Tomopxoityiox OONOH agUTrax, XAIMXKHIIIX
OOJIOMKTOW  MIMHX  4YaHapTah  XOJIOOOTOM:
TexHUKHITH YaJaM)KUHH HAT XYPAIOH]I OJIOH HIMHK
YaHapBIT OpyyJiax OOJIOMKTOM;

(i11)) TypmmnTaxg XaMmpargax OyTIATIIXYYHUN
tTyxaiin: barraacan wmarpum, O0OBEKT 3CBII
MaTepua Hb WXKHUI TOCTIN HIMHXK YaHapTail Oaiix
TOXUOJAO] TEXHUKUWH YaJaMXWWH HAT X3COIT
06p e6p OYTIIAIXYYHUIT Opyyaax OOJTOMKTOM.
Urramxiaracos XADB Hb HAr3C UX COPUIIT 3CBAJI
XOMXKJIMMH ~ apra,  IIMHXK  4YaHap  3CBOII
OYTIITIDXYYHUUT TEXHUKUWH YaJaMKUWH KU
XYPI2HI aHTWICaH OOJIOXBIT TOJOPXOWUIOXO]T
UTIAMKIIDINIH Oaliryyiuiara Hb HUTIAIMIKIAI/ICOH
XAB —bIH IyHIDPXYHIT XOMKIIHA Oaiiraa 3coXuir
Hb YH3J3X €cTol. JKummoanooi:

- AprbiH OatanraaxyynanThlH erej1e1, ICBIII;

- COpUIITHIH MKUJT apThIH XIPATIIID
Utramxidracon CAB Hb  eepuiiH  TEXHUKUNH
yajlamkaa  TOJIOPXOMJICOH 007  "OpOJIIIOOHBI
TYBIIMH"-MIT TOJOPXOMJICOH TK Y39k OOIHO.
WTraMkimanuit yHAr3sHuH Oaiiryymnaraac CAB-
bIH OPOJILIOOHBI JABTAMKHUUT 3PCAUNH TYBIIMH,
TYYHUH TOTTOOCOH TEXHMKHWH YaJaM>KHIH X3CAT
OYypadp OpOJIIOX XaMIHiH 0ara JaBTaMXKHNAT
TOTTOOH YHDJTHD.

Tyynwnn ISO/IEC 17025:2017 (7.7.1 6a 7.7.2)
acean [SO 15189:2022 (7.3.7.1) cranmapTbiH
naryy wmaraanaH utrmkinpracol CAB vHb yp
JTYHTUWH 00T Oal1aia XsSHAJIT TaBUX KypaMTan
Oaiix €cToil 6ereej SAr’IPUNT TeNOBIOX ECTOM.
Tuiima3c,  OposIOOHBI  "TYBIIMH" 60J10H
"maBTaMK'" TOTTOOI/ICOHBI Jlapaa MTTAIMMKIATIACIH
CAB -yyn VYUC-bpIH TeyeBlereeree raprax
00JIOMKXTOI OOJIHO. DHAXYY TOJIOBIIOTOOHHH Iap
Xyp?3, aryyiara Hb TyxalH CAB -piH Hexuen
Oaiian, xampax XYypIdHIIC XaMmaapHa. DHY Hb
CAB-uiin epenxuii yaHapbelH XsHAITHIH (QC)
CTpaTETHifH HAT X3¢ar Oaiix cToi

to products. This is because it is more likely that
there will be several products and/or
characteristics associated with one test or
measurement technique within a given area than
vice versa:

(i) With reference to the test or measurement
technique: It is possible but not common to
include different test or measurement
techniques in the same area of technical
competence;

(if) With reference to the characteristic to be
measured, determined or identified: It may be
possible to include more than one characteristic
in the same area of technical competence;

(iii) With reference to products to be tested: It
may be possible to include different products in
the same area of technical competence provided
that the matrices, objects or materials included,
are of equivalent nature.

When an accredited CAB determines that more
than one test or measurement technique,
characteristic or product is classified within the
same area of technical competence, the AB
should evaluate whether an accredited CAB can
justify and demonstrate equivalence. This can
usually be done by, for example:

- The method validation data, or;

- Use of the same test method

Once the accredited CAB has defined its areas
of technical competence the “level of
participation” can be deemed to have been
defined. The AB will also need to evaluate the
suitability of the “frequency” of participation of
the CAB, based on the level of risk, and should
expect a minimum frequency of participation
for each area of technical competence to be set
by the CAB.

It should also be considered that according to
ISO/IEC 17025:2017 (7.7.1 and 7.7.2) or ISO
15189:2022 (7.3.7.1) the accredited CAB shall
have a procedure for monitoring the validity of
results and that these are to be planned.
Therefore, once the “level” and “frequency” of
participation is established, accredited CABSs
will be able to establish their PT plan. The
extent and content of this plan will depend upon
the circumstances and scope of the individual
CAB. This should form part of the CAB’s
overall quality control (QC) strategy.



TexHUKUWH YagaMXuiH Oycuir Ouii OOJTOX Hb
Maragyad uTrIMKIPracoH CAB OypuiiH XyBb
eep Oaiix 00JIHO. Hiimasc Marajiag
utrMxpracol CAB  -yyn YUC-n opodiox
"topopxoisornacon  Oycyya', "TyBmmmH" 00JI0OH
"maBTaMK'-bIH TaJaap MaraajiaH UTTAIMKIIATIICOH
CAB -bpIH mmiAB3p rapraxaj XypracoH TeXHUKUHH
YHIICTDIIMUT 36BIIOOPOX YaaBapTail Oaiix €cToil.
Maragmag urmowmxinracos CAB -n »md
YHIICIIIMUT OapuMTKYyJIaXbIT 30BIX OaiiHa.

Hbamauar eepuiiesit

ILAC-u Tyxait ILAC-piH Tyxail TaHuiIyynara
[IMHA XyBHJIOapaap MUHIYUICIH

30XUOTYHIiH 3pX 30XUOTUHUIH IPXUNH OMUBIPUIT
[IMHY XyBHJIOapaap MUHIYUICIH

1.Opmmn  ¥Yr OGomjgoro HbH amuriax Oyi
Utramkipauiie - craHgapraac yJIo XxaMmaapaH
xuiracsd 6ereen ISO/IEC 17043, ISO 17034, ISO
20387 craHAapThIH MILIIYYIUNT allWIiacaH
00JHO.

4.Hop tompéo EQA (uaHapblH rajgaaj yHAJIr?d)
I'3CHH TOJOPXOMIIONITHII HIMCAH

5. ILAC 6oasnoro llunswinr e YYC-1 TaBuraax
©MHOX Illaap/yIaryy/Jbll’ Xapraji3aH Y3CoH.
ISO/IEC 17011:2017,

ISO/IEC 17025:2017,

ISO 15189:2022 cranpaptein YUYC-n taBurgax
raapJiara.

JlaBnaraa HInH3wiaracon

Xacpant A Xascpantan YUYC-ooc Oycan
3eBeeperaex YUC 0a [LC-uiir H3Mx opyyJican
Xascpant B Xascpanrag YUC acBan ILC cxemuiin
XYPTI3MXK,  30XUCTOM  OalJUIblH  Tajaapx
MDBJIBJIIMIAT OTCOH.

Xapcpant C DOuHaxyy xaBcpant Hb EA 4/18-n
yHI3cIACoH 6eree1 Y UC-bIH OPOIIIOOHBI TYBIIIHH,
JTaBTaAMKUUT YIAUPJaH YUTITYYII9T.

XABCPAJIT D

XSHAITHIH XYCHIIT: — OMHOX XyBHJIOapaac rapcan
T'OJ1 OOPWIONTUIT XypaaHTYIIIaH TyCTaB.

Xacar

Hamainrt eepunent
ILAC-u Tyxaii ILAC-pIH TyxXail TaHMIIlyyJjara
IIMHY XyBUJI0apaap MUHIYWICHH

30XHUOTYMHH PX 30XUOTYUIH SPXUIH OUUBIPUIT
IIMHA XyBUJI0apaap MUHIYWICIH

The establishment of areas of technical
competence may be different for every
accredited CAB. For this reason, ABs should
expect accredited CABs to be able to justify the
technical arguments that have led to the
accredited CAB’s decision on the “defined
areas” “level” and “frequency” of participation
in PT. It is recommended that accredited CAB’s
document this justification.
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laboratories in ISO/IEC 17011:2017 and the
requirements for PT and/or ILCs other than PT
in ISO/IEC 17025:2017 and the requirements
for PT in 1ISO 15189:2022.

References Updated

Appendix A Appendix  added
acceptable PT and/or ILCs other than PT
Appendix B Appendix added, giving
information on the availability and
appropriateness of PT or ILC schemes
Appendix C This appendix is based on
EA 4/18 and provides guidance on level and
frequency of PT participation.

Appendix D Revision table has been
added.

Replaced

giving

APPENDIX D

Revision Table — The table provides a summary
of the key changes to this document fromthe
previous version.

Section Amendment
About ILAC introductory text
with new version

Replaced

Copyright text Replaced with new version
1. Preamble The policy is made
independent of the Accreditation Standard
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