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1.0 INTRODUCTION

Metrological traceability and uncertainty of
measurement allow comparison between
measurement results. These characteristics are vital
elements of world trade.

ISO/IEC 17025 emphasizes the requirements
concerning the uncertainty of measurement and
metrological traceability.

Reference to traceability is also mentioned in
ISO/IEC 17020 articles 6.2.8, 6.2.10, and in ISO
15189 article 5.3.1.4

2.0 OBJECTIVE

The objective of this document is to define Israel
Laboratory Accreditation Authority (ISRAC)
policy on the implementation of ISO/IEC 17025,
and ISO 15189 for metrological traceability and
uncertainty requirements and ISO/IEC 17020
traceability.

3.0 sScoPE

This procedure specifies ISRAC requirements,
from all accredited CABs, regarding metrological
traceability and uncertainty of measurements. The
procedure relates to the following aspects:

3.1  Guidelines for metrological traceability

assurance.
3.2 Requirements for uncertainty estimations.
3.3 Reporting the measurement uncertainty.
3.4 Tolerance conformity statements.

Nan 1.0

INNYN MIYIRD MNT) ON) PNV MDPY
DDA NP NYN NNIDN .ATITHN MINNIN P2
.NoN

w1 Yy wat ovw ISO/IEC 17025 ypn
MPYYY DTN MNTI-ND MYIND
NOVNN

PN D) NMNN MDPYN NYND MON»NN
1PN .6.2.10,6.2.8 ©p19 ISO/IEC 17020
.5.3.1.4 9 1SO 15189

901 2.0

NPTH DX PTHND NPN DY TRV NILVH
("DIVIN”) NYTAYN NONDND TNINDN MYIN

ISO/IEC ypn mw> T DIw»d Mwpn Ho3
mapyo vana ISO 150189 - 17025

ISO/IEC 17020 ypn MINTI-N) DINNI0VN
MPY RUND

apn 3.0

N TNV MDPYD MYIT T DN
DYPTI2N DONN 91D NN MNND NINTN
D15MN N3 WPNA.MYIN T DY DXINOINN
: DININ DINWYIN

NIV MDPY NNVINY OYy 3.1

MINTHON NOWNY MwnTn 3.2
DTN MNTNOROYY M7 3.3

N9I0N VINY NININ DY NINsn 3.4
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3.5 Determination of calibration intervals. Svon A nyap 3.5
4.0 APPLICABLE DOCUMENTS oY 0vonvn 4.0
4.1 JCGM 200: International VVocabulary of MONN IRy 4.1

Metrology — Basic and General Concepts and
Associated terms (VIM).

4.2 1SO 17034, General requirements for the ONNINY 4.2
competence of reference material producers.

4.3 ISO/IEC 17025: General requirements for the MONNINY 4.3
competence of testing and calibration
laboratories.

4.4 1SO/IEC Guide 98-3: Guide to the expression MONNINY 4.4
of uncertainty in measurement (GUM).

4.5 Eurachem/Citac Guide, Quantifying MOONINY 4.5
Uncertainty in Analytical Measurement.

4.6 ILAC G-8, Guidelines on Decision Rules and MONNINY 4.6

Statements of Conformity.

4.7 EA-4/02 M: Evaluation of the Uncertainty of ONRINY 4.7
Measurement in Calibration.

4.8 ILAC G12, Guidelines for the Requirements oININY 4.8
for the Competence of Reference Materials
Producers.

4.9 ILAC P10, ILAC policy on traceability of MoONNINY 4.9
measurement results.

4.10 ILAC-G17, Introducing the Concept of oNN IRy 4.10

Uncertainty of Measurement in Testing in
Association with the Application of the
Standard ISO/IEC 17025

4.11 ILAC-G24, Guidelines for the determination OIRINY 4.11
of calibration intervals of measuring

instruments.
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4,12 ILAC G27, Guidance on measurements ONN INY 4.12
performed as part of an inspection process

4.13 ILAC P14, ILAC Policy for Measurement ONN N 4.13
Uncertainty in Calibration.

4.14 JGCM -106 (synonymous with ISO/IEC OINNINY 4.14
Guide 98-4) uncertainty of measurement: role
of measurement uncertainty in conformity
assessment.

4.15 EA 4/14 INF, The Selection and Use of ONN IR 4.15
Reference Materials.

5.0 DEFINITIONS mynn 5.0

ISRAC follows definitions of

traceability and uncertainty as in VIM

(see clause 4.1)

and CMC (Calibration and Measurement
Capabilities) as in ILAC P14 (see clause 4.12).

6.0 RESPONSIBILITY

6.1 CABs shall implement relevant
requirements of this procedure to any activity in the

scope of their accreditation.

6.2 ISRAC's Head of Divisions are
responsible for assessing the implementation of this

procedure.

2V MITIN IR N¥NNRND MYIN
NI MRTND ORI NIV MDPYN

(4.1 9yo Nx7) VIM oow 1nona

nx9) ILAC P14 oow 7nona nxamn -\CMC
(4.12 pyo

nanx 6.0

NN DYDY OYPTIAN DOND NPINNA - 6.1
9P>N2Y MDY HNNN DY D1VINDIN DPYNN
.DNONON

P72 MVYI1 DANNOUNI NPINNY - 6.2
Y0P NYNovN
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7.0 METHOD

7.1  General requirements for metrological
traceability

7.1.1 ISRAC accredited CABs are required to
demonstrate metrological traceability of the critical
equipment and/or critical reference materials used.
The equipment/reference material is considered to
be critical if its use is necessary to perform a
measurement test or calibration that affects the
quality of results, i.e., the uncertainty contribution
associated with the critical equipment/reference
material is significant to the total uncertainty of the
calibration or test result.

7.1.2 Metrological traceability of measuring
equipment and/or reference materials is not
required if it has been demonstrated quantitatively
that the equipment/material does not affect the
quality of results.

7.1.3 ISRAC accredited CABs may derive
metrological traceability for the equipment and/or
reference materials from the National Physical
Laboratory of Israel and any National metrology
institute / laboratory (NMI) if the institute /
laboratory is a signatory to CIPM MRA of BIPM

(Bureau International des Poids et Mesures).

7.1.4 The criteria for the compliance with the
requirement above is the publication of relevant
measurement of uncertainty values of the
institute/laboratory in the database found on the
BIPM internet site, KCDB page (Key Comparison
Data Base), Appendix C.

oy 7.0

NNI0N MAPYY NPYYL vyt 7.1

YP-Hy DONOMN PpTAN DdNN 7.1.1

SV 1INDIVN MDPY NMVLIND DI MYIN
D»VYIPN DINMN IVIN IN/ YOIIPN TSN
DINMN N/ TPXN JWINIWIL DINNIIN

YT WIT) DN VIV DX DOVIPY DXAVN)
MDN DY YAWNN D1 IN NPITA ,NTTH YNID
[ 7985 DNMYPN MIRTIN-N ,DONT .NINNIN
-ND N2 NNYIN NNNN PVIPN DINM IMN
JDINSIND MR

ONIVN MDPY ML VATIND  7.1.2
IV TUND DINMT MININ INA DT TNRN TN HY
MON DY NYIUN DN PRY TID 1PNIND MITY
SIRNIND

Y-y DONOMN OPTAN DdNH 7.1.3
TYXY THINIIVN MDPY HAPY DI MYIN
TPPININ NTAVHNND DN PIIIN N NTTHN
TINDIVND MIIND NN / NTAYN DI NPPDAY

CIPM nmona 0999 1oK 0291 9wrd (NMI)
(Bureau International des BIPM Yv MRA
.Poids et Mesures)

1N DY NYITA NDRYY YIvpn 7.1.4
SV DOOMSINNTTHN MXRTN X DY DIDID
VITVINN INND DN DI DN DN

(Key Comparison Data q1av BIPM Sv
Appendix C ,Base) KCDB
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7.1.5 ISRAC accredited CABs may derive the
metrological traceability for their equipment from
ISRAC accredited calibration laboratories and/or
laboratories accredited by other accreditation
bodies, on condition that the relevant
test/calibration certificates bear a logo of the
accreditation body which is signatory to a
multilateral recognition agreement (MRA) with
ILAC, which includes the regional organizations
APLAC, IAAC & EA. Certificates issued as
mentioned above are acceptable as evidence for the
metrological traceability of the reported results.
7.1.6 Calibrations or tests based on a series of
values, from different measurements (e.g., mass,
temperature or concentration) require metrological
traceability to be established to all elements of the
series.

7.2 Metrological traceability requirements

for calibration laboratories

7.2.1 Accredited calibration laboratories may
calibrate their reference standards required for the
performance of calibrations that are included in the
scope of accreditation, provided that the relevant
calibration method is included in the laboratory’s
scope of accreditation.
7.2.2 Calibration laboratories that are in the
process of accreditation may calibrate their own
reference standards required for the performance of
calibration that is included in the scope of
accreditation applied, provided that the relevant

calibration method is included in this scope.

YDy DINDINN DPTAN DYNN 7.1.5
TYND TINOIVN MDPY HAPS D1 MYIN
INA DT DY MDNODIMN DD MITAWNN NTTHN
,DINN NN 91 YT HY MOINDIN MTIYNIN
NPVLINDIN DO /NPYTAIN MTIVIY ININI
2y DNNY NINDN 9N 2P7NDD NX NNV

ILAC MRA n15n 0oon
(Multilateral Recognition Agreement)
DIMNIND NN 0 Y9100, ILAC ,n7ona

mTynn .APLAC, IAAC, EA o» NN

MIPYY NITYD MOIPN DYDY NNIND INSINY
NN THN MINXIND TINDIIVN

D770 YY DODINN MPPTAINDDOYY  7.1.6
,1TON D) MNY MTTNN DY HY
SV NDID NX DXMNN (11D IN NNVINY

9730 NITON 222991 Y25 NINOIVNN MPYN

MTAYNA THNNIVN MBPYY MYt 7.2
59591

935 M MONOM KO MTayn  7.2.1
VINGID DOWATIN ) NDYW NTNN MIAN NN INYD
S9N NVIYY ININI ,NDNDNA DIIPD
AN91R0N 9P°N2 19933 MHVIMDIN

NONONN TONNA NNYMY DPD NTavn 7.2.2
NOY NTNN MR NN NNNYY 9130 NN
N9NONY NYPAIY DI NNAD DOVITIN
NYPI2 NDD2) NPVLINDIN DPIN NVIYY ININI
NNRD
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The laboratory shall verify the metrological
traceability of the reference standards mentioned
above after receiving the accreditation.
Metrological traceability of reference standards is
considered to be satisfactory if the said calibration
method has been included in the scope of
accreditation without modifications affecting
quality of the results.

The metrological traceability is considered to be

non-conforming if:

- The said calibration method has been included
in the scope of accreditation with modifications
affecting the quality of the result.

- If the method has not been included in the
scope of accreditation.

If the method has been included in the laboratory’s
scope of accreditation with modifications affecting
quality of the results, the laboratory is required to
perform one of the following:

- In-house recalibration of the reference
standards using the modified method,

- or recalibration of the reference standards by a
laboratory complying with the requirements for
metrological traceability source as specified in this

procedure.

If the calibration method of the reference standards
has not been included in the laboratory’s scope of
accreditation, it is required to calibrate its reference
standards by a laboratory complying with the
requirements for metrological traceability source

as specified in this procedure.

AR NINDIVN MDPY PITAN NTIYNN
.N9P0NN NYIAP IR DON DTN

DYNNINRD NTNHN MIAND NONIIVN MDPY
NMNINN DPIN NVOY TYNRI NPPNY NIAVN)
DOWAVNN OMPY KDY NINDNN PPN NYDI)
SIRSIND MR DY

NOPN XYY NAVNI IINDTIVNN MDPYN

: DYNIN DMPN2

NYS1D NONONN PPN NYDIIN NVIVN IWUND -
INSIND MDN DY DOWAWNN 5151 DY

qP°N2 19923 RY NININRN NIV IWUND -
Kaklalvia iyl

IUNI MNIN MDIYINN NNXD NYITI NTIVNN
INND NI TN, NNINDN 9PN NODI NVIVN
NIPNA .IRIND MDN DY DWIWNN DINPY
:NTAVNN DY M

NVOYL YTNN NNXYI DTN MIAX IR DM -
N TIPINHN

NPODNY NTIVNI NN MAX NN OO -

.Y DI MWAITY DORNNA NINDITIVN MDPY

D72V NTNN MIAN NN DMID NYIT NTIYHN
MY ORNNA NIV MDPY NPOVNY
ND DTN MIAN DPIY NVIYN TYNRD Y NN
.N2NON NTIVNL MDY
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The laboratory is also requested to analyze the
significance of the changes to the calibration of
instruments calibrated using the said reference
standards, to recalibrate its instruments and to
inform its clients concerning the issues identified
and of their implications, as much it is required.
7.2.3 For some calibrations, metrological
traceability to Sl units is not applicable. Regarding
those cases, ISRAC follows ILAC P10 policy.
The laboratory shall submit evidence for ISRAC
consideration, that the above general metrological
traceability policy is not applicable, and that the
alternative solution conforms to the requirements
of ISO/IEC 17025.
7.3 Metrological traceability requirements
in testing laboratories

7.3.1 If a certified reference material (CRM) is
intended for use by medical laboratories and has
been characterized by the values included in the
JCTLM database of BIMP, the material is
considered to have valid metrological traceability.
7.3.2 ISRAC accredited CABs may derive the
metrological traceability for reference materials
(RM, CRM) from reference materials providers
(RMP) accredited to 1ISO 17034, when available:
it should be recognized that the accreditation of
RMP’s to ISO 17034 is still developing and CRMs
may not be available from accredited RMP’s. In
those cases, ISRAC accredited CABs shall
demonstrate that CRM have been provided by a
component RMP and that they are suitable for their

intended use.

DMYN MYNYN DX NNID DX NN NTIVNN
MAN MYSNNIDIDND TYUN DXPYINND 91D 1))
WTINDY MPYIN NN WTNN D»I5) NOX NN
995 ,07PMAOVM PNV NPY DY MMPOHD
VIV

-1 DYNY DD DYPI O»p 7.2.3
MYIN IOX 0PN MY .S MM N
ALAC P10 Ny 70010 NX NNNNN

795 NYTY MWIN NNIAD PNND NTAYNN Y

TINDIIVN MDPYY HHIN NP THN NNONY
DNIN YXNINN PININT NIY PN DYDY IPNID

. ISO/IEC 17025 ypn mwo1y

MTIPNI NNV MPYY MYt 7.3
.Npr1an

73.1
MY PIAIN KIN NPNIDY MTIYN WIDIWD

791 ,CRM qwinn 91N 99N 9WND

ov JCTLM omnmin 9021 095530 DN
OPNNIVN MDPY HYaY avn N ,BIPM
.N9PN

7.3.2

,RM) 0110 »mna wnnwind 0owa T mvan

YT DY ©YINDINN DXPTIAN OXANN

NNV MDPY YHYa DIV N/ (CRM

9wNo,1SO 17034 ypno ©X9n0mn 0INN
DIN MNTIN MY NINDNY TI2 PINY W : PN
,ANann P1yw onn N 1ISO 17034 ypnd
PIY P KD DINM ININY MIVIN NHPMP DD
0990197 DXANN 1IN DMIPNL . TADIN JINN
DINMT MIDINY TIY TN NN MYIN 7Y
VINIWY DMINNND DY PYI 1IN Y IPND
STYYNN

DYPNIYN IRY 95 .QA-2 MVN NPNRN PV ISRAC 2wN)D Y DIRNNIN NN DN N THDN DY DI DMIVINDD DPMYN
2022 911292 9-2 DOTIN . T2 IDHTIN 12 DYY 9PN DN DIPIAN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 9, 2022




Website: Yes

MNRIN NN N1 MNT ON ,DHNNI0N MAPYY MYIN N1

ISRAC Policy on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of Conformity

V9919

18 : DI 190N

1-661002 : 99010 511

20 TN 12 9900 97

Version number 18

Procedure number 1-661002

Page 12 of 20

7.3.3 For some tests, performance using Sl units
as per ISO/IEC 17025 section 6.5.3 and as per 1ISO
15189 section 5.6.3, is not possible.

In regard to this issue, ISRAC follows ILAC P10
policy, section 7a or 7b.

The laboratory shall submit evidence that the above
general metrological traceability policy is not
applicable, and that the alternative solution
conforms to the requirements of ILAC P10 policy,
section 7a or 7b.

7.3.4 For inspection bodies see paragraphs 6.2.7,
6.2.8 in ISO/IEC 17020.

7.4 Uncertainty assessment requirements in
calibration laboratories

7.4.1 ISRAC accredited calibration laboratories
shall have SOPs, which shall be followed to
conduct uncertainty estimations for each calibration
included in the scope of accreditation. The
uncertainty estimations shall be fully documented.
74.2
shall calculate uncertainty values in accordance
with the methods specified in GUM, ref. doc. 4.4).

Total uncertainty budgets must include details

ISRAC accredited calibration laboratories

compatible with the objective and accuracy of the
reported measurements.

ISRAC accredits calibration laboratories for their
The best estimate of measurement uncertainty
values that can be expected to be achieved by a
laboratory during calibration or a measurement

available to customers under normal conditions.
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7.5 Requirements for reporting the
uncertainty in calibration certificates
751

are required to include in calibration certificates,

ISRAC accredited calibration laboratories

bearing ISRAC logo, statements regarding
metrological traceability, uncertainty values of the
results, level of confidence and coverage factor of
the uncertainty.
7.5.2 All calibration results issued by ISRAC
accredited calibration laboratories that bear the
ISRAC symbol shall include the relevant
uncertainty values.
The numerical value of the expanded uncertainty
shall be given to, at most, two significant digits.
ISRAC accredited calibration laboratories shall
report the expanded uncertainty at the level of
confidence of 95% approximately.
The reported uncertainty values shall not be less
than the measurement uncertainty values in the
scope of accreditation for which the laboratory has
been accredited.

7.6 Uncertainty estimation requirements in

testing laboratories

7.6.1 Uncertainty assessment is required for all
the test method included in the laboratory’s scope
of accreditation.
ISRAC accredited testing laboratories shall
calculate / assess the uncertainty values for
guantitative results in accordance with the reference
documents 4.4, 4.5 based on an understanding of
the theoretical principles or practical experience of

the performance of the method.

9195 HNYN MNTY ONX NMNTO MwraT 7.5

YT-DY MONOMN SO MTayn 7.5.1

DY DPON MTIYNL 91555 MaNNm MYIn
YN MINNN,MYIN DPDN0 NN NMINYIN

OV MNXTYON Y, TINIIVN MDPYD

SN DY NDIN DN I THON NN, NINNIND
INTIN

7.5.2
,TIVIN YT-DY MONOINM ,O1IN MTIYN

Y9y AN NDYON ,MYIN DIDNON NN MNRYDN
.DMOVIMIN MXTNN-ON

295 PN NANINN MINTNN ONX DY 190N TV
DNPMYNYN M0 N INPN

MYIN PT-5Y MONDINN HPON MTIVND

SV A0 NN NAINNIN MNRTIN-N DY NN
STV0 95%

DNLP P KXY DXNNTIN MNTNN-IN Y
92> NODIA DMIDNNNIN MNTNMN N WD

YT-DY MPANNN DO MNNIN DD

.072Y2 NINOIN NTAYNNY NONONN

MTAYN MIND SN NIWNY MUY 7.6
NP1

ML YO5 MY MNT-HOX MOWN 7.6.1
TAVNN NONDIN N NPYTAN

MYIN Y-y MONOINN NPYTAN MITIYN
MINXTN ORI DX TIVND 7 2WND MY
DMWY D¥INDNY DNNNI NPNININ MINNIND
NMNIPYN MIAN DY DOINNL 4.5 ,4.4 NUDI
MOV YINAOWYN 1D IN DOV NNINN
PYTIN

DYPNIYN IRY 95 .QA-2 MVN NPNRN PV ISRAC 2wN)D Y DIRNNIN NN DN N THDN DY DI DMIVINDD DPMYN
2022 911292 9-2 DOTIN . T2 IDHTIN 12 DYY 9PN DN DIPIAN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 9, 2022




Website: Yes

MNRIN NN N1 MNT ON ,DHNNI0N MAPYY MYIN N1

ISRAC Policy on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of Conformity

V9919

18 : DI 190N

1-661002 : 99010 511

20 TN 14 9900 97

Version number 18

Procedure number 1-661002

Page 14 of 20

7.6.2 True/false negative/positive result
probability assessments shall be attached (if
possible) to the qualitative test results where it is
relevant.
7.6.3 The laboratory shall maintain and implement
SOPs for estimation of measurement uncertainty.
The laboratory shall identify the uncertainty of all
components affecting the measurement result
including those arising from sampling.
7.6.4 If the test method does not provide a robust
and metrologically valid basis for the estimation of
measurement uncertainty, the testing laboratory
shall follow the requirements of ISO/IEC 17025,
section 7.6.3.
7.6.5 Information regarding uncertainty
components identification and uncertainty
estimations shall be documented and available for
the laboratory customer's review. The laboratory
shall inform the customer at the contract review
stage, upon his request, about the expected
uncertainty of the measurement results ordered.
7.7 Uncertainty reporting requirements -
test certificates
Testing laboratory shall include uncertainty values
in the test certificates, where:
- The uncertainty results are to provide validity of
the results.
- As per client’s request.
- As per regulatory requirement.

- The test method requires Uncertainty values.

9NN NPMON MPPTA MNINY  7.6.2
/ NN INRNINY (1N ON) MIANDNN MWD
SOIMYT GUND ,NAPH/MDOW 215

DN DY PINNY NTaypn by 7.6.3
DTN MXRTI-ON NOWND

D>2399971 92 NN MNTI-IX MY NTIYNHN DY
NNYIN D915 NPYTAN NINSIN DY DOWIWNN
DTN MXTIN ON YD

NPION NPNX NPYTIN NVVWY OMpPa 7.6.4
N NOIYNY INTNTVN GPIN DY JIIN DY0A
NTIYN NI, NPITIN MIRNN HY MIRTIN
PN MYAT 9 DY DI1ya0 N> Tan

.7.6.3 9>y021wapIv 95 ISO/IEC 17025

MINTONODID NI NIV 7.6.5
DYTYINND NPND DN NINTI-IN NI

99 ,MIN PO 29Wa .NTAYHN MMPYY PPN

YN 9272 NN YTON DTN ,MPON YT
YAV NPYTAN MINKIN HY 1M98N MNTIN

MTIYNA MNTN-IN AMNTO MWt 7.7
nrdar!

SV MNXTI-IND YIIY NN 21951 NP>TAN NTIYN

JIUND [, NPYTA MTIYNA NP> TaN

P22YNY YT NPLINDT MNTNON NMINHN -

IPYTIN MRND 97N

MNXT-IND MPON NYIIT NP

MNTN-INRD NOONY NYIIT NDMP

NPYTAN NVOY 9 DY DOVITI NMINTI-IND MY

NYIAP TINND DI MINTI-IND YITY

. MDD N MYMT VIVNY MNNIND

DYPNIYN IRY 95 .QA-2 MVN NPNRN PV ISRAC 2wN)D Y DIRNNIN NN DN N THDN DY DI DMIVINDD DPMYN
2022 911292 9-2 DOTIN . T2 IDHTIN 12 DYY 9PN DN DIPIAN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 9, 2022




Website: Yes

MNRIN NN N1 MNT ON ,DHNNI0N MAPYY MYIN N1

ISRAC Policy on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of Conformity

V9919

18 : DI 190N

1-661002 : 99010 511

20 TN 15 9900 91

Version number 18

Procedure number 1-661002

Page 15 of 20

- Uncertainty values are essential for issuing the
statement of compliance with requirements or
specifications.

7.8 Calibration intervals
7.8.1 ISRAC accredited laboratories are requested
to establish policies and sops for the estimation of
calibration intervals. The methods shall be
validated. The data and all considerations for
decision-making and the conclusions must be
documented.
7.8.2 The original estimation of calibration
interval may be based on experience and technical
judgment.

Factors to be considered include, but not limited to:

7.8.2.1 Manufacturer recommendation

7.8.2.2 Expected scope and intensity of use
7.8.2.3 Environmental effects

7.8.2.4  Required measurement uncertainty
7.8.2.5 Data characterizing instruments that are

similar or of specific type.

7.8.3  The laboratory shall review and update the
calibration intervals based on data that it has
collected and processed. The laboratory shall
establish methods and SOPs for the data review.
7.8.4  The decision may change based on:
7.8.4.1 Reference to an instruments as individual

items or as groups.

7.8.4.2 Degree and rate of drift.

7.8.4.3 Historical data of previous calibrations.
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7.8.4.4 Measurement uncertainty requirement.
7.8.5

methods and shall verify the updates made to the

The laboratory shall select appropriate

calibration intervals.

7.9 General requirements — conformity

statements

ISRAC accredited laboratories may include a
statement of compliance with tolerance
specifications in their test/calibration certificates.
The laboratories shall follow the guidelines
specified in reference document 4.6.
Tolerance specifications may be derived from a
national or international standard document,
technical publication, manufacturer
recommendation, client’s requirement, regulatory
requirement etc.
The measurements relevant to compliance
statement shall be included in the laboratory’s
scope of accreditation.
Compliance statement shall be issued if the relevant
uncertainty value is reasonably smaller than the
tolerance interval.
The laboratory shall specify in the test / calibration
report the tolerance specifications and a reference
to the tolerance requirements document.
Compliance statements issued by the laboratory
shall refer to the specific measurement points at
which the calibration or test were conducted.
General compliance statements regarding the
performance of an instrument, measuring
equipment or material shall be issued only in case

all the relevant measurements have been conducted,
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and the compliance has been found in all
measurement points.

7.10 Decision rules for reporting statements
of conformity to specification shall
follow the guidelines specified in
reference document 4.6

A laboratory may determine the decision rule for the
conformity statement in accordance with the rules
set out in the reference document 4.6 According to a
"simple decision" rule or a decision rule based on
"guard band".

1.Binary Statement for Simple Acceptance Rule (w
= 0) Statements of conformity are reported as:

e Pass - the measured value is below the acceptance
limit, AL = TL.

e Fail - the measured value is above the acceptance

limit, AL=T

2.Binary Statement with Guard Band Statements of
conformity are reported as:

o Pass - acceptance based on guard band; the
measurement result being below the acceptance
limit, AL=TL — w.

e Fail - rejection based on guard band; if the
measurement result is above the acceptance limit,
AL=TL—-w.

3. Non-binary Statement with Guard Band
Statements of conformity are reported as:

o Pass - the measured result is below the acceptance

limit, AL=TL —w.
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Sy DDA NVONN DD N VIV NVINN

.(quard bands) 7)nva Ny

:0IVA NDAP D95 DY IR NINND .1

NN 7720 TN - (PASS) 71y -
.N2apN M9 Ina

NN TN TWN - (Fail) "1y N> -
92PN M0 NN

( PNV NVINT DY I NN .2
oy Novann NYap - (PASS) 1y -
NND) TN TN, PNV MVINT
92PN M2 TINa
S5y NOOXNN PNT - (Fail)Hay N> -
NN TN TIVN, PHVXI MYINT
92PN MY XINN

2NV MYINT DY NI XD NINNN .3

NN 7100 TN - (PASS) 72y -
92PN M) IN2

DYPNIYN IRY 95 .QA-2 MVN NPNRN PV ISRAC 2wN)D Y DIRNNIN NN DN N THDN DY DI DMIVINDD DPMYN
2022 911292 9-2 DOTIN . T2 IDHTIN 12 DYY 9PN DN DIPIAN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 9, 2022




MNRIN NN N1 MNT ON ,DHNNI0N MAPYY MYIN N1
VY919
Website: Yes . . - .
ISRAC Policy on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of Conformity
18 : N 19910 1-661002 : 7901 5NN 20 NN 18 1901 971
Version number 18 Procedure number 1-661002 Page 18 of 20

e Conditional Pass - the measured result is inside the
guard band and below the tolerance limit, in the
interval [TL —w, TL].

e Conditional Fail - the measured result is above the
tolerance limit but below the tolerance limit added
to the guard band, in the interval [TL, TL + w].

e Fail - the measured result is above the tolerance

limit added to the guard band, TL + w.

For calibration of measuring equipment, in cases
the tolerance specifications were determined
without considering the measurement uncertainty
and thus compliance with the specification cannot
be stated, the laboratory may, after consulting the
client, expand the tolerance limits by values not
exceeding the relevant best estimate of
measurement uncertainty values.

Such expansion must be explained in the contract
survey and must be agreed upon with the client in
writing.

A calibration certificate shall clearly reflect the
extension of the limits of the original endurance
specification so that no consumer or interested
party will be misled In cases, regulatory
requirements concerning the rules of stating the
compliance with specification are issued,
calibration laboratory shall follow them.

If it is explicitly stated in the standard or
specification that measurement uncertainty has

been accounted for when setting the limits, the

NTTOIN RN - MM YN -
NNVLYAN NYINT TINI NN
NNIN2,NH12DN NYID NNNN)
[TL - w, TL].
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laboratory measurement uncertainty shall meet the

uncertainty value expected for the specific

calibration/testing method according to the specific
standard, else, the value difference in between the
laboratory measurement uncertainty value and the
target typical uncertainty value in the standard shall
be taken in to account.

7.11 Requirements for conformity to
tolerance statements by testing
laboratories

Testing laboratories shall follow the instructions of

section 7.10 above, except the following cases:

Testing laboratories may disregard the uncertainty

considerations when estimating the compliance

with tolerance specification if:

- there is a documented agreement with the client

on the subject of a decisions rule to comply with

the specification, with a detailed explanation in the
contract review and the testing report

- a requirement to do so is specified in the

applicable reference document.

- there is a regulatory requirement to do so.

- it is a common practice for the relevant test

method.

- it is explicitly stated in the standard or
specification that measurement uncertainty has
been accounted for when setting the limits

The laboratory shall be responsible for avoiding

any misunderstanding regard estimation of the
compliance to tolerance specification, i.e., with or
without considering the uncertainty and shared

risk.
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Lab. Note: As long as the reported value reaches
the tolerance, the risk for a wrong conclusion
rises. Reporting a value which is on the tolerance
range is 50%. For example, when the tolerance is
6, and the measurement result is also 6, the
probability for a wrong or right result is 50%

(regardless of the uncertainty values ).

7.12 Requirements for inspection bodies
ISRAC accredited inspection bodies, which
conduct measurements as a part of the inspection
process, shall follow relevant requirements above

concerning testing laboratories.

8.0 DOCUMENTATION
Not Applicable.

9.0 APPENDICES
Not Applicable.
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