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1.0 Introduction Nan 1.0

The ISO/IEC 17025 structure deals with Section
7.1 contract reviews, tenders and price
guotations, 1ISO 15189 deals with Section 4.4 of
the service provision agreement. These are
demands for a contract review that bind the
competent laboratory to ensure the
implementation of requirements on the subject.
The contract review is the preliminary stage of
certification between the laboratory and
customer and the start of work. Its aim is to map
the requirements of the customer compared to
the ability of the laboratory to fulfil them.

The laboratory must ensure that the customer
will receive all information pertaining to the
proposed service.

The requirements of the Israel Laboratory
Accreditation Authority (hereinafter ISRAC) on
the subject of contract reviews are intended to
ensure harmonization between the competent
laboratories on the one hand and good, effective
service for the customer that will take into
account the laboratory’s customers and
consumers (regulators, the laboratory’s
customers, policy maker, etc.) on the other.

2.0 Purpose

This procedure will help the laboratories and
their customers understand the issues that must
be summarized, before signing an agreement or
receiving an order for provision of service by the

competent authorities.

;MNP 7.1 Pyoa )T ISO/IEC 17025 ypn

Py 37 ISO 15189 yp1n , 72NN MYNM D139010
PO =D MYITA YT MY NN DOV 4.4
NYVIND NINDIAN NTAVHN IR MAPNPY NN

NYNI MYIT O

2 NNOONY DX TPNN 2OWN 1N NHINN IPD
MaNY INIVN .NTIAYN NONNNDY MPOYY NTAVHN
TINYD NTAYNN NDID DIN SN MPON MYIIT NN
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YPNRN XIVNI HIAP> MPOHN D NMVIANY NTIVHN DY
NI PYI VINN

,12N2) MTAYN NONONY IIMINDT MYIN M7
MPVIAND YTV NN IPO RYNA (MYIN

NP TNHN MONRDIND MTIVHN P PIVNNIN
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DYMYIT DTN
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NY2P N DODN NNINN 9D ,000Y YWY DINYIN
.MONDIND NITAYNN T DY NPV JNNY NININ

DYPMYN INY 95 .QA-1 MNIVYN NPNRN PV ISRAC 2wNND Y DINNNIN NIN DN N THDN KW DTN DM IVINDD DPNIVD
20255812 19-2 DATIN . T292 1DATIN 12 DYY 9PIN DN DAIPII 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 May 19, 2025




91991 NPYT2 MTAYNN DIPN IN DITIN , MY NMINTN 2P

Website: Yes Service orders, Tenders or Contracts from Testing and
Calibration Laboratories
14 : D 190N 1-000008 : 1901 YN 30 TINN 6 790N 97

Version number 14 Procedure number 1-000008 Page 6 of 30

3.0 Scope mnn 3.0

This procedure contains: 2 220N M oM

3.1 Information and an explanation P2 NHNN PO NI DY oM YT 3.1
on executing the contract review MP25 7113300
between the laboratory and the
customer.

3.2 An explanation on conducting a 53920 BY NN APD A Y 1100 3.2
contract review with Iwn
subcontractors.

3.3 Maintenance and documentation DTYMonn npnnn - 3.3
of the contracts.

. . DNPY NPON ,DOINN NPPO 3.4

3.4 Contract review, learning and

.DNYNOLM
implementation of lessons.
. "IN O .

4.0 Applicable documents DR BXIMYN - 4.0

4.1 ISO/IEC 17025, General JOONINT - 4.1
requirements for the competence of
testing and calibration laboratories.

4.2 150 15189, Medical Laboratories- TOINNNNY - 4.2
Requirement for quality and
competence.

4.3 EA-2/15 M: EA requirements for TINNINY - 4.3
the accreditation of flexible scopes.

4.4  Procedure number 1-455001: Policy nYyTn :1-455001 : 9900 5N 4.4

for reporting results and using
ISRAC symbol.

MIYIN D91H0a ViYW MIXXIN MPT
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4.5 Procedure number 1-611012:
Requirements for calibration
laboratories.

4.6 Procedure number 2-671001:
Surveillance of accredited CABs.

4.7  Procedure number 1-661002:
ISRAC Policy on Metrological
Traceability, Uncertainty of
Measurement and Reporting

Statements of Conformity.

4.8 ILAC-P8: ILAC Mutual
Recognition Arrangement
(Arrangement): Supplementary
Requirements for the Use of
Accreditation Symbols and for
Claims of Accreditation Status by
Accredited Conformity Assessment

Bodies.

5.0 Definitions

Not applicable.

6.0 Responsibility

6.1 The accredited laboratories are
responsible for implementing this

procedure.

6.2 The assessors of ISRAC are

responsible for assessing the

MYIIT : 1-611012 : 790N 9NN

4.5

Hv55 0NN OINMNIND

2y MPI9 : 2-671001 790N SN

4.6

DN DN

NPYTN : 1-661002 9901 YN

9.7

MNTYHON,TINDTI0N MDPYD MVIN
209999 NMNIN MPT DTN

TONNINY 4.8

MmN 5.0

DOV NY

PINN 6.0

NPNINN MOHOMNND MTavnn 6.1
DY 9NN DWW

NP>720 OONINK MYIN PP 6.2

.NMDHONN MTAYNIA DN Dw”»
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implementation of the procedures at
the accredited laboratories.
7.0 Method oY 7.0

7.1 The purpose of a contract

review

According to the standards ISO/IEC 17025
Section 7.1, ISO 15189 Section 4.4, the policy
and procedures of the laboratory on the subject
of contract reviews are aimed at ensuring that:
7.1.1 The requirement and the
information required from both
parties are properly defined,
documented and understood. If
there are gaps or laboratory’s
inability (and/or intent) to
conduct the testing according to
accreditation requirements, this
must be explicitly
communicated in writing and

upfront to the testing requestor.

7.1.2 The laboratory has the ability
and means to comply with the

requirements;

7.1.3 When the laboratory uses
subcontractors and other
laboratories, the requirements
described in Section 6.6 of
ISO/IEC 17025 and in Section
4.5 of 1ISO 15189 apply and the

AN PO NN 7.1

ISO ,7.1 9pyo ISO/IEC 17025 D’»pnd> bXNNa
NV 7PONN NTAVNHN NN 4.4 PyD -15189
£33 NMVIANY DNIVN ,NNIN IPD

NWUN YITIN YR MYITH 7.1.1
,INYD DTN DYTTSN
WY 955 .02 DX TVINN
NTAYNN NDIDA PRY IN DY
TIN YN2D (NMIND2 IN)
MY T7 DNNNA MP>TIN
T2 5y WTIND W, NONONN
PHRID YRIN AN MYNN
PYTIN

TINYD DXWNNNI NDIDN NTIVNIYD 7.1.2
;s MYTa

VIDOW NYIY TN TUND 7.1.3
MYOITN,MVN MTIYNI MYIPa
PN DY 6.6 PYDI MININNDN
PN 4.5 PYo) ISO/IEC 17025
NTaYN™M M>N 1SO 15189
95 5y MPON IR NYTON
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7.14

7.15

7.1.6

7.1.7

laboratory informs the customer
of all activities conducted by a
subcontractor and requests the

customer’s approval.

The most suitable method for
performing the test and/or
calibration has been chosen, and
this method can satisfy the

customer’s requirements.

The laboratory informs the
customer when the method it
has requested is considered

unsuitable or antiquated.

When a customer asks for a
declaration of conformance of
the results of a test / calibration
to a specification or standard or
calibration, specification or
standard, the decision-making
rules must be clearly defined. If
the requirements of a
specification or standard are not
defined, decision rules that have
been chosen must be negotiated

with the customer.

When there are gaps between
the order or tender that the
customer has submitted and the
final contract signed between
the parties, the gaps must be

settled before starting the work.

V2P T DY WKW MNDOYIN
MIPYT NN IYPIA VN

NI NIRNNN NOVIWN NN
N VY, DVPIN INA NPITAN
MIPON MYIT R PADY 1D

MPON DX NYTON NTIVON
NIVN) YPPaY NOIWN TWNRD
YYD IN DINNND NI

Y2)D NINNN YPAN MPY IWND
SPI/MNPYTI MIRIN MNININ
VI L9 INJPNY N VINY
NVONN NOAP D PN N
.M1PN22 DTN NPNY ©XIAMN
PN IN VIV MYIT TN
NVONN YD, MITHIN PN
DIODN NPNY DX2»N NV
.Mpon oy

MINTNN P2 DY DIIMP IWND
P25 MPON WINY 119070 IN

P2 DMV YNDN NIND

NN PTONY NN ,DTTSN

95 .0T2YN NYINN N0 DXIWIN

MY OY DIV NPNY 2N NN

7.1.4

7.1.5

7.1.6

7.1.7
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Each contract must be agreed to
by both parties — the laboratory
and the customer. The
customer’s request for any
change will not detract from the
integrity of the laboratory or the

validity of its results.

MPOM NTAVHN — DYTINN
N2 INVOD NPYO MPON NYP2
IN NTAVHN NIV DY YN
JPMINN MOPN

7.1.8 The customer must be informed 95 5y NMPYN NN YY NN 7.1.8
of any deviation from the DNNNN DMIN
contract.

7.1.9 If changes have been made in 1IN DMV IYNINM NTNA 7.1.9
the contract after starting the ,NT2YNN NTIAY NPNN INND
work of the laboratory, the 221 ,MMNN NPPY Y827 1IN
contract must be reviewed and 25 DY DIDIN NPND 2N NPV
any change must be agreed to ADPYaVINN DN
with each affected party.

7.1.10  The laboratory must cooperate N2Wo GnNYs NTaynn Oy NN 7.1.10
with its customers or their DYD DNPPNI IR PMMPD DY
representatives to clarify DY MPoN MW7 MINan
customer requirements and to PN ZY MPD
oversee their execution.

7.1.11  Documentation of contract MPPO WD PIMYO Nnn 7.1.11

reviews, including any
significant change, must be
kept. In addition, documentation
of discussions with the customer
must be kept with regard to its
requirements or results of the

laboratory activity in this regard.

2NN MPY 53 HDON DN
TR MINYY NAIN,JD ND
PYIMIYIIT Y20 MPYN OY DINT
NTAVNIN NMIDOYI NINSIN N
Y vpna
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The requirements of standards place emphasis on
customer service, disclosure and lack of
deception.

ISRAC considers the contract review to be a tool
for the laboratory for examining the conformance
of its services to the customer’s requirements.
The contract review is a kind of “memorandum”,
a preliminary stage to a contract, which is
intended to examine the “offer” and
“acceptance”, the customer’s requirements on the
one hand and the ability and intent of the

laboratory to satisfy them on the other.

The laboratory must ensure that the contract /
service is sufficiently detailed and will review all
subjects whose clarification is required before
signing the agreement and executing the service.
The content of the review will be negotiated by
both parties and the consent documented in the
laboratory.

The laboratory is fully responsible for working
proactively to prevent misleading of customers,
and providing the most suitable service for their
needs, in terms of competency of the laboratory,
the schedule for issuing the test certificates, the
method suitable for the requirements and the
uncertainty appropriate to the needs of the
customer, and in any other aspect related to the
customer.

The contract is supposed to determine that the
laboratory has the human resources, information

resources and physical resources necessary and

,MPOY NMPYN DY WIT MNY ONPNN MYIT
PYONN ORI MOPYN

NTAYNN YT OHD NHNN PO NN MYIN
PO .MPON MYITO MY NHRNN N1NIY
DYTPN 2DV 702127 PV PYN I NNIND
SOV YNNI DN PNAD TYNY ,NND
NN NTAYNN NI THHY NMIPON MYT
STTND N YD

VNN PN MPYW/NNIND 2D NINTY NTIVNN DY
DIV YT DNV DIRYIN DI NX MPON PT
NPON 12IN .MPYN I DO0NN NRINN

TV TYINN NNOONNM OXTTIIN NV 7Y DD

2192 NTAYHN DY NIRINN NNPINNI

NN POIYNY ,MMPY TPYLN YNNI MDVPRIND
NYNIN N ,0MII8D INPA OIRNND MPYN
DT MM NN YN NTIAVHN MPYD
NVYWYN NPNIN ,NPYTIN MTIVN NPANY

38D NIRNND MNTIN N MYITI NNIRNNN
.MPOY YN G0N VI DOV ,MPON

SUNN OARYNI NTIVND 2D MIAPY NNN DHIND
T2V YD) OXXIN) DO DXINVNDI YT OIRYNI
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that its employees have the skill and

professionalism required to execute the requested

service.

It should be emphasized that when there are gaps
between the order or tender that the customer has

submitted and the final contract signed between
the parties, the gaps must be settled before
starting the work.
The negotiated contract will be acceptable for
both parties.
7.2 Policy and procedures
The laboratory will keep clear procedures that
determine who is qualified to perform a contract
review, while providing specific attention to this
authorization in the case of a multi-discipline
and/or multi-site laboratory.
7.2.1 The laboratory procedures

will cover the following

subjects:

7.2.1.1  The subjects that are to be
examined in a contract review.
7.2.1.2  The process of decision making
before accepting a work order.

7213

laboratory in the context of executing the

The assignment of powers in the

contract review, its maintenance and
managing of tracking for it.

The procedure will detail the requirements of
education / experience before giving this
authorization and will relate to the manner of

providing the authorization.

INID MVYITTN NPNINPNY NN YA
VPN MWD

IN TININN P2 DY DINDNP TUND ,WITM
DNMY XNDN NNIND 12D MPON WHNWY 100N
NYYNN 295 DYYON NN PTONY ¥ ,DYTT8N P2
TaYN

DTSN MY DY D2IPN NPT 000V NIND

09NN POV 7.2

1 DYIPN DI DN PPINN NTIVNON
709 MONMNN TIN, NN IPD Y89 OO
TPIINN 27 NT2YN I2YTH TWRD 1N INYIND
JPINN 27 NN

DINYID YONN NTAYNIN Y9N 7.2.1
$O'NaN

.INN PO PNIAD Wwv OORVDN 7.2.1.1
9 MLONNN NYaP POHIn 7.2.1.2

T2y MININ NOAP

NTIVNI NMPDNON NPON 7.2.1.3
INPRNN,NNIND IPO MINI DY IWPna

2D APYNN DN

DIV POIN/NIIVUNN MYOIT NN VI HNNN
IRYINN NPV 19IND DNNN I DIRYIN NN
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7214

conducting the contract review.

Response to subcontractors in

7.2.1.5 Periodical review of the activity
in the field for learning lessons.
7.2.1.6  Professional periodical review

of long term or large-scale contracts and
the degree of their suitability or the need
to update them.

7.2.1.7  The process of updating the

contract review in the organization inward,

in an engagement with the customer

including receiving of the customer’s

consent.

7.2.1.8 The procedures of a laboratory with a
flexible scope, in addition to what has been
stated in sections 7.2.1.1-7.2.1.7, shall detail how
it processes a request which is within the
boundaries of its flexible scope, but where the
activity has not been undertaken before (i.e. not
on the List). In such cases the Lab needs to
ensure the following:

7.2.1.8.1 It informs the customer that it will not
be able to issue a report/certificate under
accreditation until the activities have been
established and authorized within its system
under its flexible scope process

7.2.1.8.2 It informs the customer of the
appropriate implications (e.g. turnaround time,

price, etc).

NOMYA MYN MNLIPY Mmon»nn 7.2.1.4
NN PO

NYYIN DV ONMPN NPPY - 7.2.1.5
.DXNPY NPON TNNY OINN2

OV TONSPN TONNPN NPPO 7.2.1.6
NN P21 32N IN NNV ININ DN
.DNOTYA TNNN N ONOY NPRNNN

MIN NVIND PO NITY POIN 7.2.1.7
NP 595 MPON DI MIYPNNI ,NNN9
.MPYN DY NNnooNn

,¥O10) NINON 9PN DY MTAYN YoM 7.2.1.8
YON»NY,7.2.1.1-7.2.1.7 DHYDI 1NN G0N
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7.2.1.8.3 It has access to all necessary resources
and other means required for the completion of
the specific requested activity

7.2.1.8.4 1t has suitably qualified personnel for
the completion of the specific activity and its
validation or verification.

7.2.1.8.5 The necessary validation or verification
has been carried out.

7.2.1.8.6 Updating of the List is made only after
appropriate technical activities have been
properly performed as per the design and
implementation process and duly authorized by
the Lab.

7.2.1.8.7 All premises of the Lab involved

in the additional conformity assessment

activity have been previously declared to
ISRAC. Moreover, an additional

conformity assessment activity shall not be
included in the List if it involves new

premises of the Lab that have not been
previously assessed by ISRAC.

7.2.1.8.8 ISRAC or the CAB shall not imply in
any communication that holding a flexible scope
is an overt sign that it ismore competent than a
CAB holding a fixed scope.

7.2.8.1.9 Should the outcome of a validation
process of an activity concludes that CAB is not
capable of issuing valid reports/certificates, the
CAB shall inform the client that the CAB will
not be able to issue accredited reports/certificates
and the reasons for this.7.2.1.9 The

organization's contract review procedure shall
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include confirmation that the client’s need s and
wishes regarding opinion and interpretation have
been understood with respect to whether the
statement is within the laboratory’s accredited
scope, that the client has understood and
accepted the implications of such statement, that
the laboratory has the necessary professional
personnel authorized to make such statement,
and that any legal requirements are understood
and can be complied with.
7.3 Contract review sections — test
laboratories and medical

laboratories

The requirements and guidelines of ISRAC are
relevant to issues that the accredited laboratory
must finalize with the customer. The

requirements for medical laboratories are

marked:

7.3.1 Is the customer interested in
receiving results of accredited tests?
Note: Receipt of a certificate with

ISRAC s logo constitutes evidence that the
test has been performed within the
accreditation.

Certificates without ISRAC'’s logo or do not
include an explicit statement that the tests
specified in the certificate are performed
under accreditation, are not defined as the
results of tests under the accreditation and
are not under the accreditation or ISRAC s

supervision of the laboratory.
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7.3.2
delivering the item for testing at the

Is the customer interested in

accredited laboratory or must the service

be provided at the customer’s site?

Note: Sometimes, accredited laboratories have a
separate degree of accreditation for a test at the
reference site, i.e. in a laboratory, and at a
temporary site, i.e. the customer’s premises.
Sometimes there is a difference in what the
laboratory can perform in its permanent
premises and the temporary sites in terms of
uncertainty and range.

7.3.3

requirements (such as meeting of

What are the customer’s

regulatory requirements)?

7.3.4 What is the item to be tested?
7.35 What is the testing method,
what is the reference document for
performing the test?

7.351
detail the method, it is possible to base on

When the customer does not

the laboratory’s procedure.
7.35.2

requested precision and the required

The laboratory will relate to the

detection limit. The customer must be
informed of and consent to the selected
method.
7.35.3

method that is unsuitable or antiquated, the

When the customer has chosen a

laboratory will inform it of this.
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7.3.5.4 When it is necessary to use non-
standard methods, they will be negotiated
with the customer.
Note: An accredited laboratory may test
according to a standard, according to the
customer’s requirements or according to the
laboratory procedure that is based on various
technical documents. The customer can make
sure why the laboratory has been accredited in
the accreditation scope document that is
published on ISRAC’s website.
7.3.5.5 The laboratory’s representative
will check with the customer
whether he is aware of the

uncertainty of the test.

7.3.5.6 When a customer asks for a
declaration for the test results for a
specification or standard, decision-making
rules must be clearly defined. If the
requirements of a specification or standard
are not defined, decision rules that have
been chosen must be negotiated with the

customer.

Even in cases in which the laboratory
establishes conformance to a specification,
the tolerance for considering the
uncertainty of measurement and the risk
level is known, the contract review must

describe a decision-making rule.
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7.3.6 A check must be made with the
customer as to which party is responsible
for sampling.

7.3.6.1  When the sampling is done by
the laboratory, the sampling plan and its
statistical will be examined with the
customer. The representative of the
laboratory will receive all the information
that he must know in order for the final
result to be significant and representative
of the aggregate upon bringing the tested
sample. In addition, the laboratory will
state the information details that the
customer must report to the laboratory on
the matter of the sample that is being
brought to the laboratory, the manner of
sampling, handling conditions, sampling
plan, etc. The laboratory will state whether
it is accredited for sampling.

7.3.6.2  When the sampling is conducted
by the customer, the laboratory has the
duty of explaining to the customer how
this will be clearly stated in the test
certificate. In addition, the laboratory will
explain to the customer what are the
factors, in sampling and handling of the
sample, which are critical to the quality of
the result.

At least the following factors should be

considered:
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7.3.6.2.1  The manner of sampling
(avoidance of contamination of the sample
when it is taken, etc.).

What the most suitable storage tool for
the sample is.

7.3.6.2.2  The need for fixation of the
sample (when applicable).

7.3.6.2.3  What the storage and
handling conditions suitable for the sample
are, so that the sample composition will
not change, for example: evaporation,
proliferation of bacteria, temperature,
photosensitivity, degradation, adsorption
to the vessel.

7.3.7 The limits of the method, the
laboratory will discuss the detection limit
and the quantification limit required by the
customer and/or the standard.

7.3.8 The laboratory must explain to
the customer the restrictions of the method
(stemming from sensitivity, selectivity,
linearity, etc.).

7.3.9 It will be agreed whether the
customer is interested in receiving
interpretation and an opinion in addition to
the results of the test and whether the

laboratory is authorized to do so.

The contract review shall establish the
decisions for which the opinion and
interpretation are required, and the
intended use of the opinion (internal use,

evidence in court etc.). The contract
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review shall establish the extent to which a
statement of opinions and interpretations
will be based on test results compared to
information drawn from other sources,
such as tests which are not covered by the
laboratory’s scope of accreditation, or on
externally supplied data, documentary
research precedent or previous experience
and information. The contract review shall
examine the validity of such information.
Care should be exercised in such case,
since it is possible that opinions and
interpretations based on such sources,
although being within the professional
capacity of the laboratory experts, may fall
outside the scope covered by their

accreditation.

In situations where the laboratory is reporting
results of statistical calculations which have been
based on assumptions, the contract review shall
ensure that the client is aware of, and accepts, the
basis for the calculations

7.3.10  Does the customer consent to
subcontracting for performing the tests?

Does the customer have subcontracting
requirements? Is the subcontractor

accredited by ISRAC to conduct the tests

that are being forwarded to it, and will the

test certificate bear ISRAC’s logo and will

it be under the accreditation? The

laboratory will negotiate with the customer

whether it will receive the test certificate
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directly from the subcontractor or whether
the subcontractor’s test certificate will be
attached to the laboratory’s certificate, so
that the results will be copied to the test
certificate of the laboratory ordering its
services, with an indication and
identification of the tests that were
subcontracted.

7.3.11  What is the schedule for
performing the tests and receiving the
results?
7.3.12
certificate.
7.3.13

contact people and explain in the contract

The content of the test

The laboratory must establish

review that any variation from the
agreement (by either side) requires
notifying the counterparty. At the time of
the contract review, an updating
mechanism must be established.

7.4 Contract review — calibration

laboratories

74.1

receiving the results of the calibration

Is the customer interested in

within the certification?

Note: The receipt of a certificate with ISRAC’s
logo or explicitly state that the calibrations
included in the report are under accreditation,
constitute evidence that calibration was
performed within the framework of the

accreditation. Certificates without ISRAC'’s logo
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are not under the accreditation or ISRAC’s
supervision of the laboratory.

7.4.1.1 The organization will include

the following clarification in the contract
review:

The receipt of a certificate with ISRAC’s logo or
explicitly state that the calibrations included in
the report are under accreditation constitutes
evidence that the calibration has been done
within the accreditation.

Certificates without ISRAC’s logo are not under
the accreditation or ISRAC’s supervision of the
laboratory.

7.4.2 Is the customer interested in

delivering the item for calibration at the
accredited laboratory or is the calibration

service required to be provided at the

customer’s premises?

Note: The calibration laboratories have a
separate degree of accreditation for calibration
at the reference site, i.e. in a laboratory, and at a
temporary site, i.e. the customer’s premises.
These accreditation degrees may differ.

7.4.3

requirements (such as technical

Giving the customer’s

requirements or compliance with the

requirements of regulation).

7.4.4 What is the item to be
calibrated?
745 What is the calibration method,

what is the reference document for

performing the calibration?
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7.45.1
detail the method, it is possible to base on

When the customer does not

the laboratory’s procedure. The customer
must be informed of the method that has
been selected.

7.45.2

method that is unsuitable or antiquated, the

When the customer has chosen a

laboratory will inform the customer of this
within a contract review.
7.45.3

standard methods, they will be negotiated

When it is necessary to use non-

with the customer within a contract

review.

Note: An accredited calibration laboratory may
calibrate according to a standard, according to
the customer’s requirements or according to the
laboratory procedure that is based on various
technical documents.

7.4.6

calibrated and the calibration points?

What are the parameters to be

The parameters for calibration and the sequence
of calibration points will be negotiated with the
customer within a contract review.

Note: The calibrations of different laboratories
may contain different calibration points. The
customer is responsible for determining the
sequence of the calibration points that is
appropriate for the intended use of the calibrated
device. The customer will consider and
determine the suitability of the calibrating
laboratory’s offer to the required calibration

point sequence. The calibrating laboratory may
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T2VRN DI YY DOIANND 1NN ,NVIVN
NOOVYN MTIN YTPH NPND 2N MIPYHN

INDY

NPRY NVOVWA NI MPON IWND  7.4.5.2
T2 5Y WTIN NTAYNN , NIV IX NNIRNN
N PO NNONI MPYY

MYV YNRNYND TNS W IWURD  7.4.5.3
MPON DY MINDN 1N ,NMPN N

N PO NNONMI

5995 115125 1200 510 N7V W0
SV 57710 295 IN NP0 MW7 295 )75 295
D2 D290 D2900P 5Y DODIAY TN 71TIVOIT

7.4.6
155N
0Y 199102 D191 MTIPI G871 H1OYH DMVNIN

.IMN PO NNONI MPON

MTIPN 5130 BDMVNIIN DN

TNV MTIVY SV 51077 257V )917° W
NIPI71 NPINNI .IINY I12 MTIZI MI91D
VIDIVS ONINT 51071 T2 987 N 395

TIN YA22) D)2 MP571 .5210077 PYIna TYPOIT
INTNZI 9XI5 1533077 71 TIVOIT YN TN
DINIINIZ 719122 NI22077 71TV W T I1I77
NPT DN NIZS71 MW ITE 51271 T T2) NN
15D 9227713 107 MW

DYPMYN INY 95 .QA-1 MNIVYN NPNRN PV ISRAC 2wNND Y DINNNIN NIN DN N THDN KW DTN DM IVINDD DPNIVD
20255812 19-2 DATIN . T292 1DATIN 12 DYY 9PIN DN DAIPII 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 May 19, 2025




91991 NPYT2 MTAYNN DIPN IN DITIN , MY NMINTN 2P

Website: Yes Service orders, Tenders or Contracts from Testing and
Calibration Laboratories
14 pivabiphiv)a 1-000008 : 1901 5N 30 TN 24 19010 97

Version number 14

Procedure number 1-000008

Page 24 of 30

adapt the calibration points to the customer’s
requirements if the required points are in the
scope of the accreditation.

7.4.7
of the calibration?

What is the uncertainty required

The calibration laboratories are required to
provide the uncertainty values with all
calibration results.

The calibration laboratories are accredited for the
optimal uncertainty values (CMC — calibration
measurement capability).

The uncertainty that will be provided to the
customer will never be better, i.e. lower, than the
optimal uncertainty, the relevant CMC.

Note: The giving of uncertainty values greater
than the optimal uncertainty is not to be
considered as providing poor service. Optimal
uncertainty is not always required.

7.4.8

adjustment of the device, when relevant?

Is the customer interested in

When a calibrated device is adjusted, accredited
calibration laboratories are required to calibrate
before and after adjustment. The relevant
calibration certificate will include two sets of
results.

Note: It is important for the customer to know
whether adjustment has been done and what the
state of the instrument was before the
adjustment. This information is evidence that the
instrument worked or did not work properly

before providing the calibration service.
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This information is vital for determining
calibration intervals.

7.4.9
conformity of the calibration results to the

Is the laboratory asked to check the

required specification? What are the required
specifications?When a client requests a
conformity statement, the decision rules shall be
clearly defined. In case that the requirements of
the specification or standard are not defined, the
chosen decision rules must be agreed with the

client. See also procedure 1-661002.

7.49.1
laboratory establishes conformance to a

Even in cases in which the

specification, the tolerance for considering
the uncertainty of measurement and the

risk level is known, the contract review
must describe a decision rule. A

calibration laboratory may determine the
conformance of the calibration

requirements to the tolerance specification
according to the guidelines in procedure
No.: 1-611012, requirements for
organizations accredited for calibration.
Note: The laboratory may negotiate with the
customer the tolerance specification from
different sources such as: a standard,
manufacturer’s specification, customer’s
specification, the laboratory’s procedure.
Different calibration laboratories may offer
customers different tolerance specifications.
When relevant, the laboratory can clarify and

state the location of the calibration results
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relevant to the tolerance limits and emphasize
that it is not possible to determine the
conformance or non-conformance to the
specification while considering the uncertainty of
the calibration.

7.4.10

receiving the recommendation of the

Is the customer interested in

laboratory as to the next calibration date?

A laboratory must explain to the customer that it
is a recommendation only and that the
responsibility for establishing the calibration
intervals is assumed by the customer.

A test certificate of an accredited calibration
laboratory will not contain any recommendation
on recalibration intervals, unless negotiated with
the customer.

7.4.10.1 An accredited calibration

laboratory is required to base its
recommendation to the customer for

calibration intervals on well-established
information that is available to it, such as:
historical information on the calibrated
instrument that has been accrued at a
calibration laboratory, information bases

on similar instruments, recommendations

of equipment manufacturers, the expected
degree of use of the calibrated instrument,

the expected environmental impact, etc.
7.4.10.2 The laboratory will form its
recommendations for the calibration

intervals for the customer’s item in

accordance with the requirements of
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ISRAC in procedure No. 1-661002 "The

policy of ISRAC for metrological

traceability, uncertainty in in measurement

and reporting of specification

conformance" Section 7.8.

Note: The recommendation of the calibration
specification for the next calibration date does
not bind the customer. On the other hand, the
customer that determines calibration dates in a
non-prudent manner may at the time of execution
of the calibration discover deviations that cast
doubts as to the correctness of the results
received before the calibration.

7.4.11

subcontracting of calibrations, when

Does the customer consent to

relevant? Does the customer have
subcontracting requirements?

Note: The accredited laboratory must act in
accordance with the supervision agreement and
the guidelines of ISRAC on the subject that are
published in ISRAC s bulletin and in its
authority.
7.4.12
performing the calibrations?
7.4.13

in accredited calibration certificate that

What is the schedule for

The laboratory will not include

and in the calibration certificates relevant
to these certificates the declarations:
“Serviceable”, “Restricted”,
“Unserviceable”, etc.

7.4.14

full or abridged certificate?

Is the customer interested in a
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According to ISO/EIC 17025, the certificate in
abridged format is possible if there is a written
understanding of this with the customer.

7.4.15

calibration label?

Is the customer interested in a

A calibration label that a calibration laboratory
provides, which is relevant to a calibration
certificate bearing ISRAC’s logo, will not
contain any information item that is not included
in the test certificate.

7.5 The contract and its update

The accreditation standards referred to in this
standard require that the laboratory inform the
customer of any deviation from the contract.
constractions laboratory has a duty to report to
the local committees according to the law.

If it is necessary to update the contract after the
work starts, the laboratory will repeat the same
contract process review and will notify all
relevant parties of the update.

7.6 Records

The standards ISO/IEC 17025 and 1SO 15189
state that review records must be kept, including
any significant change in them, and that records
of relevant talks with the customer related to the
requirements of the customer or the results of
work for the customer in the contract execution
period must also be kept.

The contract review will be made out in writing

and will be kept in the laboratory.
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The laboratory is allowed to forward a copy of
the contract review to the customer or make sure
that the customer is aware of any deviation from
its requirements and/or of the ability of the
laboratory to provide the full requested service in
the manner required.

The laboratory will document and keep records
of relevant talks with the customer, including
talks in which it discusses the contract review
with it and any deviation from its requirements.
The information from the contract review and all
attendant issues will be forwarded to the testing
parties.

7.7. International Standards Reference

A laboratory accredited to ISO/IEC 17025 can
include the following statement on its
reports/certificates: “This laboratory is accredited
in accordance with the recognised International
Standard ISO/IEC 17025. This accreditation
demonstrates technical competence for a defined
scope and the operation of a laboratory quality
management system (refer to joint ISO-ILAC-
IAF Communiqué dated April 2017)”.

The laboratory must provide access to the Joint
ISO-ILAC-IAF Communiqué (e.g., via a
website) to its customers.

Medical testing laboratories accredited to 1ISO
15189 and inspection bodies accredited to
ISO/IEC 17020 may use equivalent statements,
referencing their respective standards and
Communiqués (dated January 2015 and
September 2013).
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8.0 Documentation ™D 8.0

Not applicable. DOV XD

o'oYy 9.0

9.0 Appendices
DWW ND

Not applicable.
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