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1.0 INTRODUCTION N2 1.0 0n3 0%5)

This procedure is a reference
procedure to all the documents of
the Israel Laboratory Accreditation

Authority (hereinafter “ISRAC”).

2.0 PURPOSE

The purpose of the procedure is to
facilitate ISRAC procedures to any
reader, to understand the meaning
of terms written in ISRAC

documents.

3.0
This procedure shall include all

definitions used in ISRAC

SCOPE

documents.

4.0 APPLICABLE
DOCUMENTS
Not Applicable.

5.0 DEFINITIONS
Not Applicable.

6.0 RESPONSIBILTY

The Quality Manager is responsible
for updating this procedure with all
the definitions used in ISRAC

documents.
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7.0 METHOD nown 7.0

The following is a list of definitions
of key terms (in Hebrew
alphabetical order). Definitions of
additional terms used in the
procedure can be found in the
procedures listed in Applicable

Documents.

7.1 Periodical Fee

The fee is collected after an initial
accreditation or re-assessment audit,
for routine activities.

Note: The annual fee is calculated
as 12% of the overall cost of the
organization’s accreditation, which
is calculated based on its scope of
accreditation at the date of
issuance. At the end of a re-
assessment, an invoice shall be
issued for the following two years
(i.e. "Periodical Fee" or "bi-annual
fee").

7.2 Document Review Fee

Fee paid for the review of the
document "presenting the
organization" (procedure number 1-
611003) including a meeting, up to
3 hours, with the relevant Head of

Division.

99) NN SNNND DY MITHN NIV D
DD ONNN HY NITHIN (AKX ITD
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7.3 Impartiality

Presence of objectivity.

Note: Objectivity means that
conflicts of interest do not exist, or
are resolved so as not to adversely
influence subsequent activities of
the body.

Other terms that are useful in
conveying the element of
impartiality include

EE S

“independence”, ‘freedom from

conflict of interests”, “‘freedom
from bias”, “lack of prejudice”,

» o«

“neutrality”,

FE T

airness”, “open-

EIYs

mindedness” “even-handedness”,

“detachment”, “balance”.

7.4 Verification

Confirmation of truthfulness
through the provision of objective
evidence that specified requirements
have been fulfilled EXAMPLE 1
Confirmation that a given reference
material as claimed is homogeneous
for the value representing quantity
and the measurement procedure
concerned, down to a measurement
portion having a mass of 10 mg.
EXAMPLE 2 Confirmation that
performance properties or legal
requirements of a measuring system

are achieved.

oM NIVNOIN 7.3
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EXAMPLE 3 Confirmation that a
target measurement uncertainty can

be met.
JONT) ONI JUNNTE 2, TN 295 - 7177

STVONNTD IS WY D977 . T TN

IN DNV W00, TT0 7571, 120
TIPIWY ISV IV T.TTO NIWH

L )IX 50990 DIPIITNIY ,TIONTE 1S
=3 7T 200 FPNZII00I ININ

Note: When applicable,
measurement uncertainty should be
taken into consideration. The item
may be, for example, a process,
measurement procedure, material,
compound, or measuring system.
Y2 2555 1983 IONNTT 71973, VIML
The specified requirements may be,
TIVOIN TN NPT IN /) POIO) 7275
P25 NN P2 53535 PN .TITO oW

JIIN NI TIN5 N9 .91

or example, that a manufacturer's
p

specifications are met.

Verification in legal metrology, as
defined in VIML, and in conformity

assessment in general, pertains to

IN 27077 9N S AT TINON ,i1P0093
IN 7DV DY NINITI WNT 977
TNY9 IN T NN S 11909077

the examination and marking and/or
issuing of a verification certificate
for a measuring system. Verification
should not be confused with
calibration. Not every verification is
a validation.

In chemistry, verification of the
identity of the entity involved, or of
activity, requires a description of
the structure or properties of that

entity or activity.
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7.5 Organization
(Conformity assessment body

- CAB)

An organization that assesses
conformity to specified
requirements for a product/service.
Any organization performing one or
more of the following conformity
assessment activities: testing,
calibration, inspection, certification
of management systems, persons,
products, processes and services,
provision of proficiency testing,
production of reference materials,
validation and verification. that can
be the object of accreditation.
Note: Whenever the term
“conformity assessment body” is
used in the text, it applies to both
the applicant and accredited
conformity assessment bodies,

unless otherwise specified.

7.6 Organization in a

recognition status

An organization is considered "in
recognition” after having paid the
documents review fee.

7.7 Organization in Process
An organization is defined as “in the
process” only after it has signed the

form “request for accreditation” and

(F1MINN NP M) MR 7.5

/ DYVI9NY NIDINN NIIYN YNNG
MPYUAKIN MY TMITIN MYT

N DI 1PNY NNINNN NPT YSIND 90
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,DXMIPYI DIONN , 07N, DIVIN
,OIN »ININ N NNNPN MNININ NPION
NNN YNINND MDD WYX, MNIYRY NN
Na)alvlal

NI WY UM 1AV DI 593 71V
171 D221 NPT, IININT 1977 90

L, TOOW TIVINT NI 90D )77 710195
JTINN PI8D ON NIN

mMY*NAMIN 7.6

.DYNDN NPYTA NN OPPVY INND NN

oM MR 7.7
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MOYN 50% SV NNTPN B NN
NakJalviply
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has paid an advance payment of
50% of the accreditation fee.

7.8 Recognized testing
facility (see also:
Approved/Recognized
Assessment Body)

Testing facility that received the
recognition of ISRAC for its
competence to perform tests
regarding the effectiveness and
safety of products according to the
principles of OECD-GLP.

7.9 Accredited Conformity
Assessment Body

A CAB which has been accredited
by ISRAC or an accreditation body
(AB) which has signed a Mutual
Recognition Agreement of
accreditation bodies with ISRAC.
Refers to a CAB operating
according to the requirements of
ISO/IEC 17020 and/or ISO/IEC
17025 standards and is accredited
by ISRAC.

7.10 Multi-Site Organization
Organization that performed
activities in some sites and has one
Quality Manager, one Quality
Manual and the same technical
procedures (Standard Operation

procedures - S.O.P) for similar tests.

IN 9999 99 10X AN M MIN 7.8
(YvInn

N212H MYIN NION NN APV NN
MPPT2 YD DV TONNPNN MPYID
MNIPY 29 DY OININD MNPV MDY
.OECD-GLP

720M MIN - 7.9

N OVYIN MYIN MY THRDIN TWUR )
NYTTNN NI9NN DODN DY DINN NINONN
DNNNA DN JNIN .MYIN DY NINOND

ISO WA ISO/IEC 17025 ypn mwdTo
T DY 70 ISO/IEC 17020 W™/ 15189
N

MHON 29 IR 7.10

DINN 190N NNV NYXINN 12NN
511 0P : DNIPIVIPN YY MY TUN)
MP>T29) , TN MPN PITH TR MDON
DO DONINPN DM W MM
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7.11 Site/Branch (designated
by P in scope)

A permanent or temporary place, or
a stationary or mobile facility, at or
from which the organization
performs conformity assessment
activities forming part of its scope
of accreditation, starting from
sampling to final issuance of a
report or certificate and / or quality
system activities.

Note: A place is a premise, branch,
annex, sub-annex, base, etc. A
facility is a system of items
including all means required for
performing the relevant activities
7.12 Temporary Site
Including Field Laboratory
(designated by T in scope)

A site established under the
responsibility of an accredited
permanent site. All activities
performed at a temporary site are
the responsibility of the permanent
site. An outdoors work is also
considered to be a temporary site.
Temporary site including field
laboratory will be a site that
working for special project and the
activity will be defined in time (up

to 2 years).

(P92 P-5 1919n) 920/90N 7.11

T IN NI JPNN IN NNTIN VIAP OIPNH
,IPYT2 MDY PNIND YNIN NN IN 1Y
MDY .NONONN G711 PYN NONWY

NN ,MPYIN Y5 IN PoN NPNY 1K

IN NYT NIRNIN 2DV TYY DTN 29WN
.MM NN MDY INA NTIVN
0,75, 920,980 N7 D20 : i1
SV N2 X )N T 0203, 0o
DPW)1777 DIYSONT 52 NN 1521977 D209
IINNNOT W07 X225

ATV MTaYN MY 2t NN 7.12
(P9 T -5 )1m01n)

STA0M VAP INX NPINKL OPIND INN
N MNT NN NYXIANN MDY DD
NLWYA NTIAY D) MIAPN INND NPINKI
M299 %101 INN OINT INNI NTIAY NN
TNXO O AWN NN N NTY NTIVN
NAINP IMDOY) YRV VP 7 MDY
(D»MVY TY) 32
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2-614002
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Note: Calibration performed by the
calibration laboratory at the
customer site, is calibration at a

temporary site.

51571 DTV 2T SV YXIINT S - 7177
IO N 510 971 NIPIT AN

7.13 Mobile Site (designated (N9©a M -5 12991) 1 9NN 7.13 | 2-614002
by M in scope) 59197 YRR I HY2 INN NID T NN

A mobile site is a site with mobile YINNY NEPT 27 1N TIRNKY NPA

ability that works as an autonomy /23 /NTTNN TN RN 12 MPOD

unit, such as a vehicle visiting .N»Na

clients' premises and equipped with

measuring/ calibration/ inspection

equipment,

7.14 Main Site UNI N 7.14 | 2-614002
Also called main/reference site and Y2 AN NN, DINM/ANIAP INN DI NP

is the site where the main activity is AVNI YIPI N TPIIINN MPYON NYNIIN

performed or set as the CAB's NIND
headquarters.

7.15 Test npr1a 7.15| 2-623001
Determination of one or more NIV 5V TN 190N N ANON YW NP
characteristics of an object of 571379 5y, MNNA NN

conformity assessment, according to

a procedure.

7.16 Independent Tests MNoN snba MPrTa 7.16 | 1-000019

Tests conducted in a manner that
ensures genuine variation and
reflects the laboratory's routine
workflow. Principles that may assist
in establishing independent tests:
e Temporal separation: The
tests were not performed in
immediate succession at the

same time.

NNV NPV JPINI MYXIANN MP>T2
SV NTIAYN NNY NN AN THIINN
NYIAPA IMNYY DMWY MINIPY .NTIVNHN
:IMYN NYa MpPrTa
WD ND MPITIAN DA NTI9N @
TPIYN MINK NNNX TN 872
A0 MINA
NPTADI s PYINNNYII NN e
TONNN 25V YD NN 5IYOY NN
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e Execution of the entire
process: Each test must
encompass all stages of the
process from start to
finish—including intake,
preparation, processing,
generation of results, and
measurement.

e Variation in influencing
factors (subject to
availability): Natural
laboratory variability, such
as different calibration
cycles, the use of different
reagent/consumable lots,
and/or the involvement of
different analysts/testers
qualified for the method.

7.17 Inter laboratory
Comparison

Organization, performance and
evaluation of measurements or tests
on the same or similar items by two
or more laboratories in accordance

with predetermined conditions.

7.18 Proficiency Testing (PT)
Evaluation of participant
performance against pre-established
criteria by means of interlaboratory

comparisons.

Y29V 5915 — 1IN0 T INNNN
NPIN , MY ,MON ,NVOP
NaREaa)

’9Y) NYAUN MMM PPN e
OV 1PYIL NV (MM
Y DMV D220 : D ,NTAVHN
oV NV (Lots) N1Na vinow 5o
IN/Y DYDONN DINN/DYVNN
DYPTV/ORPIVIIIN DY MMV
VWD DNOINY DNV

nPNTAYN-Pa Mprra 7.17

MPYTIN MTTI OW NI WX JNIN
IN NYTAYN SNV OOT DY DOVIIY DMIN DY
LUNIND DTN DININY NNNNNA INY

(PT) mnyn mpr1a 7.18

THD GNNWN DO HY DWINL NOIYN
DV DOYNNNI UNRIND DITHN DIPIVP
PNTAYN-PA INNYN

1-681001

1-681001
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7.19 Intra Laboratory Testing
Within laboratory Control Testing
Program.

7.20 Rare Tests

The frequency of performance may
affect the laboratory's competence
and capability to perform a test
(and/or calibration and/or
surveillance activity). Naturally,
tests that are performed daily are
different than a test that is
performed once a year.
Accordingly, ISRAC has
determined that method verification
is required for the rarely performed
test each time the test is performed.
Another possibility is the
performance of independent testing,
initiated to save one skill for a given
period (the period could be an
accreditation cycle). The nature of
the verification will be determined
by the use of the results.

These requirements shall be
specified in the organization's policy
statement and in the specific SOPs.
The organization must submit
references to support the definition
of "low frequency" for each test,
and specify how personnel
competence in the performance of

the test is maintained.
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7.21 Inspection

Examination of an object of
conformity assessment and
determination of its conformity with
detailed requirements or, on the
basis of professional judgement,

with general requirements.

nyYna 7.21

NYIAPYI MNINNN NN NIWI NYN2
D02 5y ,IN ML MYIITY INNNRNN
555 MUWITY PNISPN NYT NPV

7.22 Assessor P13 7.22 | 2-623001
Person assigned by an AB to 125 815 N90DA 9 > By Mmw o | 220001
perform, alone or as part of an GN 5Y PTIN ,PTIN AN PIND N
assessment team, an assessment of a YORN TIWNN

CAB.

7.23 Inspector Ypan pma 7.23 | 1-200000
A person who performs the test VPRI PN NPT P70 Y¥INN DTN

facility inspections and study audits HNIW HY TN MV DYON PN

on behalf of the Israel National .GCLP 7720 % GLP oynma

Good Laboratory Practice

Monitoring Authority (IL-GLP-

MA) or a GCLP inspection.

7.24 Team Leader 22m pha 7.24 | 2-623001
Assessor is given the overall 2-520001

responsibility for the management
of an assessment.

An assessor appointed to manage
the assessment/audit. He is a
member of the assessment team,
who prepares the assessment plan,
leads the assessment team, inspects
the CAB’s quality management
system, makes decisions regarding
the performance of the assessment,

presents the assessment team before
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the CAB’s management, in charge
of non-conformities’ classification,
and supervises the preparation and
submission of the assessment report.
For accreditation assessment it is
custom to appoint an ISRAC Team
Leader, usually Head of Division.
7.25 Technical Assessor

A technical expert who has
completed a all qualification
requirements according to
procedure number 2-520001. A
member of the assessment/audit
team who performs the assessment
of the technical capability of the
CAB regarding specific fields
within the scope of accreditation
according to a signed assessor/
advisor form.

7.26 Technical-Lead Assessor
Certified Technical Assessor, who
is also qualified to perform opening
and wrap-up meetings for technical
assessments, like extensions.

Note: A technical-lead assessor is
not qualified to fill the requirements
of the team leader in regard to

managing an assessment team.

7.27 Artificial Intelligence (AI)

When using the term Al system, we

are refereeing to an engineered

TNXN 21 PTIA MINY ¥ NONON PTIND
SPRN YN 2D, MYIN
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TRODI N D>NN-SNIPN P NIVD
VPN 992 521N PTIaN MAIN NN NOND
.DXPTIA INN D

MANIN N 7.27

1122 NOIYN NN DIVHNVYN TUND
NS ©ONMNN VN ,NPMOININ
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system that generates outputs such as
content, forecasts, recommendations
or decisions for a given set of
human-defined objectives.

The engineered system can use
various techniques and approaches
related to artificial intelligence to
develop a model to represent data,
knowledge, processes, etc. which

can be used to conduct tasks.

7.28 Interested party

Person or organization with a direct
or indirect interest in accreditation
Note: Direct interest refers to the
interest of those who undergo
accreditation; indirect interest
refers to the interests of those who
use or rely on accredited conformity
assessment bodies.

Interested parties can include the
AB, CABs, their associations and
their clients, industry services, trade
associations, scheme owners,
governmental regulatory bodies or
other governmental services, or
non-governmental organizations,

including consumer organizations.

7.29 Raw data Audit
A comparison of raw data and

associated records with the interim

or final report in order to determine
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in the inspection whether the raw
data have been accurately reported,
to determine whether testing was
carried out in accordance with the
study plan and Standard Operating
Procedures, to obtain additional
information not provided in the
report, and to establish whether
practices were employed in the
development of data that would
impair their validity.

This assessment activity is also
relevant for accreditation/extension
assessments when reviewing

method validation files.

7.30 Control limits

The range limits that include all
95% of the results (2 standard
deviations). These limits are also

named warning limits.

7.31 Action limits

The range limits which include
99.7% of the results (+3 standard
deviations). Any results lying
outside these limits, requires an

immediate corrective action.

7.32 Examining or Inspection
body (see also Organization)
A body which performs one of the

following activities and can be
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YN PYND T ,000NN NNONY DRNNA
MM ON VAP ,N7ITA NIN NOY GO
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NI M212) DY DNON NON M (PN

DI Mmnay 7.31

OMPNNN 99.7% 99110 NNV M)

NN IR RN (PN NPLVO + 3)
NVYPIA NTAYHN NN NNN ,NON MNAND
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subject to accreditation: Sampling,
testing, calibration, inspection, and
evaluation and giving an opinion

based on testing.

7.33 Accreditation body (AB)
Authoritative body that performs

accreditation

7.34 Certification body

A body that performs certification.

MY DTN 5P ,NPNA/NPITI ,IONT
D02 Yy NYT NN YNV NN ,NTYNN
Mp>1a

nanoN 9N 7.33

.N2N0N YXIND DIYNN 9N

190N 9 7.34

DTYND OOMPY YIINN 9N

7.35 Approved/ Recognized GUINND IN 99 9 7.35 | 2-650001
Assessment Body DN MM MK Sap Awn pra gy | 2001001
A CAB which has been SNOWNNN NN T DY ,MPN N
approved/acknowledged by law or .DYNNNN

regulation by the corresponding

government Supervisor.

7.36 Accredited Conformity T0m 9 7.36 | 2-650001
Assessment Body 2-651001
A CAB which has been accredited QNN MYINN NIHPON SDPY P72 9N

by ISRAC or an AB which has 5¢ MPTTN N9 DN YY DINNN NINON

signed a Mutual Recognition VAN 0Y ,N5N0N 9
Agreement of accreditation bodies

with ISRAC.

7.37 Colleague Accreditation MNIY TNRON Y 7.37 | 2-000001

Body

Foreign AB (Outside the borders of
Israel) and /or Regularity authorities
(Israeli governmental authority or
/or  Professional

foreign) and

organization (a recognized

NOTH MY XINN) I3 NINON NN
MVYAI) NPV NIV INA (DN
PN INANITIN TPORIY PNVOY

EFIL, ym5 0INN2a 10m y0IN) wWspn
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organization, like  EFI)  that ™MwIN DY N9Wa Nrwa dvan (ISTA
cooperates with ISRAC in the P2 9N Nonond
accreditation of CAB.
7.38 Root Cause YUY oM 7.38| 2-623001

YNV DN .NINK NNRND OXIN DY NPN
ND NN NDI0AN NDON INNN

The origin of a deficiency or other

non-conformance. Root cause is the

most basic reason for the deviation's ORI
occurrence.
7.39 Sampling ow 7.39 | 1-000006

DN DN IN DMIIIN GOIN N/ NN
NVONNN NN NIWID

NYIND PLDLVLD NNNPN TINN DINT
TMIMNN IUR NMITTIA NN DV NN
NIV NI ODITOIND YY YN 200D
VN

TNY M9 PNTNOVI AYNI DINTN
INANYONNPN PTAND NVITIN

A selection and/or collection of
material or data regarding an object
of conformity assessment.
Sampling requires statistical skills
pertaining to the selection of
individual observations which
should yield information on the
population that is the subject matter.
Sampling is considered as a
technology in itself an independent
professional assessment required.

The sampling process will consist of : DYNIN DXAOWNN 237 DINTN TOIN

the following stages:

- Setting the population NONY MIOYINN NN -
that is the subject 3N Nww)
matter.

- Setting the sampling frame, , DTN NNVON NIHN -
a group of items or events DOYPN IN DOV NNIIAP

that can be measured. R ARVAPR LY
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- Sampling method definition
of a group of items or events
(what  tools  samplers,

preparations to carry out
sampling activities such as
preparation of absorption
solution, is required to fix
the sample, how to transport
the specimen, and the like).

7.40 Reporting of Results (e.g.

test report or certificate,

calibration report or
certificate, sampling report)

For the purpose of the international

standard dealing with the

competence of laboratories, test
reports and calibration certificates
are sometimes called test certificates
and calibration reports, respectively.

It should be clarified that this is

only a semantic difference.

7.41 Accreditation

Requirements

Instructions that define the criteria

the CAB must meet in order to be

accredited by ISRAC.

Accreditation requirements consist

of the instructions of the technical

standards, ISRAC requirements and
special guidelines that define them.

These requirements are published in

the document presenting ISRAC
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N9NvN MYH1 7.41
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and the accreditation process
(document number 1-611002E) and
in ISRAC procedures and Guiding
documents regarding bodies
performing certification, inspection

and other activities.

7.42 Decision

Conclusion, based on the results of
review, that fulfilment of specified
requirements has or has not been

demonstrated.

7.43 Annual assessment plan

The number of the Assessors
working days taken from the

organization's accreditation scope.

7.44 Scope of accreditation

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

7.45 Flexible scope of
accreditation (Type C)

Scope of accreditation expressed to
allow conformity assessment bodies
to make changes in methodology
and other parameters in accredited
testing without the involvement of
the AB.

Accreditation scope that allows the
laboratory to adapt accredited

methods for testing of new matrices,

D91 MPY9 29N ,NTYNN NPT >aNY
.DMNX

noonn 7.42

¥, NP NINSIN DY NODIDN MPON
2NN NI INISIN MIPI MYT NN

YMIY 0YP7an 9900 7.43

N9NDNN 9P>NN OMINN P11 2D 190N
NN SV

NN 990N 7.44

YD NPIINAD MNINN NN MDY
.11990N NN IN NYPIN

(C »on) vIiny Nanon 9mn 7.45

NIIVN Y9N IWARNT NINON 9PN
NDITIND DMV YSIY NIONN
NNNY NPYT2 MYLIYI DINN DIVNINTY
.19P0NN 91 MANYN KOO NONDN

NN DXRNNY NTIYND IWIANN NONON 9PN
,YTN DPI0VN NPYTAY NONDINN NVIVN
DYVDIND 2591 NANINY N
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or for extending the PYINI YINOWY IN ,DINNIN/OIINN

identified/quantified analytes, or for | 22 N2NDNN NNONI MNNIN NI VTN
MIIN NN NN T DY vpad wynd

WD) NDNDN G210 ¥ WINTNY ¥ .NDNDNN
YIN DTN PIPOY DIND IWAND 1N
DTIP 9993 NY YUK ,NPNIIN DD Np>T1aa
.19NONN 912 20

using new equipment, and to
provide results within the scope of
accreditation without prior approval
by the AB. It should be emphasized
that a flexible scope of accreditation
does not include introduction of
new measurement principles of
testing, calibration or examination

not previously covered by the scope

of accreditation.

7.46 Fixed scope of (A »on) NYp Nonvn 9pn 7.46 | 1-000016
accreditation (Type A)

Accreditation scope whereby the NYNT 12 NPV 5D NIV NONON 9PN

object of accreditation may not be NITY MY HHD1 .MYIN DV NMYIX NOAP

modified without prior approval by PN NPIN P INA JPN VIMN

ISRAC.

7.47 Accreditation nanvon 7.47| 1-000016

99N DN MNDA SYIOW TN A TONN
MIPYIN NN NN IM DY NIND
NPT YSAY PTIA N OV TONSPHRN

Third-party attestation that refers to
a CAB assess the CAB for the
demonstration of its competence to
carry out specific conformity

assessment tasks.

7.48 Withdrawing 1990/09990 nvon 7.48| 2-650001
Accreditation/Recognition 2-651001
Cancelling accreditation/recognition N1 191N NI21/N200N 71v2

for the full scope.
7.49 Voluntary Withdrawal of ¥ NYON/NINON NION 7.49 | 2-650001

accreditation / recognition 2-651001
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Process of voluntary
accreditation's/recognition
cancelation in full or in part of its
scope. Head of Division should
verify its request in written format.
In this case no need in an
Accreditation and Assessment
Review Committee gathering. Head
of Divisions should manage its
organizations decisions.
Reaccreditation/recognition requires

a submission of a new accreditation

290N 9P>NY NINONN DY NININ IV
IPYNIN NN

NN ONY YPAN YNIND 1A NIPNA

¥ NIV GIND UNXT LN INDNON
NIDNY PHIRN NINND NN NYPA NOAPNN
D122 TNY PN T NIPNA )N NONONN
YR : PT2OM NONONN NPPOY DTN
MOLINNN INK APYN DNID IXINK PN
N INPINKIY DNININD MYINN

NVTN NYPA NVIN N2»NN NONOND
Rak)alvly p)

application.

7.50 Granting N997/09100 npayn 7.50 | 2-650001
Accreditation/Recognition 2-651001
Awarding accreditation/recognition 5S¢ TN GPPNY NN / NONDN YN

for a defined scope of accreditation. NaR)alvipl

7.51 Extending Accreditation Manvn 7.51 | 2-650001
Adding conformity assessment 9PONY MNN NN MY NN 2-651001
activities to the scope of 110NN
accreditation.

7.52 Receiving Authority NIYNRNND MY 7.52| 1-200000
The unit within the Regulatory 55 9y FPRINNA HPNOVINI MY DA

Authority which is responsible for 2V M50N PNNZ NPIMIN MWeN

all administrative actions to permit P2 DI B

the sale of chemicals and substances

on the market.

7.53 Suspension of Mywna 7.53 | 2-650001
Accreditation 2-651001

.19N0NN G0N PONIN D30 NN NN
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Putting temporary restrictions in
place for all or part of the scope of
accreditation.

Suspension of
accreditation/recognition is made by
coercion or by an organization
request. Suspension means a
cancellation of the
accreditation/recognition for a
minimum period of 6 months with
the option to reaccredit itself if the
reasons for its suspension have been

lifted.
7.54 Objection

CAB objection not related to the
accreditation status (in opposed to
appeal) for example a decision to
perform a special assessment
(surveillance, technical repeated re-
assessment etc.) or technical issues.
7.55 Accreditation and
Assessment Review Committee
A committee consists of
one/two/three members who review
the assessment file and assess the
findings of the
assessments/organization
competence and advises the General
Manager on the state of

accreditation of the CAB. Personnel

IN 1177902 NPWYI NIDN/NDNONN NOYWN
RINala)

9N YW NION/NINDNN DIV NN TPYYN
1Y 5V, N9 NMPND 10/ 70 PTIa
P7AN G0N NIYIN NN DY NIV I8N
NMPN TONN2 1M/ TR NPIDY INND
ANMYVYND MDD IDIN DX ,MIYVNIN

moInn 7.54

DILVLOY MYNI IPRY THDI T MTINN
MTNNN SUND (MYIYD TIHNI) NONONN
MP29) TNPN PTAN N JY NVONM 223D
IN (NPT INNONEPN PTIN ,01PVNI
JPWNINPN NPNID

P730M NINONN NVPPOY DT 7.55

,D°12N NYIDYW/DMIV/TNN N2 DT
NN TN PTINN PPN IR NIPION
NNDNNY PIIND MPYIV/OIPTIN INSNDN
SV N99DNN 28N 9272 979NN )92
DYINNX PN DTN 112N .PTIAN NIND
AP TN 20 POY PTANI IPOYY ONND

2-651001

2-650001
2-651001
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that carried out the assessments
should not be committee members.

7.56 ISRAC Law

National Laboratory Accreditation
Authority Law, approved by the
Knesset on April 2nd, 1997.

7.57 Test technology

A test technology is the
combination of the test matrix
(Group of products)

and field (Type of test), see form
number T1-000016-03: table of

Technologies.

There may be sub-fields, which will
not be reflected in the definition of
technology financially. The writing
that appears in the scope of
accreditation in bold and italic font
is the technology and the rest is a
secondary division to the tests

which are certified.

7.58 Small Technology/
Technology a

A technology with a single
and simple method requiring
a professional assessment of
up to 4 hours. A technology
can be considered small,

only if the organization’s

mwan mn 7.56

, N TAYN NONONY TININDN MY PIN
1997 — vvwnn

APITA IINNDL 7.57

NODIAN LY NPYTAN NN N NINOV
OXP TN NIAY NNNNN DX MYIN
PIIVN NNRM

2915 LYNY ,DMINNN YD NMPNYIOV
D189 NNAYN : DYPYN NN MDD
.(NP>T2 DINM) NP>TAN NI (DPPIVN)
nY2v : T1-000016-03 ©NV NN
PNONOLN

YD INID XD AWUN,DO0INN NN PN DN
NN MINDNOL HY NITINA NV
9> NADI YNNY 1INPIN NPV

17 N0 YHITIN VDA NINONN

YN NPIZN I IRV MNDNIVN
.N9NDNA YYN MPr1ad

a NNV /NIVP NNV 7.58

NIV NTTI2 NVLIY NOYI MNINOV
DIYY 4 TY OV ONSPN PTIN NYNTN
P7,MYP a 2WN N N2 MNDNIV
qP°N2 TADINN PIND YWV HONINI
NADN NNX NIV MNAD NINONN
.9 A-D DTN

1-000016

A-621001-22
A-621001-23

OPMYN IRY D3 .QA-2 NNIVWN NPNN PRIV ISRAC 2WNN1 DY DIRIYMN NYN DN NT THON DY OXTHN DIWINDD DPIMIYD

2026 LOMINA 3-1 DTN 1292 1DATIN 12 DPY 9PIN2 O ©*IPIAND OIN

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 August 3, 2026




Website: YES

Authority's documents

MTa¥N NINONT NNINTN MYIN Y5133 MYNYND MITHIN

Definitions used in the Israel Laboratory Accreditation

14 Hpivabiahivial

1-000023 : 99010 YN

53 70 27 7900 97

Version number 14

Procedure number 1-000023

Page 27 of 53

scope of accreditation
includes at least one
technology classified as a

regular A.

7.59 Assessment technique

Horizontal Assessment technique

An assessment whether a particular
case of non-compliance appearing
regarding a specific component in
the quality system is a localized
case of non-compliance confined to
the test/process examined, or is it a
systemic case of non-compliance
appearing across all the tests/
processes.

Vertical Assessment technique for

Forward Trace

An examination from the beginning
of the process or test and through its
completion, or from a particular
point in the process to the next point
on the time scale. For example:
examination of a test from the stage
of receiving the order through
forwarding a test report to the
customer (in this case, for example,
the examination will include the
manner of receiving and recording
of the order; the work log; the
authorizations of the employees
recorded in the work log; the

manner and documentation of

P21 NP9V 7.59

PN NPT NPAIOV

NYNNY NNNDN NNNND OX DR NPT
AN N MDONM NIIYNI ONON 2357 120D
TONN 7 NPYTA NMND TPNTIPI NHINRNN
NVOY NHPRNN OX NOIY IR IPTVY
.DY29NNN 7 MP TAN 92 2NID NYANIN

MDPYY NN NPT NPAOV
0naY
TV NPYTIAN N PONNN NO>NNN NPNIA
NTIPI TONNA NNX NTIPIN N NNPOY
DV NYNA :HWNY I PN DY NINAN
TV NINYNN NDAP 2OWN NN NPYTa
T DY) NMPYY NPYTA VYT NPONY
YAV, MINYIIN DIV NYIAP IOIN ,OUND
MYNY D/TIIVN DY MOINDN ,NTIAYN
OIN DTV NTN I9IN,NTIAYN N2
IN/Y YT 19INA NPITAN YDV NN
DMIMN DY TIVNN NNV 1IN AWMNNH
,PYTAN MINNIN DY NP ,0700NN
MT NODATN ,NNINN NYINN YT DY NN
NYT NNON ,NPYTAN NYT NOLDM NP> T2
(TN vy ,Mpoo Np>Ta
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sampling; the manner of completion
of the manual and/or computerized
forms; the manner of documentation
of raw data; control of the test
results; approval by authorized
signatories; printing the test report
and the content thereof; distribution
of the test report to the customer;

maintenance of documentation).

Vertical Assessment technique for

Backward Trace

This is the opposite of Forward
Trace technique i.e., an examination
from the end of the process to the
beginning, or from one point in the
process to the previous one. For
example: an examination of a
particular test from the stage at
which the test report was issued to
the point when the order to perform
the test was received (see section
above).

Additional Assessment techniques

Methods used by an AB to perform
an assessment.
Note: Assessment techniques, can
include, but are not limited to:
—on-site assessment;
—witnessing;
—document review;
—file review;

—measurement audits;

NNXY MDPY NN NPT NPV
21D DNAY MDPYN SY NN N
NONNNN NTIPIZ T TONNN NON N1NA
N2 NNTIPN NTIPIY NNX NTIPIN IN DY
NHMNON NPT HY NN HWNRD . PHNNA
NYAP DN NPT NYYT NN 12 2DVWNN
(2299 PYD NNI) NPYTAN WINAD NN

MAav NP> MPIDV
NG5 NONDN 9N O HY YIDIYI MOWY

TN
TN 21995 11519 , 112971 72250 : 7177
I MEDW ION

;NI PTIY -

;7179 -

; D2200P NP0 -

; O2NIP NPPD -

F T MNP -
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—vreview of performance in PT and
other ILC;

—validation audits;
—unannounced Visits;

— interviewing.

7.60 Technical Expert

A person assigned by an AB,
working under the responsibility of
an assessor, who provides specific
knowledge or expertise with respect
to the scope of accreditation to be
assessed and does not assess
independently.

Note: A technical expert is not
expected to have assessor
qualifications and training.

A technical expert hasn't completed
the initial steps in training to
become an ISRAC's assessor. A
technical expert shall be
accompanied by an ISRAC
authorize assessor. Technical expert
will present the professional aspect
and its performance and the
authorized assessor will verify that
organization activities are according
to ISRAC procedures and demands.
The technical Expert is responsible
to prepare and submit to the leading
assessor an assessment plan within

sample selection of activities on

NVOPY MPITII OWINI NP -
; TINN DIPNTIVD-PI IINNIYT)
VPN M -

S YN P TaP -

JIWPNT -

SLPN YN 7.60

NNN TP ,N2D0N 9T Sy MNY DTN
NPA/IN N YT PADNN ,PTIA Y INPINN
N PTAIN NONDNN 9PN 79 DIINAD

SONNNY 19INT PTIN YNIN

73YZ 250 7DD 710X ND 717
12977 N 77O

TONN RN NN Y RO OONNPND VY
MWINPN XYY .MYIN DY DYPTIAN NIVIN
oV NYIN PN ,pTaNN b Hoa ;MY
DIV MIXT JION ,NNON M0, MYIN
MWINPNN N NN DN NN .DINSNHN

¥ NI NYIIND PTIAN WINAN NN
MYIT OONNY DXNNA NI MDY
v

5N DXANN PTIAD WHNDY POND ININN
YOY ,NMIDOY S OXTH NN N PTIN
AMDWAN DD TINK ,NPANN MYNIAN
P79 NION .NINONN 9PN MNDON
GNNN YINTY LY MHVNIN ION DD
PNV O ,PTANN DIV ,YNIY PTIN
NPDOLPANDY MDY YN
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which observations will be
performed from all accreditations'
scope included activities. Planning
an assessment shall include
assignments planning that should be
demanded from the examining
body, prior to its assessment, in
order to perform the assessment in

an effective and efficiency matter.

7.61 Working day My oy 7.61 | 2-650001
2-651001
The term day refers to a business MYI2 NTIIY OP5 DAYIN 0P NN
day at ISRAC according to 5 NNPND TN VAV NTIAY M 595
working days per week. ISRAC NYYN YYINN TY NIYUNI DD DN MVYIN
opening days are: Sunday until 07:00-16:30
Thursday 7:00 am until 04:30 pm.
7.62 Assessment Day PT1an 0y 7.62| A-621001
The working hours and traveling WNT N8I 1N MWD NN 55100 NTay oY
fees as reported by the Head of D5 IN XYY ONSPN PTIA 002 PTIA PN
b/
Division, Lead Assessor, Technical P20 PN SNaw 20
Assessor or any other individual VMPA/MIM/ASRON
working on the accreditation/
extension/ surveillance assessment.
7.63 Consultancy Yy 7.63 | 1-432000

Participation in any of the activities
of a CAB subject to accreditation.
EXAMPLE 1 Preparing or
producing manuals or procedures
for a CAB.

EXAMPLE 2 Participating in the

operation or management of a CAB.

NN 9N OV M9 5331 MANNUN
.19101Y 191991 NMNINNN

IN DTN DY NPAN IN MDD 1 NINT
IR NOIYN G0N NI DO

SV 9117232 N NYIYHL MANNVN 2 NONT
INNN NN 9N

NIV IN YDA WM 1NN 3 NNNT
NN DY DIV MM NRIPY NN
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EXAMPLE 3 Giving specific
advice or specific training towards
the development and
implementation of the management
system, operational procedures

and/or competence of a CAB.

7.64 Calibration

Operation that, under specified
conditions, in a first step,
establishes a relation between
values representing quantity with
measurement uncertainties provided
by measurement standards and
corresponding indications with
associated measurement
uncertainties and, in a second step,
uses this information to establish a
relation for obtaining a
measurement result from an

indication.

7.65 Decision Rule

Rule that describes how

measurement uncertainty is
accounted for when stating
conformity with a specified

requirement.
7.66 Assessment
Process undertaken by an AB to

determine the competence of a

CAB, based on standard(s) and/or

SV N1 IN /Y DMOWAN OO 0NN
NIND NN 9N

5 7.64

25V, 0 TNIN DININ NNN,IUN N
DYVNYNN DY P WP NYANP ,PUNKI
Dy NN NV1IY

YT HY MPNDNN NTITHN NPINTN ON
DY M2APN NYNPITIN P20 N7 MAN
,TNDIN NTTRN NMIRTION

Y YN NUNRNWYN VW 2OV

DTN NRIN NYAPY WP NND > TD
JPNPTINAN

nVYNN Y95 7.65

MNTFON NAVIND T8O INNND DY
WITY NHNNN DNNN IWUND DTN
INID

PTan 7.66

Y722 NONON 9N T DY YNIINN TONN
,NIINNN NN G0 DY N NN WNIAPD
DYNDN IN /) (DY) DXVITIVD I Y
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other normative documents and for

a defined scope of accreditation.

7.67 On Site Assessment

An assessment verifying the CAB’s
activity in the field and/or at other
places where the CAB operates.

7.68 Accreditation Assessment

An assessment intended to evaluate
whether a CAB requesting
accreditation conforms to the
accreditation requirements.

7.69 Re-Accreditation
Assessment

Assessment performed to renew the
accreditation cycle. Re-accreditation
assessment is undertaken up to 24
months, at a maximal gap of a
month, from its previous assessment
date before the end of the
accreditation period in order to
comprehensively re-evaluate the
CAB’s professional capabilities and

its support quality system.

7.70 Extension Assessment

An assessment which aims to
evaluate whether an organization
meets the accreditation
requirements regarding activities he
wishes to add to its current

accreditation scope. Extension

5S¢ TNN 9PN HY) DINK D1V
ONON

MNNa DTN 7.67

NOWYA PNIIND MYV NPT 1AV PTIN
9919 XIN DNV DINN NIMPR INA

91YN P1an 7.68

YPIW NIND DX TIYNY INIVNY PTIN
.19N0NN MYIITL TN, THDMN NPND

VNN Nonvn pran 7.69

NN NN WTND NI DY YH12NN PTIn

24 1Y TV WTNN NONDN PTAN .NONONN
TVINN ,YUTIN TY DY NN ,DOVWTIN
NMPN DIN NRIPOY ONPN PTINN
N9IYN YINN YNID 7N Y NINDNIN

G0N DY THINSPNN NN DY NPN
A0V NOMINN MDINN NN DI PTIaN

Manan pran 7.70

TADI NIN ON TIVNID INIVNY PTIN
NN NMDOY 225 NONON MYOITL TN
D»PN NINONN PPN POIND YPIN NN
VAN NN 9NN NN SPTIN IOV

JUNID DMIOINNN DOPTIND

2-623001

2-623001
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2-671001

2-623001
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assessments will be added, if all
possible, to future scheduled
assessments.

7.71 A follow-up assessment PPN MNYD NN 2Py pran 7.71 | 2-623001

after corrective actions were (n7n9)
taken DYWN PMIND DX TIYNY INI0NRY PTan
An assessment which examines the NNN )P0 NIPNNN NMDPYIN NN
corrective actions that were taken ND DN NN IPYI0 IION MNPV ON)
by an organization and whether they PTINAOYY MNNNNN

were sufficient enough to remove

assessment discrepancies findings.

7.72 Split Assessment Yvon pran 7.72 | 2-623001

L9892 ROV D127 71901 M9 DY TIVIY PTIN
NVINN 37 MTIVNS 1723 OWPY - NIYN
2317 OPDZ217992 N9 2905 , 11PN 37!
PTIANT PON DT 029091 92777

IINI PTI2 90 NOWOI 7122985 DN

An assessment that is carried out
over several days, not consecutively
Note: Applicable mainly for multi-
site and multi-disciplinary

laboratories, for inspection bodies

oW Mo
in wide scope projects and for
inspection bodies while observing
their activities at their client’s
facility.
7.73 Technical Assessment SIS pTan 7.73 | 2-623001

VNN TIVNN DY NPPD 55150 PTIN
N9PDNN 9PN YOIMNDIN MDOYIN DINNY
DYV TPHRNNI YT NXINN 1DOPWa
YN NPYTIN MOVIY HY O»IOVN

An assessment which includes a
review of the documentation
relevant to the scope of

accreditation combined with on-site
MYUIANY IPWNISPNN NPNINN ,NIND

NoNONN DINH DY IYPNI NNOID
MPYON OPT2) NY P70 HOXI0N

observation focusing the technical
aspects of the CAB, the technical

guidance that ISRAC published ,DYINN DTV PHIND Y IONSPON

related to the specific accreditation NPYTIM NTHN THY MIPHT IINNN

field. In this assessment the n“?,‘-rnn )’]3’35 DIYITIN DIOYNNNM
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technical competence of the CAB DY2HON NPT 0N ,NINDNY MYPIANN
and its qualified employees, the 931 ©DIN Y300N 513 D9V DINNPN
Y9732 NINONN PN WATID 90N YN

Mvan

compliance and availability of the
measuring equipment and the means
for testing, SOPs and professional
documents including reference
documents and any additional
information, are inspected, as
required in the accreditation

standard and ISRAC procedures.

7.74 Quality Assessment mMIN p1an 7.74 | 2-623001

NN MYIIT NYNLN TPHPNNN PTIN
TPWINPNN NN NANWNPN DIIN
NIIYN NPDOVPAN DY YN PADY NILVN2
DY9MY YNIND DY NHRNNN NN NN
900NN JPNY MYIN NPT INNY DY
.2»NNN

An assessment focusing on the
implementation of the requirements
of the management system
combined with the professional
system in order to provide
information concerning the
adaptation of the CAB management
system's effectiveness to its own
procedures, ISRAC policy and the

obligatory accreditation standard.
7.75 Integrated Assessment aAdvn pran 7.75 | 2-623001

900N PTA9Y TIXIIN NANIN PTIN ION
NADN MYY RHD DITYYY HMINNN WINN
9901 HMNIY ORNNA TYNNA VNAND

Integrated assessment is performing
an extension assessment with a

reaccreditation assessment which

often occurs with no additional cost -A-621001

as applied in procedure number

A-621001

7.76 Office Assessment 091201 p1an 7.76 | 2-623001
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An assessment performed on the
sole base of organizations'
documents without visiting the site,
according to complete assessment
procedure. The Head of Division
can opt for a paper assessment
based on the criteria defined in this
procedure. The Head of Division is
also responsible for the pricing and

approval of the CAB to perform the

MIN INDN DDA DY PN TN TN PTIN
91N Y995 9595 IR ,INNL NP KD
DY5901 PTIN VXD DIV .PTIN 0N
DMPIVIP 29 DY PR YN NPINNA
ININN PN UKD 2-623001 9900 Snav
TRDINM YNIND NN MOYN NOIYND D)
DY2PUNN PTIN NNN .PTIND MNINID
990 pran by MY nnyTa 209y

assessment.
7.77 Surveillance Assessment MP*a p1an 7.77 | A-621001
2-623001
An assessment to evaluate if an TRDW MIN DX TIWNZ INIONY PTIN 5671001
. . . Y b -
accredit organization follows MINTNN MEITI TIDYy TUnn
.- . NS MNP PTAN WIAPY THIRYI MVIN
accreditation requirements. ISRAC Y [ el '
) i MO5N NMTNPH NMIPX MW IR THPN
is entitled to do so as a response to
) _ ) 11D ON WINY YR NANND ,NPPN
information received from 3rd party
INNDIY NI NN NN OINSNDND
such as assessments finding, severe
TDIND N2 NIPNN Tonna [mbipamian]
complaints against the organization, 53N202 5w, IMBN MDD, MP>93
capability comparing tests failure, 995D NYON YIMY , NINPA NNV
and misguided use of accreditation YYN 19 YUK NINT AP TO) 190000
logo and so on. All of which raises a PIIND SV NTRYN TYHN 22D a0
reasonable concern regarding the .19N0NN MYITL THOINND
organization capability to stand by
accreditation requirements.
Unannounced Assessment ¥no pTan | 2-623001
2-671001

An assessment performed in
locations of an accredit
organizations by ISRAC at all
times. It is done without announcing

a head of time. Its purpose to ensure

,090D10 DMNIN DY DIINNA PTIN

NDD VNI Y D52 MWD YT DY YN
NDY P70 YNIND DY UNIN DN
TINRNN NTND 2T 1) D¥INON YNN
.N91R0NN MYITY MY
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organization's procedure
requirements follow up.

Special Assessment anYn PIIN | 2-623001

5y ,WNIN DINDI NN y$ann pran | 2-671001
DMYY YN NN DMPY N9 TN
S5W IYNRON IN MIPYIN DIDNN WATID
DNNN2 NNPNN MDWS 7 M7

An assessment coordinated with the
organization, in the purpose of
checking changes the organization
has declared according to the

2- 9901 YN 97y YIAPNNY MVINND

surveillance agreement or
ANN 9272 MVINNN NP YN : 651001

DINNNN : NI DXPTIA D) DY NINON
AMIND AN 7PYA DY DX TYNN

170 ©PTINY NODIN INNND , TNPN PTIN
procedure number 2-651001: The NPNY D919 YRIND DINIDINNN DMWY
Decision Process Regarding the (MITHN TN YN >PTIN

implementation of requirements or
corrective actions following the

decisions taken according to

Accreditation Status of Conformity
Assessment Bodies, as: findings
showing a systematic problem in the
organization.

Special Assessment is an addition to
the assessments planned annually
and can be unannounced assessment

(see definition)

7.78 Accreditation cycle 12290 NN 7.78
An accreditation period beginning at NPWN TANN NYNNHA N9NDN NNPN
the date of the decision for granting b\;) 90011 NN .DIYNIN NONONN
the initial accreditation. ISRAC’s LDV I MIVAN

accreditation cycle is two-years.
7.79 Accompanying assessor Mo 7.79 | 2-520001

At training checks "under AM9N 1Y NN 25w MWONI P

observation" is accompanied by a SOMYIN NPPTAN DINNA MNYPN PTHIAI
professional checker relevant test

7.80 Controlled documents 097131 02onvn 7.80
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Documents to which documentation STIWNN NP DMDY NYNY DYINDN
control applies. These documents ’20DN) DN 1953 NON DINVN

MYIT 1NN YN XI00N) ,NPHTH
.DXDOVY (NN 7200N ,NPNINPN

include procedures (policy
documents, performance
documents, professional
requirements documents, training

documents) and forms.

7.81 Assessment number 131 9901 7.81 | 2-623001

DV DN DIV T ,PTAN D30 1N 190N
19920 OINPNI MDN NAY,PTIN NN
PT20 9900 NN NN

NN MWN YoN PTann ,0Na 0*PN1
PT201 99010 INWYI PTINN 190N NI

A number given to each assessment,
so that all the days of the
assessment for quality and technical
issues, shall be included under the

same assessment number.
7901/ (LLLL) pT2nn 19050 mv :n 107y

H(XXXX) X7 179010/7 (NNNN) y»IND
LLLLNNNNXXXX

YOMNMDIN PTAN NIAY MPIN NN ¥
ANINRN DY DPTINN NOPINI

In cases the assessment continues
from one year to the next, the
number shall stay the same all along
the assessment. The assessment
number is composed of’ the year the
assessment is planed (LLLL)/ the
CAB 's number (NNNN)/ a
consecutive number

(XXXX):LLLLNNNNXXXX

7.82 Proposal for Discussion Mo ysn 7.82 | 2-650001

5031 TN nwan vy A aan | 2031001

D025 PTAHM NINDNN NPPOD NTIND
MIVYAN 979310 NNONN N T

A uniform and fixed format for the
submission of documentation to the
accreditation and assessment review
committee as a basis for the
discussion and the committee’s
recommendation to the General

Manager.
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7.83 A Testing Facility "in- 70990 PPYNNA” Aprn jpan 7.83 | A-621001
Process of Recognition™ INNY NION PN 2WN) IPNN 1PN
A facility is considered to be in the 5y DNN ,DXWITIN DXINDNN NN WIHNY
process of recognition if it has TONN MOYN 50% DOV MOTOIN DNV
submitted all the required KRR
documents, signed a form for
joining the procedure and has paid
50% of the recognition fee.
7.84 GLP compliance N MNIPYA NNY NN APy 7.84 | 1-200000
monitoring GLP
The periodic inspection of test 1YY PPN IPNN HY SNANPN PTIN
facilities and/or auditing of studies GLP-1 MNPy nPny nimn
for the purpose of verifying
adherence to GLP Principles.
7.85 Test Facility PP P 785 1-200000
The persons, premises and (MNNTNM (N2 NLVY) DINN ,DIWIN
operational unit(s) that are ND DMIPNN INID NPNIDONN NPIIWVIN
. .12°20) NN PIYY O»IOP
necessary for conducting the non-
. . NN OXYNIN IYN ,D0OINN 27 OIPNHN2
clinical health and environmental
o . ANNNND 207 IPNND PN, THN INNI
safety study. For multi-site studies,
MNPNN NN D ,APNNN 5NN DPIIN I
those which are conducted at more
IN TPNNDNY AYN DPNDSYD IPNNDN
than one site, the test facility APND YPIN 1WA TPOPNP
comprises the site at which the
Study Director is located and all test
sites, which individually or
collectively can be test facilities.
7.86 Risk Management 0999°0 9% 7.86 | 2-432011
Coordinated activities to direct and 5¥ 17P29) NMOND MININD NS
control an Organization regarding D190 NN .DMYO0Y ONMNNA MIN
risk. Risk assessment is an element
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in the process including risk ranking
criteria: Severity (according to a
potential or proven effect),
Probability (such as statistical
probability or a frequency over a
given time period), and Control
(include, but are not limited to, any
process, policy, device, practice, or
other conditions and/or actions
which maintain and/or modify risk).
7.87 Scope/Schedule of
Accreditation

Scope of accreditation details and
define the activities for which

accreditation is granted.

7.88 Proficiency Testing Round

At least one set of test items
provided to the laboratory at one
point in time as part of a proficiency
testing scheme.

7.89 Assessors status

Overall status defines the activity
of an assessor/ consultant upon
ISRAC's staff's decision.

Overall comment: given in addition
to the status as part of monitoring.
Primary status

Candidate: a candidate or

assessor in training who has

passed the Assessor's course.

Qualified: an active assessor.

DD IPON 25NNN TONN VINON N
2 TY DNPIVIP NN KD MOV

IN TPHNINIVI NYIYND DRNNI) 1IN
PTN IN MIANON D) MPIAD (NN
,N9910) NP L,(NNNI 2T NMPN N9 HY
VDTN TONN 9I5 ,NO2NIN NN TN
M2 IR/ DINN DININ WX NN JPNN
OMIN DNYN IR PNDON DY MINWY IUN

990N 9950 Navy 7.87

NN PTHII VI NINPDNN PO NAD)
.19D0NN NN N NMDYIN

MR Mpr1aaav 7.88

NPYT2OVI9 HY NNN NITO MNAD
VYD 1IY NTIPIA NTIAVHD DIPNDNN
NI MPYT TIDINN PONO

P owve 7.89

NYYIN DXY NN PTHIN YD DLV
MYIN INY NVONN 29 DY XYP/PTIAN
DIVVLDY GOV TN = NPHID NN
TNDOY INK APYNIN POND ,PTAN
.DNIVON

INYNI DIVNVLD

72y TUN NIYONA PTI2IN TN : TN
IN98N OPTIA ONP

PTIOVRYUN AV

1-000016

1-681001

2-520001
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Non-active: Used to serve as
an assessor.

Secondary status

Course: a candidate prior to a
course or during a course.
Observing: a candidate in training,
who has observed permitted
assessors making an audit.

Under observation: a candidate in
training, who has made an audit,
under the observation of a permitted
assessor.

Approved assessor: one who has
successfully passed the entire

assessor's training process.

7.90 Status ‘’the Information is
not updated due to non-
completion of administrative

requirements’’

An organization that has passed the
re-certification audit process
successfully but has not completed
all of its obligations (financial or
administrative), would not be
passed to the General Manager for
decision making regarding renewal
of accreditation authority. The
organization will not obtain a valid
certificate and on ISRAC web-site

all records relating to the

organization will bear:

P20 72y2 VOV 1 D9¥a N

YN DIVNLY

LONP TONNIIN ONPY YININ 10D

25V1,PTI NPND TOYIN NN NYVINA
.DPT2NA M98 DY NIVWINN

A5V PTIA NPNY TRV : NOXY NYYINA
AN NNN DYPTAN NN DY NIVIIN

NN NNYXNA DMD IWN P : DY
VIR PONN

YA 197N 1N YTINN DIVLY 7.90
77N NN MYINT HYYN IN

N2NON PTIN TONN NN 72Y TYN )NIN
NN NN DOYN KD TN DNDNNA UTNN

N ,DIMYYN NITON OR) PIMIAONNN
92YY R ,(...29TY MP9 DIDN DY NNPNN
PIYa MYIN NVYNN NYaAP DWY H7oINY
22P5 55 NI YNIND ININON WITN
MYIN NN GPINA NINON NTIVN
SININD MYIND MNIVIN D DY DY

2-651001
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"The Information is not updated
due to non-completion of
administrative requirements ".
Note: According to the procedure,
for organizations who will not
complete the requirements in a
reasonable time nor provide
reasonable justifications, the status

shall be modified to “suspension".

7.91 Accreditation status

General Manager approves the
recommendation of the Committee
to grant certification and / or
expansion or organization chooses
to convene Accreditation
Committee consisting of three
members.

Date of first qualification of the
CAB is set as the date of the signing
of the General Manager on
Accreditation Committee to grant
certification (General Manager's

letter. This date is then used to

NNYYA SN SYA 19PN 1IN Y1
2 PPNYNM MY

NSV O2ININ 13V, 57977 295 : 1719V77
D20 I 7792 TIWIT77 IN 15>
LT DWW 17902 NI IN UNIV

SIPYYO NIV DIVNDDT

N9NYN vIvVLY 7.91

MINN DY NONDNN DIVVD )0 NVINNN
917901 YV NN

NTVIN NXDNN AN NIYRND MYIN 79N
IN YNIND N2ANIN IR/ NINDN P2IVND
15912 N2ANTIN NONDN NTYN DIZY NIMA2
.DM1aN DYV DY

PTIAN QNN DY NNYRIN NINODNN TIND
2y MVYIN 57230 NPNN TPINND YIP)
aAN5) NINDN PAIYND NINDNN NTYN
1919 INND WNRWN DT IR (970N
NP9 YPTANYT MONDN YTV 1WND
.DONAN

NYOW IR IYVND NXONN HY OMPN2
MO NN ININD 9753D1N IWANND ,1DN0N

2-651001

9272 79D NVONN NYAP MY MIPVN
Ripmlalviy)

MWMTN INDIN DX PIIN NINDN NINDIY
NN YNIND OMPPN G0N NOINON NOIAPD
.MP’9N DOON

calculate the dates of qualifications
and tests following supervision.

In the case of a recommendation for
suspension or termination of
accreditation, the General Manager
present the right to a Hearing before
making a final decision regarding

accreditation.
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Accreditation/GLP Certification
will be granted if all its
requirements are fulfilled.
7.92 Risk %0 7.92 | 2-432011

Effect of uncertainty on
objectives. An effect is a
deviation from the expected.
It can be positive, negative or
both, and can address, create
or result in opportunities and
threats. Risk is usually
expressed in terms of risk
sources, potential events,
their consequences and their
likelihood. A risk source is an
element which alone or in
combination with other
elements has the potential to
give rise to risk. A
consequence is an outcome of

an event affecting objectives.

7.93 The ISRAC Symbol

The logo (trademark) of the Israel
Laboratory Accreditation Authority
(ISRAC) to identify itself.

7.94 Accreditation symbol

Symbol issued by ISRAC to be used
by accredited CABs to indicate they
are accredited, beneath which is

stated the relevant standard for

.MAVN DY MINTY IDIN DY NYIVN
NOT) 98NN NMVD NN YOV

N DOV 1AV NPNY N

IN NNY ,ONMNND NDIDN 0NNV
N0 .OMIPNI NPNNTIND DND
MNPN ONNNA 595 7772 RVIANN
,DPIVIN DYIPN )10

PN .ONIANDM DNPNHYN

IN IINYOWI 1D YOI VINONX NN NID
ININIVIH DMINN DD DY POWA
DV NTOIN NN NOYYN NP0 WD
N0N DY NYOVUNT PN

MYYD (M) 990 7.93

TPNINDN MYIN DY 12NN Y0
TV NONONY

197070 Yo 7.94

NN WNRYN MWIN T DY Pamn DPono
PRNNAY , THDIAN NIINNN NIIWN 9N
MINRN 90N NIINN ND N PN YN

R {alvalaly

1-455001

1-455001
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accreditation of recognition and the

CAB's number at ISRAC.

7.95 Reference Value

Assigned Value -The quantitative or
qualitative value that is assigned
(accepted by convention as being
the true value with known and
acceptable uncertainty) to a Control

Test Sample or primary standards

7.96 Appeal

Request by a CAB for
reconsideration of any adverse
accreditation decision related to its

desired accreditation status.

7.97 Test facility inspection

An on-site examination of facilities
procedures and practices and its

compliance with GLP Principles

7.98 Corrective Action

Any action to be taken when non-
compliances are discovered as a
result of an internal or external
quality audit, deviations analysis of
quality records, complaints made by
customers or other interested
parties, recommendations made by
ISRAC employees and its

professional assessors in order to

oIN 7Y 7.95

SN IN STINON TIWN -ONPN TIY
YIINNM TV NNODN HAPNN) ONHN
(MXTI 90N HY DHNPH DT M
D2VUNT DIND AN IN NP NI

Ny 7.96

95 SV NYTINN NPNIAY YNIN T DY NYPA
NNYPN NINONN 1272 DLW NVINN
YUP12NnN NINDNN DIVRLDY

PPN PO Yy Mpra 7.97

ML DYONI,DNPNN DY INNI NPT

GLP-n mmpya onmny nxy nTay

(57799) Mmpnn nHys 7.98

MZNNN MNNNN IN DALY NN NI
DNNON IN NI MODN PTIN YW INNIND
NMZN ,MDINRN MNIYI MM, 00N
MXONN ,DMINN Y MY IN MMPD
NOY DYNSPNN DXPTIAN MWIN T
DI NN NN NIVNI

2-651002

1-200000

2-432006

DPMYN INY 95 .QA-1 1NN NPHRN PRI ISRAC 2wnn Sy DIRMN 9N DN MY TADN YW DIPHN DIWINDN DMV
2026 LOMINA 3-1 DTN 1292 1DATIN 12 DPY 9PIN2 O ©*IPIAND OIN

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 August 3, 2026




MTa¥N NINONT NNINTN MYIN Y5133 MYNYND MITHIN

Website: YES Definitions used in the Israel Laboratory Accreditation

Authority's documents

14 alvabialilvial 1-000023 : 99010 YN

53 70 44 7900 97

Version number 14 Procedure number 1-000023

Page 44 of 53

ensure that they will not be

repeated.

7.99 Preventive Action

Any action whose objective is to
remove the reasons for a potential

non-compliance.

7.100 Activities

Including samplings, testing,
calibrations, inspections,

certification and evaluations

7.101 Accreditation Activity

Individual operational tasks of the

accreditation process.

7.102 Conformity Assessment
Activity

Activity conducted by a CAB to
demonstrate that specified
requirements are fulfilled.

Note: Activities covered by
accreditation include, but are not
limited to, testing, calibration,
inspection, certification of
management Systems, persons,
products, processes and services,
provision of proficiency testing,
production of reference materials,
validation and verification. For

simplicity, these are referred to as

nYIN NHYS 7.99

PNNNN N M0 HVAY NNIVHVY POV
OONINIDI

MY 7.100

,DYMPY DD, MPYTa, MNNT maad
NN NYTYNN

119700 MY 7.101

NN TN NNINHNN NMIVID NPIIVON NMDOPWN
190NN PONN

IR NN MH¥97.102

NINNN NIV T HY NOIWIN MDY
NOPNN MTITNIN MWAT YD DWNNND
71900777 2T 5Y 012077 TMIWO77 - 71 IV77

LIV P75 , N5 PN TN 551D
,O2IX , DoV 50717 TNIWDS 71TYNT
2MNIP NPOON , 00 PY) D257

N2217, 01122 27000 DN, IOPP
DONIP) 19N, I1IDV97 DYD . 1) IUN)

YT 5Y MYNI277 ININT NIWiT TI212009
JIDIND OIS D29))

2-432006

2-650001
2-651001
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conformity assessment activities
being performed by conformity
assessment bodies.

7.103ISRAC Personnel MHYIN N 7.103 | 2-421001

DOYNIND DINN IN DNNY DIVIN
YN DYLN NNV

Internal or external persons carrying

out activities on behalf of ISRAC.

7.104 Management Review nYNYN NN 7.104 | 2-421001
Board (MRB)

Management Review Board to YN, MNRNN INL I9PVY 19N DIND

address discrepancies, complaints, ST D109 DYPTIN MIRNIN

internal assessments results etc.

7.105 Assessment Team PTan M8 7.105 | 2-623001

NI MY ,PTA0N MINA TN
DN OWNNPNN OINNI DXNDIN DYPTHI]
YITIN NONDNN 9PPNY DRNNZ ,MIND
PTI2 M PTIND INY JDINNOIT-DY
11210 0NN TNRY ;9N IN TN OINSPN
NS 9D PTan AN DN pNHa nvnd
TRN 92 DNDNN ,DMNINPN DINYY D)
521N PTAY qON1A, THDMN P2

Lead Assessor. The assessment DPTI1 DY MPNY D91 PTIN TN
team can be composed of advisors DOYNIN N DI YW THyna ,NIwoNa
and observers that are considered to | nN 2DNY W NT NPV .Y NNN PTIN

In order to perform an assessment,
ISRAC is uses an expert assessor in
their professional fields and quality
arena, according to accreditation
scope required by an organization.
Assessment team will appoint one

or more Technical Assessors and a

be the assessment team, in addition DXPTIAN 190N NIND 27 NMVYN
to the Lead Assessor. PISN N2 NN PTAN DY NYTINA NTaYN2
The Assessment Team may have PTI0N NN IIN 55 5¥ 1PN
some Assessors in training, as YN T DY NN AN PTIND NN
observer or under observation. In PVIN TY MNDNNN IMNNY DNNNI PN

such cases, the CAB should be NN

notified regarding the overall
Assessment Team and regarding the

role of each.
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Assessment team will be appointed
and elected by head of department

according to team member's

disciplines.

7.106 Observer NON7.106 | 2-623001
2-520001

An assessor in training, a regulator MO, Y3, NIWON PINNI P

and any other observer whose PT202 IMONNYN NIYIRY INNX NN D)

participation in the assessment was MONNN PN RN PTDA PN > 5

approved by the assessed CAB and PTII NYO NN NNV NN

the relevant Head of Division. The

observer does not actively

participate in the assessment.

7.107 Reducing Accreditation 19201 9p>N NN T7.107 | 2-650001

Cancelling part of the scope of NIDONN 9PN PON 21023 5V PoNN 2051001

accreditation YRR NYIN N2»NN NONOND NN

Returning to accreditation requires N3N

reapplying for extension.

7.108 External provider "IN Pa© 7.108 | 1-000010

2NN NHIN DY DOMND PNIN IN DTN
MY V2P YNID IN MDY ,ININ PIOD
MY Y INX PON NONY TPTIN MDY
VINT INK DTN INX 9N 2NN 7YY
DINNAN NI YN 192PY NTIAY NINSINY
DIN, VPN NIV DINAY , NPDY

A person or an organization signing
a contract for providing a product,
service or performing as a
subcontractor a unique activity
which forms a part or all of an

activity to which another body is
NPNMINA TN ,NTIAY MINAD TPN/YT

obligated to by another contract. YT ANYIN TIWNY

The reason for employing a
subcontractor may be cutting down
expenses, cutting down project

risks, lack of knowledge/equipment

DPMYN INY 95 .QA-1 1NN NPHRN PRI ISRAC 2wnn Sy DIRMN 9N DN MY TADN YW DIPHN DIWINDN DMV
2026 LOMINA 3-1 DTN 1292 1DATIN 12 DPY 9PIN2 O ©*IPIAND OIN

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 August 3, 2026




Website: YES

Authority's documents

MTa¥N NINONT NNINTN MYIN Y5133 MYNYND MITHIN

Definitions used in the Israel Laboratory Accreditation

14 Hpivabiahivial

1-000023 : 99010 YN

53 70 47 7900 97

Version number 14

Procedure number 1-000023

Page 47 of 53

for performing the work, need for
expertise for confirming a result etc.
Note: a part of organization is not a
considered subcontractor, for
example: an accredited

organization’s site.

7.109 Pre- assessment

A primary assessment performed in
order to evaluate initial gaps. The
assessment allows the Lead
Assessor and/or the Head of
Division to discuss the
organizations readiness for an a
assessment, regarding the
organization’s quality system,
quality manual and standard
operating procedures conformity
with the requirements of
accreditation. In the pre-assessment
only a general evaluation, regarding
non-conformities, is submitted. Pre
assessment is usually completed in

one day.

7.110 Head of Division

The Head of Division whose area of
responsibility includes the CAB
whose accreditation is under
discussion (hereinafter the Division

Head).

7.111 Regulation

NG TIN 7772 T2 1IN TWND : A9YA
PN 7Y NN TR ININS , THOWT
7172Y772 2V X2 92777, )0 IN IDIND
YD 15305

2731 049 7.109

DY NN TIXY 1NN Y207 PTIn
9°219N PTIAD IWOAND PTANN .DNWUNI
MIND NOMIN BOY PNTY PIRN YR IR

,MDONN NN NAY NN DY TN

NN DINDNN WINAN DN MDIND TITH
DND PYTAY Q0N .NONDNN MYIT
NYINK NITIND NI NPT NP
MYITH NNNX YD DIY»D DIYSNIN)

NN XY N PTANI .NPVINDIN NINONN
Y1) NPODD MIIWN RONX NINNN N

DTP .PT20N YN I DINNA DY
NN 0P TIN YOS 7772 0DV PN

PN WNY7.110

NN RN INPINN OINNIY PIND YR
YN — PPNY) DT ININONAY PTIAN
A9NN

NN 7.111

2-623001

2-421001

2-000002
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A binding rule of conduct within an
economic or social activity that is of
a general nature (such as law,
regulation, circular, procedure or
directive, including those which
accept binding validity when
included as a condition in licenses
or permits and the like), which is
enforceable by a lawful
administrative authority. For the
avoidance of doubt, tax legislation
and the imposition of fees or
changes in their rates are not a
regulation for the purposes of this

decision.

7.112ISRAC

Israel Laboratory Accreditation

Authority.
7.113 Hearing

A hearing is a process in which an
opportunity is given to an
organization, prior to a major
decision making in its matter, that
may heart and or worsen its
condition, to raise its claims on the
subject in front of the decision-
making factor, so the decision may

be changed.

M>2O¥9 NN 2NN NNNIND YD
Y99 991N HYA XINY NPNIIN N NMYIYD
,ININ IN DN NN ,NMPN,PIN D)
NYA 2NN 991N ©XDaPNN NOND MI7D
D>INPN2 N NNPYIA DININD DNOION
MY T DY NIN 72 NINY (278D
,POD 0N WNY .PT 290 NONOIN MOMIN
IN NN NV DYOMIN DINNA NPPPN
1YY IS 9T PN NV DOV
2 NOONN

muH7.112

MTAYN NONDNY NININDN MVIN
(Mmwn)

WU 7.113

NINTIN NN 1Y TON NN WDV
TPMYNYN NVINN NYAP 1D ) NIND

NN YIND INA I YNAY YTI N2 WY MY
)92 Y PAY PNNYL DX YPYNT I8N
NOYNNN NN MWV YT ,VIONNIN DINVN
vNNN

,4398 NOVNN NVONN

2-651001

N22 PYD
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7.114 Maintaining Accreditation D991 MPw 7.114 | 2-650001
2-651001
Confirming the continuance of TN GPOND NINDNN TYNN NN
accreditation for a defined scope.
7.115 Standard method (7°09700) MIpPN NVIW7.115 | 1-000016
A method developed by a YT DY IN NIPN PNIN Y NNMAY NVOY
standardization body or by other 2Y MI1PH PIMDIWY 23070 1290 N
well-established organization whose RIS P2 VNN WWPIRN NOPON
NNPIND PO
methods are generally accepted by A iede
the technical sector in question and
for which validation reference is
available.
7.116 Non-standard method (MVI700 NY) NIPN XY NVIYW7.116 | 1-000016
A method developed by the Y PNMAY NVIW  NIPN KD NOIY
laboratory itself (in house) or by My INMAY NVIWIN ,(NP112) NTIYHN
other parties, such as a research IPNN NITIVN 100 NTIVDZ \IND B
laboratory, kits supplier or other. ANRAN,DOP PAD
7.117 Accreditation termination NINON YV 7117 | 2-650001
The process of Coercion termination QPPN X191 HY 19 91073 5w PHIN 2-651001
of Accreditation of entire scope of NI N9, THDM PTIA M) SY 19HDNN
accreditation without enabling the L TR0 NPT INNY PTIAN N9 MIVIN
CAB to return to accreditation, only | MW Y¥N YW NIONDII NMPN INND NON
after a minimum period of six NYTIND NYPA WY PTIAN GDNY INNDI
months and after the CAB WTN NONON TONN NI NONOND
submitted a new request for
accreditation and will go through
with a new accreditation process.
7.118 Accreditation Process N21on ToNNT7.118
Activities from application through N20DN NN TN NYPI NUINN MWD
¢ : : DN ITHIID DXNNA NINONN NPINM
o granting and maintenance of
.N2NONN
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accreditation as defined by the
accreditation scheme.
7.119 Accreditation Scheme N2990 NN 7.119 | 2-421004

Rules and processes relating to the
accreditation of conformity
assessment bodies to which the
same requirements apply

Note: Accreditation scheme
requirements include, but are not
limited to, ISO/IEC 17020, ISO/IEC
17025, ISO 17034, ISO/IEC 17043,
, ISO 15189.

7.120 Sampling program

Sampling program refers to time of
sampling, its location, size and cet.
For example: Day or night,

weather, river flow and more.

7.121 Deviation in the result-

A result from a test which lies

outside the control limits.

7.122 Validation

Confirmation of plausibility for a
specific intended use or application
through the provision of objective
evidence that specified requirements
have been fulfilled. EXAMPLE A
measurement procedure, ordinarily
used for the measurement of mass

concentration of nitrogen in water,

Y97 DY NINONY DWINN DIHNM DD
MYIT IMN MYN DY ,INNNN NN
TN ,IN5210 719007977 )70 IIPIT - 7777
ISO/IEC 17020, 02205 ,1752000 )N
ISO/IEC 17025, ISO 17034, 1SO /IEC
17043, ISO 15189

192°)10 5390 7.120

,TITN TYIND NONMNN MIDINN
;N9 DY NDNTY . DNYTOY NYTN , MNP
NYTIY A GOV, PNXR N

9N NN T.121

M0 NN NXRYNDIN NPYTA DY IRNIN
NaRivaly)

WpIn7.122

IN DNON TYPN YINY HY MPIADN NN
NPDLPMIIN NPNRI NPADN TIT DWW
AND MAIPIN MV TV

095 7772 WRYNN ,NTTNRN DN NNNT
MYY 092 1PN DY NONN N NTTNHY
PIND NI NTTNRD D) PPIN NI
DYNND D102

1-661004
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may be validated also for
measurement of mass concentration
of nitrogen in human serum.

7.123 A Yearly Assessment MYN O¥PTANN MONT.123 | 2-623001

Programme ON DY MIAPY NMNY DXPTIN NITO
Set of assessments consistent with a QNI YN NONONN GNY N0 NONON

specific accreditation scheme that IINN TONN ONDN MNIRN NIIWN
the AB performs on a specific CAB Nai)alvly
during an accreditation cycle. (30.10.XX-n 9NN X9Y) MY 95 o2

In the end of each year and no later 12> DYPTANN NN NI PINN UK
than (30.10.XX) Head of Division ,DOPTANN N0 NYIP 1PV NP 7NN
in cooperation with assessment -PTA0N INX NN DTN ,BIPN
manager will plan the yearly TIOIND NITYD ININK PN YR
.119NON 97510 NMYINRD NN

395 PTAN M AIRNPN T DY YY) NIPa
DY PHRDPVAIND DNPIZNY PNNNN NYIV
220N PTIANOT

NN NN DIRINK DXPTANN NONIN
W90 OYPTANN NNION

190N NINONN PTAA P2 PN NNV
oY XD WTNN NONONN PPTIN P2 WINN

supervision program, determine
assessments types, scope, schedule
and assessment teams.

Head of department is responsible
to update the program and forward
it to accreditation General Manager.
Monitoring is done by assessment

days assignment according to NN MINAY PTA0 DNNY ¥ .DWWTIN 24 Y

pricing table and its optimal 5¥ 9NDNN GPIN 39 TN MY MY
division by the lead assessor. Ty TOINN NN D9WAY NIN-9Y PMIND
Assessment manager is responsible PTANN TUN .NONDNN GPIN K9 TIIND
to execute the assessment plan. NN DY NINONN GPIN0 DRNNA YIAP)

Time table between reaccreditation | XY (P72 935 MPNNOVY PTaN O D)
assessment and accreditation .QX91 0227 99010 TV THX DD TYN)
assessments will not exceed 24 .DO%19) DXPTIN DY DDOPNN
months. As assessment should be

scheduled at least six months prior

to assessment expiration date in

order to complete the full necessary
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process until the accreditation date
expires. An assessment duration
should be determined according to
organization accreditation scope
(assessment day mostly one day per
technology per assessor) and it
prolongs from one day to several in
a row. Some assessments are

performed in segments.

7.124 Assessment Plan

Description of the activities and
arrangements for an assessment.
7.125 Good Laboratory
Practice (GLP)

A quality system concerned with the
organizational process and the
conditions, under which non-clinical
health and environmental safety
studies are planned, performed,
monitored, recorded, archived and

reported.

7.126 Complaint

Expression of dissatisfaction, other
than appeal, by any person or
organization, to an AB, relating to
the activities of that AB or of an
accredited CAB, where a response

is expected.

7.127 Certificate

2723 NN 7.124

P70 NINAY DYYTONN NIV NNON

(GLP) 0>mMN) n1ayn 'Nn 7.125

DY2°71N2 NPOIN MIN NIIWN
,0°)91N1 DN ,DININY OPNNIND
,DX207IND ,DYTIND ,DXI0NN ,DOYNIIAN
PIYD DMPHP KXY DD DONNTNI
.12°202) NINI22 MNVA

MYNT.126

YT DY Y LYND 1IN MPIAY-IR NYAN
DNMNNN,NINON GNY NN IN DTN D
9N HY IN NN PN ININ KW NMDIYAD

N MY TUNI , THDII MNINN NIIWN

.Mannd

nNMYN7.127

2-623001

1-200000

2-432007

2-660001
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The final product of the
accreditation / recognition process is
the certificate that informs the
customer of the scope of
accreditation granted to the
organization or the scope of
recognition in the research facility.
The scope of accreditation /
recognition certificate must clearly
display the fields in which the
organization was inspected by
ISRAC and was found worthy of
accreditation / recognition
(according to procedure 1-000016).
The information that must appear on
the Accreditation Certificate is
detailed in ISO/IEC 17011 section
7.9.4. The information that must
appear on the certificates for
recognition is detailed in the

directives of the OECD-GLP.

7.128 Certificate of recognition

A formal document in English
stating that the recognition has been
granted for defined areas of

expertise.

7.129 Witnessing

Observation by the AB of a CAB
carrying out conformity assessment
activities within its scope of

accreditation.

791 / NONONN TONN DY OINDN AN
NONON X MPIY NINNN NTIVN NN
9P PPN PN NN IN PININD
199X NI9NN NTIVN /NDNONN 9PN NID)
P72) DN OYINNN NN NI JPINA PNND
DMINT INNNN MYIN T DY )NIND
52 VION) DNNNA NIDN/NINDND
.(1-000016 7901

N2NONN MTIVN WNND TIN IWUN YTNN
7.9.4 yo ,ISO/IEC 17011 -2 0910
WD NIONN NTIVNI WNNY TINY Y NIN
.OECD-GLP -n m20op7712a

990 nNMyn7.128

179N NINY D YN THININ MDY THON
DTN MNNNN MINNYD

o8N 7.129

YNINN NIPNNN NIWN N YW NINANN
9PN NDN MR NN MWD
190P0NN 913 7T 5Y NN

2-660001

2-623001
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