ILAC-G18:01/2024

WY Ty
‘\\‘-, | "'rf,,

\>—
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GUIDELINE FOR DESCRIBING
SCOPES OF ACCREDITATION



ILAC-niin Tyxau

ILAC ©p mnxuil gagap TUIIYYHWDI Oyxuit
UTIAIMKIDIUIH Oaliryymiaryya OOJIOH OpoJIord
Tanyyarai 1abopaTopu, XsITHaNTHIH OalTyysiara, yp
YaJIBapblH COPWJIT 30XMOH Oaiiryynaru, jiaBjaraa
MaTepuan 00JIOBCpYyIardsiH MarajjaaH
UTIAMKIRIL 30pUyJaricaH OJIOH YJCBIH X0JI000
IOM.

DHaxXyy Oaiiryysurara Hb Japaax YWD Yl
a)XuJularaa siByyJijiar.

* UTrwMmKIpIMAH Yl axwuiaraa, >KypMbIT
00J10BCpyyIax
e Urmmxupnuitn  yin  axwiaraa  00J0H

XAPATIPIAT CypTaTdiaH TaHUYJIaX,

e JloTooaplH OOJOH YHIPCHUH HMTTIMKIDIAIH
OalTyyJUIaryyIuir OJIOH HHWTIJ TaHHYIDK
JTOMKHX,

*  TrMxiiniH
TycClax,

e JlonxuiiH SpraH TOWpoHA Oyl Iraapjiara
XaHrax Oyl MIMHKUIT) (AIMHIITUIH T9X MIT),

CUCTEMHUITI  XOIKYYJIXD]

majarajiT  TOXUPYYJIrbIH  JlabopaTopuyi,
XSHANTBIH ~ Oalfryyiiaryyn, yp 4aJBapblH
COPWIT 30XMOH Oalryymardmj, JaBllax

MaTepual 00JIOBCPYYJIary/IbIr UIAPYYIdIX

ILAC HB 5Ar33p 30pUITBIT XIPIKYYIIXUNUH TOII0O
OJIOH YyJCBIH XojJbormox  Oailryymnaryyarai
UPBXTOU XaMTpaH axuiaiar.

ILAC ub utramxidiauiie Oairyysutaryynsia (ABs)
IOyHJ J2JIXUNA Jasap XapuilaH XYJd9H 30BIIOOPOX
3oxuiyynaanteir - Oyioy ILAC  30xuiyymanteir
XOPATXKYYICHIIP YN aXuijaraar XeHroBUMIIIOT.
ILAC uTtrMmkmmiiH 6alryysiarblH THITYYHI9P
MaraJiylaH UTTAIMXIATACOH TOXHPIBIH YHAITIIHUAN
Oaitryymnaryyn  (CABs) Tk  HIPIATAIAT
naboparopuya O0JIO0H XSHANTHIH Oalfryysiaryymnaac
rapracal jJata M3J337137 OOJIOH TYpPLIMJITHIH Yp
JIYHT SHOXYY 30XHIlyyJalTaap AaMKyyJdaH OJIOH
YIICBIH X3MK39H XYJI93H 3eBiIeepaer. MHracH33p
IIMHD 3aX 3991 OpOX OYPT OYTIATIIXYYHID JaXuH
TYpIIUX TAX MOT caaja ToTrrop Oyypu "Maramnan
UTTOMXKIDTACOH 0oy, Xaa  caifiryil  XymdsH
30BIIEOPOTIOX OOJOMKTOU" THATHHT OMITOXO.
JOMXKIDT  OOoJpK  OaifHa. Men  maraguiad
utrIMKITACOH CABs-yyn Hb TyxaliH Oairyysiara
UTTOMXKIDIIUMH ~ XYpadHA  Xuibk Oyl axiaa
TYMIPTIOX YaaBapTail MATHUAT OaTairaaxyyiacHaap
TyxailH Ou3Hec OOJOH TYYHHH YHITWIYYIIT4a3.1
rapu 00JI0X APCAIUUT Oyypyysaar.

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.



[aammn6an, WTrIMKIATACOH OaWTyyJularuidiH yp
IYHTYYA Hb OOXHPIONTYH OpYHMH, alOYITYH X0OI
XYHC, I1PB3P YC, 3pUUM XYY, 3PYYI MIH, HUUTMUNH
XaJaMKAWH YHITYWITIAT I3MKIAT YTYUITIHYY/,
OalTyyJIaryyapll TAHKYJIAX X MAT OJIOH HHUTIT
alur TycTall Tyl 30XUIYYJarduj HX39X5H
XAPATIIBJIAT.

ILAC-nifH THITYYH UTTAMXKIIDJIMNHH OalTyyaryyua
00710H THArIpUH UTrAIMKITACOH CABs-yyn Hb
TAAr33P CTAaHIAPTYYABIT TYYIITal XIPATKYYIIXUITH
TYIJ OJIOH YJCBIH 30XUX CTaHAAPTyyA OOJIOH
xonmoorgox ILAC-uiiH OapuMT OWYTHMHAT Jarax
MepIex LIaapajaraTan.

ILAC rap33H]1 rapelH YCAT 3ypcaH MTTAMKIIIUMH
Oaiiryymnaryyn Hb ILAC X353mm»spT rapeiH ycar
3ypaxaac eMHe ILAC nyp3M, XKypMbIl alllUIJIaH
anbax €coop Oaifryynarjicas, XYJI99H
36BIIOOPOT/ICOH oyc HYTTUIH XaMTbIH
aXWiularaansl — Oalfryyiuiaryygaap — JamKyyiaH
YHDJIM3H/]] XaMparjaHa.

ILAC-ptH B30 caliT Hb XOHIOBWIOX 33pAT
COABYYAMHH Tajlaap OJIOH TOPIHUHH MD3I33J3],
TUINYYIURH X0JI000 Oapux Xasruir aryysjar.
WTrsMXKIBTACOH  TOXHUPIBIH  YHIITI3HUN  YTTHIT
30XMIyyJardyuj, OOJOH TOPHUIH CEKTOPT >KHUIIDI

cynanraa ©OonoH OuWe J[gaacaH cyjairaaraap
Xapyyliax  OOJOMXKTOHW  HAMAJIT  MOIRIIUIUUT
www.publicsectorassurance.org  caiitaac  aBax
0OJIOMKTOM.

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
Copyright ILAC 2024

ILAC #p yr  wmarepuanmbil  0OOJIOBCPO,
CTaHAapTyYuiIall, Marajyiad uTraMxIa o¢eai ILAC-
UAH MDIIIIITINH  X0n000TOH Oycaz 30pHITO0p

allUTIaxpll  XYCCOH  Oalryysiaryyn  eepuiiH
XOBIDJA  3apUM  XOCTUMT  36BIIOOPOIITIUIIIP
XyyabapiaxpIr JMOKJIOT. Xyynbapnacan

Marepuaibr Xapyysiacan O6apumrt Owuur Hb [LAC-

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.

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
Copyright ILAC 2024

ILAC encourages the authorised reproduction of
its publications, or parts thereof, by organisations
wishing to use such material for areas related to
education, standardisation, accreditation, or other
purposes relevant to ILAC’s area of expertise or
endeavour. The document in which the
reproduced material appears must contain a
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bIH HIPUHUT TypbhJCaH MIITUIMUT aryysicaH Oanx statement acknowledging ILAC’s contribution to
écToil. the statement
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OMHOX YT

30PHJIT'O

30XMOI'YMIH DPX

HAP TOMbBEO BA TOJOPXOMJIOITY Y/

11 Urramxmanuitn xampax xyp?s (ISO/IEC
17011-uitu 3.6-p 3yiin)

1.2 UtraMmipnuiiH - ysSH  XaTaH — Xypad
(ISO/IEC 17011-uiiu 3.7-p 3yiin)
UTTAMXKIIDJINHH XAMPAX XYP22
UTTAMXKIIDJINMH VSH XATAH XYP2)

SUI TATAJIT

XABCPAIJIT A

ISO/IEC 17025 cranmapThlH = UTTAMKIDIHIAH
xampax  xyp — lamraar  TOXHpYyArslH
nabopaTopuyabiH

XABCPAJIT B

ISO/IEC 17025 cTaHAapThIH  UTTIMKIDIUIAH

xaMmpax Xypa3 — Llnnxunrasauit naboparopuyn
XABCPAJIT C

ISO 15189 crannmapThlH UTIAIMXKIDIUNH XaMmpax
XYP33 — DMHIJITUNH IIUHXUIT33HUHN J1aboparopuy
XABCPAJIT D

ISO 17034 cranmapTblH HUTIAIMKIDIMHH Xampax
Xypa33 — JIaBnax marepuan 60J0BCpyyIardua
XABCPAIJIT E

ISO 17034 crannmapThlH UTIAIMXKIDIUNH XaMmpax
XYpa3 — Yp "a/iBapbIH COPHII 30XHOH OalTyyIardu
XABCPAIJIT F

ISO 20387 cranmapTblH WUTIAIMKIDIMHH Xampax
Xyp33 — buobank

XsHaH CalKpyyJICaH XYCHII'T
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OMHOX YTI'

ToxupiibiH YHJITI3HUK OairyysarslH
UTIOMXKIDIIUNAH XaMpax Xyp32 Hb WTroMskianuiin
Oaiiryymnaraac  (AB)  rapracaH = TOXHpJIBIH
YHOITI9HUN TOMOPXOM YHJI aKWJUIaraaHbl Tyxa
anbaH ECHBI MAIATIRI FOM. ITTAIMKIAIIUNAH XYPIdH]T
opyyJax Iraapjyiarataii XaMruiiH 0ara M3I33JUTHIT
(xampax xypa3suuii napametrpyyna) ISO/IEC 17011-
uiiH 7.8.3-p A 3YWIA JRITIPIHTYH TycracaH
00JHO.

Urramokipnuiin - xampax  xyp?d  Hb  TYDb-biH
MarajjiaH UTI3MKIATICOH TOXUPJIbIH YHAJITIIHUN
YIIT akusuiaraar TOAOPXOMIIOX0a TOJOpXoi OaifHa.
Witmasc TYD b AB-T311 36BH6JIIOXTYUTI3P MOH
3apUM TYBIIHUNA YHAJIMI3H XaMparaaxryurasp yiui
QKMITATaar eepuwiox 0OJIOMKIYH.

TYD Hb UTMAMMKIIIAMKAH XaMpax Xypadrad CyHrax
XYCOIT raprax yel YHJIII3HHMM apra Hb XaMmpax
XYpP3?3 Hb ysIH XaTaH 3¢3X, MeH AB-uiiH xypam
33pI33C WAITraaIHa.

WTrsMxIIDIUNH yaH XaTaH XaMmpax xyp22 Hb TYDb-7
AB-aac TOOPXOIIICOH KYPMBIH Jnaryy
©OPUWIOI/ICOH aprawiajg 3CBIJ XaMmpax XYpI2HUM
Oycaa mapaMeTpyyId3p MarajjiaH HUTI3IMKIATAX
OOJIOMXKUHIT OJIT0K OOJHO.

30PUJIT'O

DHAXYY HUUTIBIUMNH 3o0puinro Hb AB-x Onon
YIJICBIH XOJIOOTZIOX CTaHAapTTall xamaapajrairaap
ILAC-g rapblH ycar 3ypcaH Tanyyd AyHI Yp
IOYHTOH, yanaaatail XapariadX O0JOMKHUHUT OJITOXbIH
TYJI UTTAMKIIIINAH XaMpax XYpa3r TOAOPXOMIOoX
3aaBapyuiiraa erexe;] OpIIKNHO.

30XUOTYUIMH DPX

Onoxyy HuHTIDIUNAT [LAC-uiH WTTOIMKIINANH
xopooHsl (AIC) "Xampax xypad"-uitH aXIJIbIH X3CAT
AIC-uiin X0JI00T 10X AXKJIBIH XACTYYIUIH
XaBCpaITaJl OpYyyJiCaH TOJOPXOW CaHAJbIH Jaryy
0oJoBCpyyIicad O0THO.

HDOP TOMBEO BA TOJOPXOMJIOJITYY /I

11 HUrramxmnuiin xampax xyp?? (ISO/IEC
17011-niin 3.6-p 3yitn)

PREAMBLE

The scope of accreditation of a Conformity
Assessment Body (CAB) is the formal statement
issued by an Accreditation Body (AB) of the
specific conformity assessment activities which a
CAB is accredited for and hence competent to
perform. The minimum information (scope
parameters) needing to be included in the scope
of accreditation is detailed in ISO/IEC 17011
Sub-clause 7.8.3.

Scopes of accreditation are specific when
defining the conformity assessment activities for
which a CAB is accredited. Accordingly, a CAB
cannot modify the activities covered without
advising the AB and undergoing some level of
assessment.

When a CAB requests an extension to its scope
of accreditation, the assessment approach will be
dependent on whether the scope is flexible or not
and on the AB’s procedures.

Flexible scopes of accreditation may allow a
CAB to claim accreditation for changed
methodologies or other scope parameters in
accordance with the procedure(s) defined by the
AB.

PURPOSE

The purpose of this publication is to provide
guidance to ABs in how to describe scopes of
accreditation in order to allow an effective and
harmonised application among ILAC signatories
in relation to the relevant International Standards.

AUTHORSHIP

This publication was developed by the ‘Scopes’
Working Group within the ILAC Accreditation
Committee (AIC) with specific input to the
annexes from the relevant Working Groups of the
AlC.

TERMS AND DEFINITIONS

1.1 Scope of Accreditation (ISO/IEC 17011
Clause 3.6)



WTraMskI131 aBaxbIl' XYCCOH ACBAJI OJITOCOH YEUITH
TOXUPJIBIH YHIJIII9HUN YT aKUJu1araa

14 Utramximpauie - ysH
(ISO/IEC 17011-uiiu 3.7-p 3yiin)
WUtramxmanuiin Oaiiryyiutaraac OaranraaxyylicaH
ToxupnbplH YHIITIHHA OalryyiuiarelH - OypaH
9pX3I  Xamaapax aprawiai  OojoH  Oycan
Y3YYIITYYIRA ©6epwlIedT opyyiax OOJIOMKHUIT
ToXupnelH YHIATIIHUEN Oaliryysuraraa  OJITOXBIT
UTIIMKIIDIIUIAH XaMpax Xypasr WIDPXUNIIH?.

XaTaH  Xypa?

UTTIMAKJIIJIUAH XAMPAX XYPID

ISO/IEC 17011-mitm 7.8.1-n 3aacmaap AB Hb
ATEAMAKIDBIACOH TYDB-I WUTrHMKIDIMAH  XaMpax
XYPI2HUHN TajlaapX M3IPJUIMHAT erex Oa 8.2.2-T

3aaCHbl JIaryy yr' MO3J33JUIMAT  OJIOH HUUTAI]
HA2JITTIH OOJITOXbIT nraapaiaraTai.
Tonopxoinornox  M3m3umir  7.8.3-pIH 131

3YWIIUIH a) - h) X3¢ArT Tycracan 00JHO.

7.8.3-p mon 3yimmiin ¢) - f)-n 3aacan TYDB-biH
TOPIYYAMMT jkarcaacaH Oeree;l 3HY OapuMT
OWYTHITH XaBCpaITal HOMIJT MII33JI3]1 OTH6.

ISO/IEC 17011-wite 7.8.3-p 3yinumitn h)-1 a)-g)
3YWII Xamaapaxryl Oycas TOXHPIBIH YHAITIIHHUM
Oaifryynnaryy/JbH UTTIMKIDIINIH XYPI2HT
TOOPXOMIICOH Oaiix €cToM XaMIuilH Oara aryysrsir
3aacaH Oaifmar 6on OMOOAHKHBI TajaapX HIMINIT
yaupaavkuir Xascpant F-n opyyncan 00HoO.

TAMJIBAP: 7.8.3-pmH jmon 3yiinuiin a) 6a g)-1
3aacan  TYb-piH xaBcpantyyn Hbp ILAC-niin
30XHILyyJIaiTaap XsiHargaaryi TOXUPJIBIH
YHIIHUN Y axwuiularaatail xombooToil Ty
Tycrarjaaaryi 00oiHo. XsHaiITbhIH OalTyyuiaryyasH
UTIIMKIIIUIH xampax XYpa3r X3PX3H
Tomopxoisiox 3aasap (7.8.3-p 3yinmiin b) a1 3yitn)
Hb ILAC-G28-71 6artcan 60:1HO.

WTrsMxIIDIMAHE XaMpax XYpPI9HUH TOJOPXOMIIONT
0O0JIOH YHDJI33 Hb UTIAMMIIIUNH YT SIBIBIH TOJ
HOMUNT WpXUinaar. AB-uiin yypar 601 TYD Hb
UTAMKIDIUNAH  XYPI3HA  TOIAOPXOMIICOH — OyX
YATYUIAT3r  TYWLDRTIAX  4YajaBapTal  IDATUUT
xXapuynax (XaHraiaTTail WUTraJ YHAIMIIWITIH Oaiix)
SABAJL FOM.

Specific conformity assessment activities for
which accreditation is sought or has been granted.

1.2 Flexible Scope of Accreditation (ISO/IEC
17011 Clause 3.7)

Scope of accreditation expressed to allow
Conformity Assessment Bodies to make changes
in methodology and other parameters which fall
within the competence of the Conformity
Assessment Body as confirmed by the
Accreditation Body.

SCOPE OF ACCREDITATION

ISO/IEC 17011 Sub-clause 7.8.1 requires that the
AB shall provide information about the scope of
accreditation to the accredited CAB and make
that information publicly available as required by
Subclause 8.2.2. The information that is to be
identified as a minimum is covered in Sub-clause
7.8.3 Items a) - h).

For each type of CAB listed in Sub-clause 7.8.3
Iltems c) - f), a separate Appendix to this
document provides additional information.

While ISO/IEC 17011 Sub-clause 7.8.3 Item h)
specifies the minimum content that must be
identified on a scope of accreditation for other
conformity assessment bodies not covered by
items a) - @), further guidance is offered for
biobanking in Appendix F.

NOTE: Appendices for CABs listed in Sub-
clause 7.8.3 Items a) and g) have not been
provided as these relate to conformity assessment
activities not covered under the ILAC
Arrangement. Guidance on how to describe
scopes of accreditation for Inspection Bodies
(Sub-clause 7.8.3 Item b)) is covered by ILAC-
G28.

The description and assessment of the scope of
accreditation represents the core of the
accreditation process. The role of the AB is to
ensure (to an adequate degree of confidence) that
the CAB has the competence to perform all the
services defined in the scope of accreditation.



UTTIMAKJIIJIMAH YSIH XATAH XYP233

UTrMKIIDIMAH yAH XaTaH XaMmpax XYpIdHUH Tojl
OHIUIOT Hb OYJIAIIIACOH 3YWIICHIT Tainbapiax apra
oM. 3YWIYYIUUT OYJIdIVIdX Hb DATIIP 3YHITIH
X0J1000TON TOXUPIIBIH YHIITIHUAN YIlIT ayKuuIaraar
TYMIPTIIX3T aapAaraax HUWTIAT  YagaMKUWUT
XYJI39H TaHbX WIPYYIIX IOM.

AB Hb UTIAIMXKIIIMMH ySIH XaTaH XaMpax Xypasr
3aaBajl caHaj OOJIrOX MIaapjjararyid 6ereeja sH?
O0apuMT OMYUIT 3aacaH 3aaBap Hb 36BXeH AB Hb
TYDb-1 3H3 YHIUUIT3AT Y3YYJIIXUHT 36BII6OPCOH
TOXHOJIIOJI] JI XaMaapHa.

NTraMximauiH XaMpax XYpPI32HHMM HapUMBYWICAH
TYBIIMH Hb AB-niiH canan 6onrox Oyl ysH XaTaH
Oal/UIbIH  TYBIIMHIIAC  xamaapHa. AB  Hb
UTIOMIKIIDIUMH  ySH  XaraH Xyp3d  OJI'OCOH
toxuonaong 3H3 Hb ISO/IEC 17011 cranmapreia
8.2.2-p mpn 3yiln OOJIOH UTTAMIKIIDIIMKUH ySIH XaTaH
XYpadr  X3pXdH  yaupagar —Tyxaii  AB-wuitnH
KypaM(yyZ)-bIH LIaapAjiarblH Jaryy OJOH HHUHTAI
HOOIITTAN OaliX MD3IPAIIIIAC WYYy TOJAOpXOH Oaiix
€CTOM.

WTrsMKIIDIUIH ysH XaTaH XaMpax XYPIdHHUH JaByy
Tal Hb TYD WTMHOMXKIIMIH XaMpax Xypasrid
cyHrax xycant AB-g rapraxryiirasp apra 3yit 6010H
Oycaag mapaMeTpYYAUHT eepusiex, eepusIeiaTHIr
Oaranraaxyyrnax, XOPIrKYYIX 35par
36BIIOOPOI/ICOH 4YaJBapTail Oalgart OpIIKHO.
I'scon xoamit u apra 3yi OonoH Oycaj xampax
XYP22HUI MapaMeTpYYAUIH uiiM eepwient Hb AB-
aac ©MHO Hb YHDJIITIPOTYH, yIMaap UTTIMKIINNH
Xampax XYpa3HJ XaMmparfjaaryd HIMHD 4YaJaMKu
xamaapaxryi. AB Hp 0yr mmH? YamaMx IIK
Y33XHUT TOJOPXOMITHO.

ISO/IEC 17011-uiin 7.8.4-uiin mon 3ying AB Hb
UTIAMKIIDIIUIH YSIH XaTaH XYpPa3Tr X3pAridX Yea ysH
XaTaH XaMpax XypadT Xd3PX3H 30XHIYYIK, YAUpAAX
Tanaap 6apUMTKYyJICaH KypamTaid 6aiix EcToi rak
3aacad. XXypam(yyn) s AB vb 7.8.3-b1H 131 3y
a) - h)-m =xopxdH 3oxuiyynax, a) - h)-m
maapjuiaratail - MpARIUIMUT  XOPXdH  Xajranax,
XYCAIITHIH Aaryy aluuriaxslr 0arraacan O6aiHa.

WTraMKmaiauilH ysiH XaTaH Xypasr yauprax AB-
uiiH xypam(yya) b ISO/IEC 17011-uiin 7.8.3-p
i)t 3YHILL 3aacaH XaMpax XYp22HUHI
nmapamMeTpYyATdH XO0Ja000TOW ysH XaTaH OailJiJIbIH

FLEXIBLE SCOPE OF ACCREDITATION

The main feature of a flexible scope of
accreditation is the manner in which grouped
items are described. The grouping of items
recognises common competencies required to
perform the conformity assessment activities
relating to these items.

It is not mandatory for ABs to offer flexible
scopes of accreditation and the guidance
provided within this document only applies
where the AB chooses to allow this service to
CABs.

The level of detail included in the scope of
accreditation will depend on the degree of
flexibility that is offered by the AB. When an AB
has granted a flexible scope of accreditation, this
should be clear from the information that is
publicly available as required by ISO/IEC 17011
Sub-clause 8.2.2 and the AB’s procedure(s) for
how it manages flexible scopes of accreditation.

The benefit of a flexible scope of accreditation is
that the CAB has the recognised ability to modify
methodology or other parameters, validate or
verify the changes and apply them without having
to equest the AB for an extension to its scope of
accreditation. Such modifications to
methodology or other scope parameters,
however, are not to cover new competencies
which have not previously been assessed by the
AB and hence not covered by the scope of
accreditation. It is expected that the AB defines
what is considered a new competency.

ISO/IEC 17011 Sub-clause 7.8.4 states when the
AB uses a flexible scope of accreditation, it shall
have documented procedures on how it addresses
and manages flexible scopes. The procedure(s) is
to include how the AB addresses Sub-clause 7.8.3
Items a) to h) including specifying how the

information required for Items a) to h) will be
maintained and made available on request.

The AB’s procedure(s) for the management of
flexible scopes of accreditation can be based on
the degree(s) of flexibility associated with the
scope parameters required by ISO/IEC 17011



39par(Yya) I93p CYypwDK OoiHO. YsH XaTaH
Oali/UIbIH 33par HBb sAMap canbap OOJIOH TOXUPIIBIH
YHAIIM3HUN VI aKujlaraaHaac xaMmaapu suiraatai
Oaik Oomox Oa yr yiinm axwiaraatail xol000TOH
SpCUIMIH TYBIIUHT AB XsiHaX €CTOM.

NTraMIIBIuiH yaH XaTaH Xypa)d OJIT0XI00 Jlapaax
3YWIMIT aHXaapy y33X maapajiaratail. YyHu:

a) YsH xataH xampax xypa3Huil xypa3sa TYb-aac
SBYY/DK Oyl  TOXHMPJBIH  YHOJITIIHUK VI
QXUJUIaraaHbl M3I3JUIMNAT XaJarainax.

VH xaTaH XxaMpax Xyp33HJ XaMparjacaH TOXUPJIbIH
YHOITAOHUN YW aXwuiaraar wi TojA OaliraxbiH
TYII MOJRIJUIMAT  IIMHAYMIICOH Oaix  &cToil.
DHAXYY  MOJPJUIMUAT  X3PXOH  IIHHIYUIIK,
COHMPXOTY TaIYyyAaJl HI2ITTIH Oalarax yi siBIbIT
AB Ttorroono. (Kumms ue: TYD Hp xamruitn
CYYJMHH YEUHH >KarcaaiaThll XaArajax YYpAIrTau
3¢ AB b TYDB-uiiH mIMHAYUIICOH KarcaaiThir
xajarajjiar.)

b) VYsam xampax Xypasr
XapUyIUIarbIl’ TOTTOOCOH.

¢) TYDB-uitn eepunent xuiix, yaupaax 4ajaBap Hb
mapaax 3YWICHHT Xamaapyysiax O0JIOBY YYTIadp
Xsi3raapiarjgaxry.

1) Ilaapanararait Oyx Heemex HIBTPIX; JKuimd
Hb: OOJIOBCOH XYYMH, 36BIIOOPOJ, TOHOT
TOXOOPOMIK, OANUTryyIIaMK

i) VsiH xaTaH XYypIdHHH XYpI3HI ©MHO Hb
XUHII3TYH YW @KWAJUIAraaHbl  XYCOJITHUT
HMIUHABIPIIAX, OONOBCPYYIax;

lil) Baranraaxyymnanrt 0a XsHAJITBIH )KYPMbIH 0aT
Oex Oaitnan.

yAUpAaxX — Yypar

ISO/IEC 17011 cranpaptein 7.8.3-p 1A 3yWIHiiH
c)-f) 6a h)-a nypacan TYB-biH Tepen Tyc Oypuitn
UTTAMKIDIIUIH ySH XaTaH XaMpax XYpIsHUH Wiyy
HAPUIBUUIICAH XOPATJIII, XS3TaapiialiThil IHIXYY
O6apuMT OMYTHitH XaBcpanTa] Tainbapiaacad O0IHO.

LI TATAJIT

[1] ISO/IEC 17011 ToxupabiH YHAIT3 - ToXUpIbH
YHOJITIOHUN OalTryy/utarsll MaraJijlaH HTIIMIKIIK
Oyl UTOMXKIDINNHH  Oalryyiinarajg —TaBUTAAaxX
nraapsara

[2] ILAC G-28:07/2018 XsHanTbiH OalryysuiarbH
UTTOMKIDIUIHH ~ XaMpax Xypadr O0oJoBcpyysax
3aaBap

Sub-clause 7.8.3. The degree of flexibility
awarded can vary between technical disciplines
and conformity assessment activities and the
approach should be controlled by the AB taking
into consideration the level of risks associated
with the activity.

When granting a flexible scope of accreditation
the following requires consideration:

a) Retention of information of the specific
conformity assessment activities conducted by a
CAB under its flexible scope.

The information is to be kept current in order to
provide transparency of the conformity
assessment activities covered by the flexible
scope.

The process on how this information is to be kept
current and available to interested parties is to be
determined by the AB (e.g., the CAB may be
responsible for maintaining an up-to-date listing
or the AB maintains the listing which is updated
following notification by the CAB).

b) Established responsibilities for the
management of the flexible scope.

c) The CAB’s competency to perform and
manage modifications including but not limited
to the following:

i) access to all the necessary resources (e.g.,
personnel and authorisations, equipment,
facilities);

i) handling and processing requests for
activities not undertaken before but
within the boundaries of the flexible
scope;

iii) robustness  of  validation
verification procedures.

The more detailed application and limitation of a
flexible scope of accreditation for each type of
CAB mentioned in Items ¢) - f) and h) of ISO/IEC
17011 Sub-clause 7.8.3 is described in the
Appendices to this document.

and/or
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XABCPAJIT A
ISO/IEC 17025 cranmapThlH  UTTAMKIDIMAH
xampax  xyp — lamraar  ToXuMpyyarsiH

nabopatopuyabia 1ISO/IEC 17011-niin 7.8.3-p 11
3YHJI C) Hb IIANTaNT TOXUPYYIra, X3MKUITHUHH
apra, [IAHXWIIOHUM YWI SBUBIH  TOHLOPXOHU
OaiipIlr  maapazar. OHD Hb TyXallH Yl
aXWUlaraaHsl JIaBJIaX 3CBUI XOMKWIT XHUX YT
SBIBIH JIOTUK Japaajulbll TycracaH epeHXHi
TOJIOPXOMIIONT Oaiik OOITHO.

Kumms svb: JlaBnax martepuany Tycraaryd myyn
xaMkmIT (JCGM 200-uitH 2.5-bIT XapHa yy).
XOMXKWITAHH YTITBIH XYp33 OOJIOH XAMKIUIH
APraJI333HUN YTTa Hb OJIOH SH3aap WIBPXUMIATIIK
6omHO0 (ILAC P-14-miir xapHa yy).

Al.1 HlanranT TOXUPYYATbIH YSIH XaTaH Xypad
[ITanrant TOXUPYYATbIH XYBbJI ySIH XaTaH XYPI3HUU
00JIOMXKYY A Hb LIMHKHAIITIIHIIC WIYY
xsi3raapaaraman Oanpar. Jloop erceH KHILIPIHYYA
Hb Xampax XYp33HMH YysSH XaTaH OOJAJIOro X3M33H
aB4 y39X O0JIOMKIYH.

* AprblH TYHIPTMATIH X0N000TOM ysSH XaTaH
Oaiinan

Hlanrant TOXMpyynara 0a X3MXHITHHH yp IYHI
(CMC) neneemx 6omox apra 3y OoJoH Oycan
napametpuitn eepunentuiir OKumms ue: lanranr
TOXUPYYJTBIH apra, X3M)KWITHUHH YTTHIH Xs3raap
ACBA1  XOMXKJIMHH D3praj3dsHUil yTra) Iaiarair

TOXUPYYJITBIH  JlabopaTopuilH  oxoo  Oaliraa
yagamkaac Taayyp TI2X Y33X Tyl THHM33C
ATTIMIKIIDIIAIH YSH XaTaH XYPI3HI
30BLIOOPOIIOXTYH.

* Baraxx xsparcan/maTtepuantail xombooTo ysH
xaraH Oaitman CMC-n 3aacaH TeXeepeMK 3CBII
MaTepHaliblH HapUHBUYMIICAH Taiibapaap IIajarair
TOXUPYYJIFa XHUHUIIPX ACBAI XOMXKHUIIIX Oarax
MaTEpUajblH TOPIYYZ HAMAIIMK 3CB3J Xacarfax
601H0. TexHUKUITH candapT TOJOPXON HAT IIAJITAIIT
TOXUPYYJITBIH apra Hb OJIOH TOPJIMHH OarakxuHj
XIpIrIradX  OomomMkToM Oadmar. JKumms  Hb:
[{axunraansl X0JI0OTI0NITOM 1aJraiT
TOXUPYYJTBbIH YeI "TorrMon ryiuinite X yycsap"
acBul  "TorrMonm TyHIT XOMXKHUIY' TIIX MOT
E€pPOHXUI TOJTOPXOUIIONT OaifHa.

 [IlunxunrasHUK aprartaii XoJ000TON ysSH XaTaH
Oanman

Toxupyynra xwmitxges nabopatopuiin  CMC-n
0arTcaH MIANTaNT TOXHUPYYJITHIH apThIT AlTUTIAH
JTOTOOJ XOMKUITHUT XWUUX Hb TYrI9MdJI Oaifnar.

APPENDIX A

Scope of Accreditation for ISO/IEC 17025 —
Calibration Laboratories ISO/IEC 17011 Sub-
clause 7.8.3 Item c) requires the identification of
the calibration or measurement method or
procedure. This may be done by reference to a
specific procedure or a generic description of a
logical organization of operations used in a
measurement (e.g., ‘direct measurement against a
reference’). (Refer to JCGM 200 Clause 2.5).
The measurement range and expanded
measurement uncertainty may be expressed in
many different ways (see ILAC P-14).

Al.1 Flexible Scopes in Calibration

In calibration, possibilities for flexible scopes are
more limited than in testing. The examples
provided below cannot be or do not have to be
addressed by means of a flexible scope policy.

* Flexibility concerning the performance of the
method

Changes in methodology and other parameters
which could affect the Calibration and
Measurement Capability (CMC) (e.g., the
calibration method, the measurement range or
the measurement uncertainty) would be
considered to fall outside of the calibration
laboratory’s existing competency and can
therefore not be allowed under a flexible scope
of accreditation.

* Flexibility concerning instruments/material The
possibility for flexibility with respect to the type
of instrument or material to be calibrated or
measured can be limited or extended by the detail
in which the device or the material is described
within the CMC. In technical fields where a broad
variety of devices can be calibrated by the
specified calibration method, e.g., in electrical
calibrations, a generic description such as “DC
source” or “DC meter” would be sufficient.

« Flexibility concerning the method

In calibration, the use of in-house measurement
procedures to specify the calibration methods
included in the CMCs of the laboratory is
common. As long as changes to the in-house



JloTOO T XAMKUIITUIMH KypaM]l rapcaH eopuwionT Hb
133p nypacaH "AprelH I'YHUPTTIMWH ySH XaTaH
Oaiiman"-pIH COABYYATIH 30pUMIAOXTYH OOJI HATI3p
YIUT SIBIBIT ITUHIYUIDK OOJTHO.

XABCPAJIT B

ISO/IEC 17025 craHmapThlH  UTIIMKIDIHAH
xampax Xypa3 — Llnmxunrasauii maboparopuys
ByTasrapxyyHuit Typmir, Tepei/3arsap 0atiax
BbyTasrmoxyyHuit TYPILLIWIT XUUX 3CBJII
Tepes/3arBap Oarnaxaja, OYTIIIIAIXYYHHH OOJIOH
TYPUIWIITBIH ~ CTAHAAPTYYA Hb OJOH  TOOHBI
(MX3BWISH OJIOH TaiT) TYPUIMITYYABIT aryyik
0oox Oereea WXAIBWIPH TYPUIMIAT OYpHHT TyC
Tycan Hb Aypagarryid. XKummsn6si, OJoH yiackH
XYyJIUiH XOMKuin 3yiH Oaliryymiareia (OIML)
36BIOMXKYYI Hb WKW XOMXKUX XIPITCIUNAH OJIOH
TOOHBI ©ep eep TypmuaATyyabir (QKummanoamn:
(bU3UKUITH, MEXaHUK, LIaXMIITAaHbl CBAJ [IaXUJITaaH
COpPOH30H HUMUTAH Oali[yIbIH TYpIIMIT) aryyJsjar.
XopaB maapuiarataii 0yx Typmmiathir TYD xuiix
00JO0MXKIYH 00JI 3HD Hb WUTIIMKIDIUIH XYPIIH]
Tomopxoit Oaiix €&croit. MxoBwimH xombormox
TYPUIMIITYYABIT 3CB3J1 Tycral TYpIIWITYYJbIT
nypacan OaitHa (OKumma: UTramskimdnuitH xampax
XYPA3H] XaMparjcaH 3CB3J1 XacarjcaH).

33k aBax yila axkuiiaraa

ISO/IEC  17011-mitn  7.8.3-p ma  3yiin
UTIMKIDIUIH XaMmpax XYP23HA TYD
IMIMHXWIT9HUA 733K aBax Tycrail maapajarsir
3aaraaryit 00oHO. 7.8.3-b1H d) 14 3YWI 199K aBax
Hp OuWe JaacaH axwlaraa 3CB3J JapaaruiiH
TypUIMUITTall  X0JIOOOTOM 3C3X?I3C YN XaMaapaH
napameTpyya, OYpaiIdXyYH XOCTYYH, ILIHMHX
YaHapyya €peHXuW Oaijyiaap TOAOPXOMIOTION
O00MHO Tk TycracaH. WTrIMXIIMHAH XaMpax
XYP3HI 139k aBax 3opwiro (OKumms: VYcHbl
bU3NK-XUMUIH 60I10H MHUKPOOHOJIOTUITH
IIUHXUITIOH 30PUYIIK JPHK aBax) OOJIOH JPIK
aBax Tepesn (Kumma: Komnoszur, wmemOpan
LIYYJITYYP T3X M3T) 33p3T M3A3JI31 Oaiix €cToil.

B1.1 [Humxunrssauil n1abopaTOpHiiH ySH XaTaH
XYpa2

[uH> cTanmapt apryyasir HIBTPYYIIX, JOTOOAI00
IIUHY apra 00JIOBCpyyJax, 0100 Oairaa apryymbir
ySIH XaTaH XYPIIH]I 06PUIOX 39P3T Hb XOMKUITHIH
IIUHD 3apUUM/]l XaMaapaxTryhd. YsH xaTaH OailiIbIH

measurement procedures do not contradict the
topics described above in “Flexibility concerning
the performance of the method”, these procedures
can be

updated.

APPENDIX B

Scope of Accreditation for ISO/IEC 17025 —
Testing Laboratories Product testing and
type/pattern approval

In product testing and/or type/pattern approval,
product or test standards may include a larger
number of (often multidisciplinary) tests and
each separate test is usually not specified. For
example, International Organization of Legal
Metrology (OIML) recommendations may
contain a large number of different tests (e.g.,
physical, mechanical and electrical or
electromagnetic compatibility tests) for the same
measuring instruments. If all tests required
cannot be performed by the CAB, then this
should be clear from the scope of accreditation.
Usually the applicable tests may be specified or
the exempted tests may be specified (i.e. included
or excluded from the scope of accreditation).

Sampling activities

ISO/IEC 17011 Sub-clause 7.8.3 does not
provide specific requirements for the scope of
accreditation

of a CAB performing sampling activities. Sub-
clause 7.8.3 Item d) applies regardless of whether
sampling is done as a stand-alone activity or is
associated with subsequent testing, however, the
parameters, components or characteristics may
be defined more generically. The scope of
accreditation should be clear in regard to the
objective of the sampling (e.g., sampling for
subsequent physico-chemical and
microbiological analysis of waters) and the type
of sampling (e.g., grab, composite, membrane
filtration, etc.).

B1.1 Flexible Scopes in Testing Laboratories
The possibility of adopting new standard
methods, developing new in-house methods and
modifying existing methods under a flexible
scope does not include introduction of new



Xampax Xyp?33 Hb YSH XaTHBI 33prid3C MIANTraanK
Tonopxoinorgono. Tyxain0an:

*  Matepuan/OyTIdradXyyHTd  X0n000Tol  ysH
xaTaHd Oaiigan

DHOP HBb KHMC, XUMCHHHA 4yaHamall OOJOH Oycan
KUMCHHUM OYTIdIIPXYYH J3X KaAMHUTUHAH MacChIH
XYBUUT TOAOPXOMIIOX0O0C X331 XYHCHUNA HOTOOH/L
3379X MACChIH XYBUUI TOAOPXOIIOX M3TIIP
XOMKUITHHH VOKAJ 3apUMBIT QIIUTIIAH TYPUIWIT
XUUXUUT X3/DK 00JTHO. ©6ep HAr JKUIIAND Hb OJIOH

TOPJIMMH  LAXWIraaH TOHOI  TOXOOPOMKHUIH
LAaXWIraaH COPOH30H OpPHBI HUHLTIN OalaiIbIr
Typux (EMC) Typmuir oM.

* BypommdxyyH X3car/mapamerp/IIMHX YaHapT
Xamaapax ysiH xaTaH O6aiaan

YyHUI HAT KUII?3 Hb XYHCHUN OYTI3II3XYYH /19X
KaJIMUTHUMH MacChlH aryyjrsil  TOAOPXOMJIOX
XOMKUWITHUMH aprblH 3apumaap XOo0JI XYHCIHJ
aryyjarjgax MHUKPOJIEMEHTUHH MAacChIH aryyJrbir
TOAOPXOUIIOX FOM.

* AprbelH TYHLITIAATIA XO0M000TOM ysIH XaTaH
Oaiman

DHAXYY YAH XaTaH Oaiiianm Hb TyxailH marepuai,
OYTI3rIPXYYHUI Tepes, erericeH mnapameTrpT
aprbelH YUl SBLIBIT eepwyieX OOJOMMKUHI OJNrOJIOr.
YYHI XOMXXUATHHH YTTBIH MYX OOJIOH X3MKJIMHH
3PI3JI393HUN YTTHII ©6pHWIeX OPHO.

* AprbiH ysH XaTaH Oaiinan

DHAXYY YSH XaTaH Oaiiian Hb UTIAIMKIIDII O©MHO Hb
XamparjacaH  apryyarad  JOyHIPX — apryynabir
HABTPYYJIDX OONOMXKHUIT onrogor. YYHMHA HOAT
KUIOID?  Hb  ©6p  eep  CTaHJAPTUWILIBIH
OaliryyyuiaryyaslH XKW TOCTIHM apraap XUHTACOH
TarHyypbIH X3T aBUaHbl TYPIIUIT FOM.

XABCPAJIT C

ISO 15189 crangapThlH MTIAIMKIDIUNAH XaMmpax
XYP33 — DMHIITUIH IUHXWIT2HUHR 1abopaTopuy
ISO 15189 cranmapran cyypuscaH 3pyyJl MOHIUIH
Y3IOTMIMH  UTIOMXKIDJIMMH — XamMpax Xyp33 Hb
ISO/IEC 17025  copwiTblH  J1abOpaTOPHiITH
UTIIMKIIDIUIH XamMmpax XYPp2I9T3i VDKUIL
3apumyynsir  6apumrtamk, ISO/IEC  17011-uitH
7.8.3-p mon 3yinmiin d) mraapanar.

UTrMIpBauiiH - XxaMpax — Xyp?3r  "SMHAIITHIH
nabopaTopuiin canbapyyn" (OKumrzanboi:
OMHAI3YWH XHUMH, AQHAaTOMUWH OHMIAT CyJJjal,

measurement principles. A flexible scope can be
established based on degrees of freedom for
flexibility such as:

» Flexibility concerning materials/products

This may cover testing using the same
measurement principle which is extended from
determination of the mass fraction of cadmium in
fruit, jams and other fruit products to

the determination of the mass fraction in
vegetable products. Another example is
electromagnetic compatibility (EMC) tests for a
wide variety of electric equipment.

* Flexibility concerning components/parameters/
characteristics

An example is the extension of the determination
of the mass fraction of cadmium in food to the
determination of the mass factions of trace
elements in food by the same measurement
principle.

* Flexibility concerning the performance of the
method

This flexibility allows for changes in the
performance of a method for a given material or
product type and a given parameter. This includes
for example, the modification of measurement
range and measurement uncertainty.

* Flexibility concerning the method

This flexibility allows adoption of methods that
are equivalent to methods already covered by
accreditation. An example is ultrasonic testing of
welds performed to similar methods from
different standardization organizations.

APPENDIX C

Scope of Accreditation for ISO 15189 — Medical
Testing Laboratories The scope of accreditation
for medical examinations based on 1SO 15189
follows the same principles as the scope of
accreditation of an ISO/IEC 17025 testing
laboratory and as required by ISO/IEC 17011
Sub-clause 7.8.3 Item d). The scope of
accreditation may be supplemented with ‘medical
laboratory fields’ (e.g., clinical chemistry,
anatomical pathology, medical microbiology and
other pathology disciplines) and if needed also



AMHIJITUMH MHKPOOUONIOrTH OO0JOH Oycax SMrar
CyUtalielH  canbapyya), Imaapanarataii  0on
"SMHIITHIH Ja0opaTOpuiiH J31 canbapyya" -aap
HAMAITYYIDK O0JIHO.

TypiuaT /TeXHUK /TOHOT TOXOOPOMIK

umKuIrsd Hb HMXIBWIPH  alllMIVIacaH  Oarax
(ananmzaTop) 00J10H YHIABIPIATUNNH
32aBap/IIPOTOKOJIBIH ~ JIaryy  TOXOPXOMJIOTIOT.
Witmn GarakuiiH naBnaraa (YAJIABIPIATYUMH HAD,
XyBWIIOAp/TOpON) Hb HUTIAMKIDIUHH  XYpPIdH[
aprelH ©6p XYBHJIOAPHIT erd 00JHO. XAMKHITUHH
3apPUMBIT HOMAX ICIXHMNT aBY Y39X OOJIOMKTOM.

Y inumax mprt ryHipTrx mmekuiars (POCT)

ISO 15189-mit  xocmyymam  I1SO  22870-
CTaHJApTyyJaap MaraijiaH UTIAIMKISTACOH HArIdP
POCT naGopaTopuylbplH XyBbJA HUTTAIMKIIUAH
xampax xypa33 Hb ISO/IEC 17011-uiin 7.8.3-p ma
3YHII 3aacaH IIMHXWITIIHHKA  J1a0opaTtopuyn
(amHAIITHHH  TabopaTopuya  OarTcaH)-Tal MKW
3apuUMYyJbII GapuMTaHA.

C1.1 DMHAATUITH IIMHKUITIIHUN YSH XaTaH Xypad
OMHITUNH IIAHXWIT3HAR UTIAOMAIIINNH  ysIH

xaTan xampax xyp3 Hb ISO/IEC 17025
LIMHKUAIITI9HUH J1abopaTOpUilH ysSH XaTaH XaMpax
XYP23HI  TONOPXOWJICOH  3apuMyyHbIl  Jarax
MODJIOHS.

XABCPAIIT D

ISO 17034 crangapThlH HMTIIMXKIDIANAH XaMmpax
Xyp23 — JlaBnax marepuan 60J10BCpyyIardyu

OMYHIiH YHY IDHUUT TOJOPXOMIOXO0M XIPATIIX
XaHjara

ISO/IEC 17011-witn 7.8.3-p mdn 3yunwmiin f)-n
JaBjaraaHbl MaTepuaiblH Tepauir(batanraaxcaH
JaBjaraa MaTrepual, JaBjaraa MaTepuanl 3CBAJI
X0€yJl) MOH TYYHWISH JiaBjaraaHbl MaTepHaJIbIH
rapail, TyxalH OMYUlH YHD LDHUWUI TOJOPXOMIOX
33prUMr maapaaar.

OMuUHIH YH? IPHUNUT TOAOPXOMIOX Xanmaarsr [SO
17034 crangapteiH 7.12-p 3yHITIH HHHALYYIIX
écroit. (OKummna: Har naGoparopuj HAT SKUIINAT
XOMKHITHHH TPOLEAYphIT aluriax Oaifraa 3cax,
Tonopxoiryi Oaiiraa IIUHXK YaHapbIH
TOJIOPXOMIIONITHIT HAT OyIOYy X3J X3/9H YajBapiar
naboparopuyngaax  xo€p 06a  TYyHdIIC  JIIAII
HAapUNBUYIAJIBIH aprbil alIUITIaH TOJOPXOMIOX IIX
MOT).

OMunitH Xxampax Xypa3 00JIOH YH? II9HD

with ‘medical laboratory sub-fields’. Test
/technique /equipment Examinations are often
determined by the instrument (analyser) used and
in accordance with the manufacturer’s
instructions/protocol. Thus, a reference to the
instrument (name of manufacturer and
version/type) may provide unique identification
of the method in the scope of accreditation.
Adding the measurement principle could also be
considered. Point Of Care Testing (POCT) For
those POCT laboratories accredited to 1ISO 22870
in combination with 1ISO 15189, the scope of
accreditation is to follow the same principles as
for testing laboratories (including medical
laboratories) as required by ISO/IEC 17011 Sub-
clause 7.8.3 Item d). C1.1 Flexible Scopes in
Medical Testing A flexible scope of accreditation
in medical testing follows the same principles
defined for an ISO/IEC 17025 testing laboratory
flexible scope.

APPENDIX D
Scope of Accreditation for
Reference Material Producers

ISO 17034 -

Approach used to assign property values

ISO/IEC 17011 Sub-clause 7.8.3 Item f) requires
that the type of reference material is identified
(certified reference material, reference material,
or both), as well as the identification of the
reference material matrix or artefact and the
approach used to assign the property value.

The approach used to assign property values
should be aligned with Clause 7.12 of ISO 17034
(e.g., whether it is using a single reference
measurement procedure in a single laboratory,
characterization of a non-operationally defined
measurand using two or more methods of
demonstrable accuracy in one or more competent
laboratories, etc.).

Range and property value capability



OnoH yJICBIH CTaHIAAPT XAMXKWI 3YHH XOPOOHBI
(BIPM) yaupnara noopx TyJaxyyp yr xapbllyynax
Mo IuiiH caH (KCDB) acBan JlaGoparopuitn
aHaraax yxaaHbl MeOpJIOrJeX YaHapblH XaMTapcaH
xopoonsl (JCTLM) OaranraakcaH JiaBjaraaHsl
marepuan (CRMs) acBanm  sardpr  ayHmpx
Marepuanyyaaa AB Hb XOMKUITUHH YTTBIH MYXK 0a
xavkux gaaBapsir (CMC) TogopXxoiink erd 60HO.

DI1.1 JlaBnax marepuan OO0JIOBCPYyJardjblH YsH
XaTaH Xypad

Marannan WUTTAMKIIBTACIH JIaBJIaraaHbl
MaTepUajbIH XIPITIR? yiaaM Oyp HAIMAIIXK Oaliraa
Ty1 HWHAM  Marepuasa  HAIBTPIX  OOJOMIKUUAT

Xsi3raapiaxrydH tyng AB xampax XypasHuM ysH
xaTaH OalIIBIT XaHTaXbIl 30pbXK OaitHa.

XbspoB naBnaraa Matepuan 6osoBcpyyiaard (RMP)
Hb IIWHX YaHAPBIT TOJIOPXOMIOX0/1 IIaap jiararai
XOMXKUITHUT €0pee XUUIAr 0071 eMYMH YHD
IPHAWAT XyBaapwiax apra Oapwig eepuielnT
opyyiaax Hb RMP-mitH omoo Oaiiraa uanBapaac
raayypx TK y39X TYJ HTTAMXKIDIIUNAH YSIH XaTaH
XYP33H/ 36BLIOOPOTIOXIYH.

XABCPAIITE

ISO 17034 crangapThlH HMTIIMXKIDIANAH XaMmpax
XYpa3 — Yp "4aJaBapblH COPUII 30XMOH Oalryynardus
Yp yaaBapblH COPUIIBIH YWIYUITD) Y3YYJIOTYAUNH
caHaJ 60J1rox Oyl cxemyyna

WUTraMkmdauiH - xamMpax  Xyp32 Hb  MaraJylaf
UTIAMKIIAIICOH  TOJOPXOW HAT  yp  4YaJaBapblH
copunsiH  (PT) cxemyymssp onumpyymk OoJHO,
THAr33P Hb TOO 3CBAJI TOAOPXOH H3P 3CBAUI ©6p
©BOPMOII X2I103pa3p Oaiik OOIHO.

VY 4aaBapbeIH COPUIIBIH TOPOIT

VYp 4anBapbIH COPUJIBIH TOPOI Hb TOJOPXOH Oaiix
00J10X 4 yp YaJBapblH COPUJIbIH 3YWJI/MaTpUL-UIT
OartaacaH TOJOPXOH HII' TEXHUKHUHH canbap, 3.1
canbapyynazn XyBaarjcaH Oaitmaap
TOAOpXOiIoraoK 60mHO. HapuiiBunincan Gailansix
33par Hb AB-aac PT 3oxuon Oairyymaryman
OJITOCOH yAH XaTaH OaiuibiH 33par Oonon PT
cxemMuiiH oHIyIorooc xamaapHa. (El1.1-wmiir xapna

yy)-

XOMXKHX XIMKUTIPXYYH Oa IIMHK 4aHap

For certified reference materials (CRMs)
supporting the Joint Committee for Traceability
in Laboratory Medicine (JCTLM) or the Key
Comparison Database (KCDB) managed by the
Bureau International des Poids et Mesures
(BIPM, English: International Bureau of Weights
and Measures) or being equivalent to such
materials, the AB may consider specifying the
measurement range and measurement capability
(CMC).

D1.1 Flexible Scopes in Reference Material
Producers

As the need for accredited reference materials is
growing, ABs are encouraged to allow a

degree of flexibility for scopes to not restrict
access to such materials.

If the Reference Material Producer (RMP)
performs its own measurements needed for
characterization, changes to the manner in which
property values are assigned would be
considered to fall outside the RMP’s existing
competency and can therefore not be permitted
under a flexible scope of accreditation.

APPENDIX E

Scope of Accreditation for ISO/IEC 17043 —
Proficiency Testing Providers Schemes offered
by the Proficiency Testing Providers

The scope of accreditation may be supplemented
with an identification of each particular
Proficiency Testing (PT) scheme that has been
accredited, this might take the form of a number
or a particular name or some other distinct
identifier.

Type of PT items

The type of PT item may be specific but may also
be described by indicating a particular technical
field or broken down into sub-fields which
includes the PT item/matrix(ices). The degree of
detail will depend on the specific nature of the PT
scheme, along with the degree of flexibility that
has been granted to the PT provider by the AB
(see E1.1).

Measurands or characteristics



XOMKUTIRXYYH(YYD) ACBI MIMHX 4YaHap(yym)-bIr
epeHXUil  OYyJdIT HATTIAICAH  3cdX  (OKummn:
JKumcHUM  yIIPLIRATI Xapbllyyjaxal TOI0pPXOH
HAr  ympraia  mx  mdT) Hb  PT  30xuon
OalryysardyJiblH CXeMHUIH OHIIOT IIWHX YaHapaac
xamaapHa.

El.1 VYp 4amBapelH COpWIBIH
Y3YYJPTYAMMH ysiH XaTaH XaMpax Xyp3d
JlaGoparopuifH X3pATIP? MIaap UIarbil’ XaHTaXbIH
Tyna PT-uliH cXeMHMUT YpraJpKIYYJIdH XOrKYyidX
OonoMXUHT XaHTaxblH Tyax Oyx PT yitmuwmirss
Y3YYJOTYAd TONOPXOM TYBIUHHUM yAH XaTaH
OalUTBIT OJATOXBIT XAPATTIH.

YHITYHIIT)

PT yimumnrss y3yyJorduiiH ysiH XaTaH XaMmpax
Xypa3r AB Tomopxoil OaliraxmIr Imiaapjajaratai.
Yysn AB Tyxaiin 3yiimiiH  Oyidr  0oJioH
XOMXKWITUMH ~ YITYy[Ad,  LIHHX  YaHapyylbir
Xapraja3aH Xuil XsA3raapbil TOTTOOX OPHO.

Vsau xaran Oaigiein  39part  PT  yitmuwmnras
y3yysmoruuitn canan O6onrox Oy PT cxem; PT
TOPOJ, XOMKUX XOMKHUITIXYYH; TOJOPXOMIIOX,
XOMXKHMX, TYpPIIMX IIHHX YaHapyyad Oarrax
0o10MXKTON OONMHO. YSIH XaTaH OalJUIbIH 39pAT Hb
XaHraiaTTaid callH YH3H 36B yrra Oyxui
ToxupomxkTon PT omx aBax acBan 3oxuoxon PT
30XHMOH OalryyIyiblH TEXHUKUWH yp yaaBap O0JI0H
PT-bIH yen MIMHXHUITIOHI XIPATIICOH TEXHUKUHH
OallIBIT Xapraji3ad aBd y39X ECTOM.

XABCPAJIT F
ISO 20387 crangapThlH MTIIMXKIIMNAH XaMmpax
Xypa3 — buobank

ISO 20387 cranmapteiH 3.6-1 TOJOPXOWUIICOH
6100aHK Hb TOJIOPXOi OMOJIOruitH MaTepuan 60JI0H
X0J00r 10X /aTa M3P3JUIMNAT OJDK aBax, XaMTaJl Hb
Xaarajgax TIdX MOITUWIDH Ly[Iyynax, Od1Trax,
Xajarajiax, TypIIuX, IIMHXKIIIX, TYT39X 33par Oyxui
J YT SiBUTaM X0JI00TACOH OMIITONT FOM.

Witma 6M00aHKHBI UTTAIMMIIDJIMIH aluBaa XaMpax
XYP33 Hb XaMT'HHH 0arajaa HOT IOM Yy X3 X3J9H
TOJOPXOM OMONOTHITH MaTepuan 00JI0H X0JI00T 10X
MPJIIUTYYAUHH  OarupIir  myriyyiaax, OdiTrax,
XaJranax, TyplIuX, IIUHXKIDX, TYTI9X 33par Oyxuid
J 3YWICHUT Xamaapyysax €ctod. UTramMkidiauiiH

Whether the measurand(s) or characteristic(s) are
grouped together in a generic group or not (e.g.,
as residues in fruits in contrast to a specific
residue) will depend on the specific nature of the
PT scheme.

E1.1 Flexible Scopes in Proficiency Testing
Providers

To ensure that PT schemes can continue to
develop in order to meet laboratory needs, it is
strongly encouraged that all PT providers are
granted a certain level of flexibility.

A flexible scope of a PT provider requires that the
AB specifies the activities that fall within the
competence of the PT provider. This includes the
AB establishing the boundaries regarding groups
of items and the measurements and
characteristics performed.

The degrees of flexibility may include the PT
schemes offered by the PT provider, type of PT

items and measurands or characteristics to be
identified, measured or tested. The degree of
flexibility afforded should take into account the
technical competence of the PT provider to obtain
or produce suitable homogeneous and stable PT
items with well-established and sufficiently
accurate values of the targeted measurand as well
as the technical competence for the test
procedures used for analysis of these PT items.

APPENDIX F
Scope of Accreditation for ISO 20387 — Biobanks

Biobanking as defined by 1SO 20387 Clause 3.6
is the process of acquisitioning and storing
together with some or all of the activities related
to collection, preparation, preservation, testing,
analysing, and distributing defined biological
material as well as associated data.

Therefore, any biobanking scope of accreditation
should also include, as a minimum, acquisition,
storing and one or more among collection,
preparation, preservation, testing, analysing, and
distributing defined biological material as well as
associated data. Any other identified activity in a



XYPI3HI TOJOPXOHJICHOOC Oycam aimBaa YHI
aKWularaa Hb  TOJOPXOMJIONTON  »KarcaacaH
OMOOaHKHBI Yilll akujlaraaHbl ajlb HAT Xamaapax
éctoi. UrromxkinumiiH ~ XamMpax — Xyp3?  Hb
OuosnoruitH marepuan O0a TYYHHH 53X YYCB3p
(OKumma: XyH, ambTaH, ypraman, Ouywmi OwWer,
MeereHIep), xaaragax Hexmena (OKumma: XylTiH
aryynax -80°C-aac -190°C), ToXUpJIbIH YHAIMI3HUN
Yyl axwiaraa sByyliax IIaapAJiarbil aryyjicaH
CTaHJAapT, HOPMAaTUB OapuMT OWYHMT  HCBII
30XMIYyJalThIH  Iaapajara  33pTUAr  MeH
togopxoisiox €croi. [laammnban OuosoruitH
MaTepUasbIl 3] aHTWIAN] XyBaaH aHTHIDK OOJIHO
(OKunma: Ilyne, cwuitesn, wuinmde, 1, JHX,
YPOHLP).

F1.1 buobaHk naxp ysiH XaTaH Xampax Xypad

VsH xataH Oali[JIbIH 33p3r Hb OJDK aBax, XaJrajgax
WKW ~ apreil  aliuriagar  OMOOaHKHBI VI
aXWIaraaHbl OHIUIOT TAIyyTal X0J1000TOoM Oaiik
00JHO.

OOPUYJIOJITUITH MDA I93J1]1

XYCHAI'T1 ©MHOX XyBUJI0apaac 7H? OapuUMT OUUYUTT
OpyyJICaH TOJI ©OpWIeNTYYIUHH XYpaaHTyWr
XapyyJsas.

Xacar  Hamaat eepunent

UTTAMXKIIDJINIAH XAMPAX XYPOD3;
XABCPAJITF  buobaHkHBI WUTTOMKIIDIIUIAH
XaMmpax XYpI3HHUH Tarmaapxu HIMAIIT yIUpIaMK

scope of accreditation should be traceable to one
of the biobanking activity categories listed in the
definition. The scope of accreditation should also
define the biological material and its source (e.g.
human, animal, plant, microbial, fungal
biological material), the storage conditions under
which it is held (e.g. cold storage -80 oC to -190
oC) and the standards, normative documents
and/or regulatory requirements containing the
requirements against which the conformity
assessment activity is performed, as applicable.
The biological material may be further
categorized into sub-categories (e.g., saliva,
plasma, serum, tissues, DNA, spores).

F1.1 Flexible Scopes in Biobanking

The degrees of flexibility may relate to specific
aspects of the biobanking activities, where the
same acquisition and storage techniques are
applied.
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