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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 the accreditation
standard requirements ISO/IEC 17025 and ISO
15189 for metrological traceability and uncertainty,
and those of ISO/IEC 17020 for traceability.

3.0 scoPe

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.
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3.5 Determination of calibration intervals.
4.0 APPLICABLE DOCUMENTS oY oranon 4.0
4.1 JCGM 200: International Vocabulary of Mo INY 4.1

Metrology — Basic and General Concepts and
Associated terms (VIM).
4.2 1SO 17034, General requirements for the MONNINY 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:
:1995).

4.5 Eurachem/Citac Guide, Quantifying MONNINY 4.5

Uncertainty in Analytical Measurement.
4.6 ILAC G8, Guidelines on Decision Rules and ONNINY 4.6
Statements of Conformity.
4.7 EA-4/02 M: Evaluation of the Uncertainty of MONNINY 4.7
Measurement in Calibration.
4.8 ILAC-P10, ILAC policy on traceability of MONNINY 4.8
measurement results.
4.9 ILAC-G17, Introducing the Concept of MONNINY 4.9
Uncertainty of Measurement in Testing in
Association with the Application of the
Standard ISO/IEC 17025
4.10 ILAC-G24, Guidelines for the determination moNN Ny 4.10
of recalibration intervals of measuring
equipment

4.11 ILAC-G27, Guidance on measurements MONN Ny 4.11

performed as part of an inspection process
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4.12 ILAC-P14, ILAC Policy for Measurement mOHNN NN 4.12
Uncertainty in Calibration.

4.13 JGCM -106 (synonymous with ISO/IEC NNy 4.13
Guide 98-4) uncertainty of measurement: role
of measurement uncertainty in conformity
assessment.

4.14 EA 4/14 INF, The Selection and Use of mONNNINY 4.14
Reference Materials.

4.15 1SO 15189, Medical Laboratories- JoNN Ny 4.15
Requirement for quality and competence.

4.16 ISO/IEC 17020: Conformity assessment oN Ny 4.16
Requirements for the operation of various
types of bodies performing inspection.

5.0 DEFINITIONS myn 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 CAB:s shall implement the 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.
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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 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.

now 7.0

NDIVN MAPYY NPHYI Mmwryy 7.1

Y5y DONOINN DpTAN odwn 7.1.1
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TONOIVN MDPY MVINY VITINY  7.1.2
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SDINSNN

YT-DY DONOINN DpTAN odwn 7.1.3
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TPNIVNY MDIND NI /7 NTAYN DI NPIDID

CIPM 17012 09319 19N 09 wrd (NMI)
(Bureau International des BIPM v MRA
.Poids et Mesures)

WD D0 NYTA NDRYY YPIvIpn 7.1.4

S DY»VINYIN NTTRN NINTN N YITY DIVI
VITVIND INNI DN D02 H7IN DXNNIN

(Key Comparison Data q91av BIPM S
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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 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, such as APLAC, IAAC and
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.

YT-HY DONOINN DpTaAN odwn 7.1.5
TYNY INDITVN MDPY HAPH DI MYIN
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S5y DNNVY NONON N DPHND
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DMNIND NN 03 99150, ILAC ,nona
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NN TN MRSINY ONIIVN

MITO YY DO MPPTAINDYPS  7.1.6
,NON M) MNY MTTNHN D¥IIY HY

SV NDIDY NN D2NN (11277 IN NNVIMNY
.21 NITON 223391 Y30 PNOIVNN MDPYN

13PN NNV MAPYY MYSIT 7.2
59599
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INRD
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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.
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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 as 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 1SO 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.

DPYN MYNRYN NN NNID D) NN NTIVNHN
MAN MYSNNI DN TUN DIPYIND DI 12D
WTINDY MPYWIN NN WTNN 351 NOX DTN
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.pr1an

7.3.1
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7.3.3 For some tests, performance using Sl units
as per ISO/IEC 17025 section 6.5.3 and as per ISO
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.
7.4.2 ISRAC accredited calibration laboratories
shall calculate uncertainty values in accordance
with the methods specified in GUM, ref. doc. 4.4).
Total uncertainty budgets must include details
compatible with the objective and accuracy of the
reported measurements.
ISRAC accredits calibration laboratories for their
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.

7.3.3
ISO/IEC ypna amnao,SImymna yisa

pyo ISO 15189 ypna116.5.3 9yo 17025
TADN NN N¥NNND MWYIN DT NWNI .5.6.3

M2 IPRY MMNNOND MPr>Ta MND»P

.7b N 7a 9yo ILAC P10 nyyTm

T99 NYTY MVYIN NN NXNY NTAVNHN DY
TOENNIVN MDPYD MO NP TN NNONY
DNIN 9NN PNININ MDY NPN DYDY INDINID

Th I 7a 9yo ILAC P10 7000 mwTo

7.3.4

.6.2.8 ,6.2.7 o>y N1 17020

ISO/IEC ypn £2ma 0o 1y

MY MNTD OX NIYNY Mweyr 7.4
99991

YT-DY MONOMN YO MTayns  7.4.1
YT DMIN DOV 1) ODMN P MYIN
9PNV DYIN YIY MNXTION NN TIYND
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MYIN YT-59Y NMdDNONN SO MTayn 7.4.2
DNNNI MNTI-IND MDY NN AYND MaArnN

(4.4 ow THon) GUM - 2 nmnw mourvd

21955 2N DMIOVNN NMINTIN -XN MIINN
MTTHN DY PPTHY NIVNID DMININD DXVID
NN TN

MINTN ORI HPIN MTIYN NX NIMNIDN MWD
NTTH MXTION IITY DY INP2 20N YTHOIND
DTV ST HY IWINY MAXY YNNIV INPA NIVPN
DYNIN2 MMPHY NPT NTTH IR HPD ToNNa
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7.5 Requirements for reporting the
uncertainty in calibration certificates
7.5.1

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
present the measurement uncertainty in the same
unit as that of the measurand or in a term relative to
the measurand (e.g. percent).

ISRAC accredited calibration laboratories shall
report the expanded uncertainty at the level of
confidence of 95% approximately.

Contributions to the uncertainty stated on the
calibration certificate shall include relevant short-
term contributions during calibration and
contributions that can reasonably be attributed to the
customer’s device. Where applicable the uncertainty
shall cover the same contributions to uncertainty
that were included in evaluation of the CMC
uncertainty component, except that uncertainty
components evaluated for the best existing device

shall be replaced with those of the customer’s

9199 HNYNI MNT ONX MNTO MYt 7.5

YT-DY MONOMN YO MTayn 7.5.1

1NOY DYON MTIVNL D)I1Y55 MANNHD MYIN
IUNI MINKN,MYIN DIDND NX MXYDN

DV NMINTY ON Y, INDI0N MDPYD

SN DY MDIN DI 2N THON NPT, NMIRNIND
INTIN

YT-HY MPANNN HPoN MN¥N Yy 7.5.2

, IV YT-DY MONOINN 21N MITIYN

Y9y NN THNYON ,MVYIN DPYNON NN MRV
.D»OMPIN MNTNN-N

959 MY NANTNIN MNTNN OX DY 190N TV
DPNIYHYN M0 SNYY 1NN

MYITI MWD Y-y MONDIN DD MITIYN
DT MO NTTHN MXTNDOIN NN PIND
MPMIN TTIIN TIW OV DTN MDNY MM
ADINX HYNY) NYON NN

MYIN YT-2Y MINOINN 1IN MTIYN

SV 770 N2 NANMND MNTIN-NR DY MNNTN
ST 95%

D157 NTIVNI INNTHN MINRTND ORI NN
ToNN2 IXP ANV NPVLINDT NIMIN DY
7720 J9IN DN 1NNV NN D1ON

N ,DMOIMDIN DIPNI.MPON PYIND
NIRTNN OND NMNIN NN DX NOIN NMINTHN
,CMC S¥ MNTHN N 2597 NOIYN2 DOV
PYINM NAY IDINNY MXTNN X D) VYN
.MPON DY PYWINN DY IR IAON NP2 10N
NOYTY NN NV NANTHN MXTNN X ,)OD
.CMC-n 7> Yy NOMONN MNXTNN OXND INY
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device. Therefore, reported uncertainties tend to be
larger than the uncertainty covered by the CMC.
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.

The calibration certificate will include the note:
“The reported expanded measurement uncertainty
is stated as the standard measurement uncertainty
multiplied by the coverage factor k such that the
coverage probability corresponds to approximately
95 %.”

7.6 Uncertainty estimation requirements in
testing laboratories

7.6.1 Uncertainty assessment is required for all
the test methods 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.
7.6.2 True/false negative/positive result
probability assessments shall be attached (if
possible) to the qualitative test results where they
are 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.

DNVP PN KD DNNTHN MXRTNN-ON MY
97N NAYID ONOMNANN MNXTNN N DIIYN
.0M2Y2 NONOIN NTIAVNNY NINONN

NANNNN MXTNNORY : NINNN 91D HPD N T
DTN MIRTND ORI NN NNNTHIN

NI 79 K M50 5702 NYIOIN NPVITIVON
2195%-95 NININ THON

MTAYN MNT SN NIWNY MYt 7.6
P

MLV Y95 MY MINTIHX MWD 7.6.1
.NTAYNRN NONOIN YD NPYTAN

MYIN -5y MONRDINN NPYTAN MTIYN
MINTN ON WY NN TIVNY 7 AWND MY
DMWY D¥INDND DRNNZ NPMNON NINSIND
NMIPYN NN YY DOINNI 4.5 ,4.4 NUDA
MOLIY VNI SYYN 1D IN DOVNNINN
DPYTIN

9NN NPMION MP>TA MNNINY  7.6.2
/ NN ININD (1N ON) NIANDNN MOIWN
SOMYY IWND ,NAPH/MDOW 21D

DYOM DYV PINNY NTavnN Yy 7.6.3
STTHIN MRTI-ON NOWND

D>2°3791 99 X MXTI-IN MNND NTIYNN DY
NNYIN D915 NPYTAN NMINIIN DY DIWIVNN
LD MXTIN ONIDIMN
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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
The 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.

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.

NPADN NN NPYTAIN VWY DIPHNa 7.6.4
N NOIWNY INDITVN GPIN YY) 1IN DDA
NTAVN NI, NPITAN MNNN HY MXTIN
PN MWT Y9 DY DIYad NP> Tan

.1.6.3 yoavapiv 95 ISO/IEC 17025

MINTIFONOIDIN NI WNAYTN  7.6.5
DYTYINND N1PNY DYIIN NMINTI-IN NIV

9D NN 9P 25WA .NTAYHNN MNPYY DN

YN T272 IMN YTON DTN ,MPIN YT
IV NPTIN MXIN W NNDYN MNTIN

MNHYNI MXNA-IR NMNTY MYrr 7.7
nprTa

SV MXTI-INN IV NN 200N NPYTAN NTIYN

JIUND [, NPYTA MTIVNIA NP> Tan

PPN YT NPLIMNYT NMINTNONX NINSN -

NPYTIN MNSNY 99N

MNTFN MPTY MPON NWAIT NP -

MNXTN-N MPTD NOVINT NYIYT NPOP -

NPYTAN NV A DY DIVTI NINTI-INRD MY -

NYIAP TINXD DMIPN MNTI-IND DY -

. IO N MYIT VI MNNIND

99 7.8

MYIN >T DY MONODINN MTIVNN 7.8.1
NN TIWND YT OONN NPT PMIND MYIT
TYND L MOV DR 9PN ¥ OPON PNIN
NYIAP TNND OPTIV DNPOWM DN NN
DNPONN NN D MOLONN
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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 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.
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.

215 5NN DY HINPNRN NPNIN 7.8.2
DOTIN VIDY DY) )PP DY DOINNY NDID

: ©992) N2IWNA NXANY WY DI P2
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MNIANN VIOV NP 9pon 7.8.2.2

N2aon myawn  7.8.2.3

NYITHN DTN MNTIONX 7.8.2.4

DYPYON ND DMINNY 0NNy 7.8.2.5
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172NV DMIN YY DOIANNA HON PNV
DYONN MOLOY NTAVNHN YA PPV IS .DTDM

.DONPPOS

99 DY MINVNY N9 NVONNN 7.8.4
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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,
and 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

DY TNDNIAY DIDDI5 DORNNA DY MTIVNN
4.6

MNIND JPN NPNY 912 NOIDON VINID NPHN
I8N NXDNN D0 DIDID PNIND-PIIN
JTOVIN MV AVOIT ,MPON NYIIT

MNNIND DY MINNND NPVINDIN MTTHN
TAVNN DY NONDNN 9PN NN VINY
IUND P9 1N1N VIDNT MNPNINN YY NINNIN
71N MVP PN NVIMNMDIN NMINTNN ON
.N212°0N M) P2 NNIND DN NP0

M) NX DV /NP>T2 MTA NDON NTAYNN
VTN TH0ND PN NN NODDN
NTAYNN NPXNY MNNIND DY MINNN

N2 WYY NPNAD DTN MTIPIY NMONMNN
PYTAN N DPON

SV DWINIY NYIN NIDDD MNNXIN NINXN
YN P PIONN AN IN DTN TP, PYOND
NNDINI TYND) MOWIN NPLMDIN MTTHN YD
DTTRN MTIPI Y92 MNNIN

MNNINN Y HINYAY NVYNNN Y 7.10
4.6 DYY TNDNY ONNNA 1D VI9NIY

DNNNA NVONNN DD NN WP TPRYI NTIVN
955195 4.6 DY THONI DVLNINN DY
2y DDA NVINN D IN VIV NVINDN
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"simple decision™ rule or a decision rule based on
"guard band".

1.Binary Statement for Simple Acceptance Rule (w ;0O NDAP YOI DY MINYA NN .1
= Q) Statements of conformity are reported as:

e Pass - the measured value is below the acceptance

limit, AL = TL.

NN TN TN - (PASS) 71y -
92PN M) TIN2

« Fail - the measured value is above the acceptance NNDY TN TN - (Fail) My Ny -

limit, AL=T

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

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

o 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:

e Pass - the measured result is below the acceptance
limit, AL=TL —w.

o 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.

N92PN MM NN

: 1INV NYINT DY NI NINNN

Sy NOO1INN NYaP - (PASS) 72y

NN) TR TN, PNV MVIXT

.N22pN M2 TINa

2y NN MNT - (Fail) 12y XY
NN TTOIN TN, PHVI MVIXT
.N92PN MY INN

11NV MYINT DY NI KD NINND

NN T2 TN - (PASS) 72y
.N9APN M9 INa

NTTOIN RN - NN YN
NNVLYAN NYINT TINT NN
NNINA,ND10N NYANID NN
[TL - w, TL].

CONDITIONAL ) 81N Yy 72y 8O
NIND NN TN TIY — (FAIL
912) TIN TN ,N910N MND
PNV NMVINID GONY NODON
NN TN TN - (Fail) 72y XD
40NV N21ON 210 NINN
NV MVINID
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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 an 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
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.

M212) DN OMIPNA DTN >PWIN P2
N NN NIVNA NNPY 9210 1YIAPI NDHION
MNNIND DY PNSNY I KD T OWNI MNXTIN
MPON DY DINNA NTAYNN MRV 01N
DY ROV DYDY NN MDA NN NIND
.D»VIMYIN NAVIIN MNTNN ON YYDy

PO TONNA NI2DIN N NANINY INKD NNY
.AN51 MPN BY NN NN

M1 NANIN NN 22 GPIYd DPON NTIVNA
DY2IN 19N GRY T NPHRN NNYON VIMN
IYOY KD PY

TATO PNVONI NWIT NP DN DMIPNIA
MTIYN DY NDID VIND MNNIN NYIAP
.T95 DORNNA 5IY95 DPON

AN D 1VI9N2 IN PN YNNI PN 12 NIPRa
NITHN NYa PNIAYNA NNPYI 912 NPTHN MNT
DIONN NTAYNI NTTHN MNT ON,MNIN
NP>T2/91970 NVOWA NI MNTNN ON TIVY
PN NN PDNIDN PN 29 YY 1IDNIDN
DTN MXTNON PA DIWN WIdN T2 127N
DIV MNTHNON TIPS NTayNa
NIVNIA INAY JPNI NITINY 29D W NTDTNRY
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7.11 Requirements for conformity to
tolerance statements by testing
laboratories

Testing laboratories shall follow the instructions of
section 7.10 above, except for 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 common practice for the relevant test method.
- itis 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.
Lab. Note: As long as the reported value reaches
the tolerance, the risk of 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).

099195 MNNIN Yy NIN8NY Mwryr 7.11
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7.12 Requirements for inspection bodies
ISRAC accredited inspection bodies, which
conduct measurements as a part of the inspection
process, shall follow the relevant requirements

above concerning testing laboratories.

8.0 DOCUMENTATION
Not Applicable.

9.0 APPENDICES
Not Applicable.
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