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1.0 INTRODUCTION Nan 1.0 ona 0om

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 SCOPE
This procedure shall include all
definitions used in ISRAC

documents.

4.0 APPLICABLE
DOCUMENTS
Not Applicable.

5.0 DEFINITIONS
Not Applicable.

6.0 RESPONSIBILTY
Quality Manager is responsible to
update this procedure with all the
definitions used in ISRAC

documents.

NN HHIY 1Y HNNI NNNN DY HNIN

:19N2) NITAYN NONOND MINPINDN MYIN

(rmwany

n9vn 2.0

DYOMN NP DY DPno SNNn nvn
AN NNX,NY NXINKY MYIN TINN
.NIYIN YNNI DMNINNN DOWIND

mhn 3.0

MYNPWYNRN MITINN DD NN TON HPIN
.DIVIN YONoNMI

DOV 0991901 4.0
DY NY

mamn 5.0

DOV NY

NN 6.0
SN NN JITYD MIINN HMIN NPINNI

.MIYIN YONDNI MIVNRWNN MITHNN YDoa

NYTHDN DY M

Applicable Documents

DPMYN INY 55 .QA-1 NNYN NPRN PRI ISRAC 2WNn Yy DIRYMN NIN DN 11 TADN S¥ DX PR DMIWINDN DRV
2022 981293 21-1 DTN 7292 1DHTIN 12 DPY 9PIN2 O B*IPAND DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other

copies are uncontrolled and are only valid on the date printed. Printed on February 21, 2022




MTa¥N NINONT NNINTN MYIN Y5133 MYNYND MITHIN

Website: YES Definitions used in the Israel Laboratory Accreditation
Authority's documents
10 71070 790N 1-000023 : 1901 51 51 70 6 79010 97
Version number 10 Procedure number 1-000023 Page 6 of 51
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.
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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

FE Y

conflict of interests”, “‘freedom

from bias”, “lack of prejudice”,

» o« FE T

“neutrality”, ‘‘fairness”, “open-
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 quantity value and
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.
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EXAMPLE 3 Confirmation that a
target measurement uncertainty can
be met.

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.
The specified requirements may be,
for example, that a manufacturer's
specifications are met.

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

assessment in general, pertains to

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 DIPITNOY ,FIONTI 1S
=3 7T 200 FPNZII00I ININ
Y2 2555 1983 1NN 719972 VIML
TIVMN TN NPT IN /) NOID) 7172735
P25 NN P2 53535 PN .TITO oW
TN NI IIWIN 59 N5 oD

IN 27077 9N S AT TINON ,i1P0093
IN 710207 SV NN UNT NIV
NSO IN T 71N SV 11009077

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 of products (including
services) to specified requirements.
Any organization performing one or
more of the following conformity
assessment activities: sampling,
testing, calibration, inspection,
certification and evaluations 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.
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7.6 Organizationina mH9°na N 7.6 | 2-000003
recognition status D001 NPYTA NN OPVYYW INND PHIN
An organization is considered "in
recognition” after having paid the
documents review fee.
7.7 Organization in Process PoOANaMIN 7.7 | A-621001
2-000003

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

form “request for accreditation” and
has paid an advance payment of

50% of the accreditation fee.
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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 ANT) M MIN 7.8
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7.11 Site (designated by P in
scope)

A permanent or temporary place, or
a stationary or mobile facility, at or
from which the organization
performs 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, office, 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).

Note: Calibration performed by the

calibration laboratory at the

(nova P-5 ym9n) 90N 7.11
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customer site, is calibration at a
temporary site.

7.13 Mobile Site (designated
by M in scope)

A mobile site is a site with mobile
ability that works as an autonomy
unit, such as a vehicle visiting
clients' premises and equipped with
measuring/ calibration/ inspection
equipment.

7.14 Main Site

Also called main/reference site and
is the site where the main activity is
performed or set as the CAB's
headquarters.

7.15 Branch

Also called secondary site, is a site
where additional activities are
performed as part of the CAB's
scope of accreditation.

7.16 Test

A full or partial test, including
measurement and calibration
(sampling, analysis, expert opinion
and interpretation), according to the
matter at hand.

Calibration, testing and inspection
are included in this definition.

7.17 Inter laboratory

Comparison
Organization, performance and

evaluation of measurements or tests

(Nava M -5 92101) 9 9N 7.13
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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.

7.19
Within laboratory Control Testing

Intra Laboratory 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.

(PT) mamvn mpr1a 7.18

TN GNNWN DD DY DN NI
YV DYNNNI YR DTN OIPIVIP
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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.

7.21 Assessor

Person assigned by an AB to
perform, alone or as part of an
assessment team, an assessment of a
CAB.

7.22 Inspector

A person who performs the test
facility inspections and study audits
on behalf of the Israel National
Good Laboratory Practice
Monitoring Authority (IL-GLP-
MA) or a GCLP inspection.

7.23 Team Leader

Assessor is given the overall
responsibility for the management
of an assessment.

An assessor appointed to manage
the assessment/audit, mostly Head
of Division or an ISRAC
assessor/auditor. He is a member of
the assessment team, who prepares
the assessment plan, leads the

assessment team, inspects the

P13 7.21 | 2-623001

725 ,y825 N9NDN 9N DY INNY DTN 2-520001

IO SV PTIN ,PTIN INN PHND N
NOND TIYHN

Ypan pma 7.22 | 1-200000

PN APNN NPXTAY PTIN YSIND DTN
INIY DY TININDT MWD OYLN PPN

.GCLP p7an W GLP onna

992 p1a 7.23 | 2-623001

P70 510 NYINKRD NN DPY P2 2-520001

PTAIN NN O MY P71

YN IN 9IND WRD 27D ,NID7N/ND00NN
VN INY

5N NN PO IWN PTINN NN 712N
PT202,P7290 INY IR PN ,PTINN

SV MDMNN DI NN NN PTIA MIN
MONMNNN MOLINN HAPN ,PTIIN PIIND
92 PTAND NN NN IXMD ,PTIND VNI
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CAB’s quality management system,
makes decisions regarding the
performance of the assessment,
presents the assessment team before
the CAB’s management and
supervises the preparation and
submission of the assessment report.
For accreditation assessment it is
custom to appoint a Team Leader
from ISRAC who is usually a Head
of Division in ISRAC.

7.24 Technical Assessor

A technical expert who has
completed a course according to
procedure number 2-520001.
Mostly an external employee,
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.

7.25 Technical-Lead Assessor
Certified Technical Assessor, who
is also qualified to perform opening
and wrap-up meetings for technical

assessments, like extensions.

7.26 Interested party

Person or organization with a direct

or indirect interest in accreditation

N”YT NION DY NPAMIY PTIIN PIINN NOMN
ANVIM PTIN

2210 PTI2 DMINN D772 NINON PTIND
SPNT YN 2D MVIN DNNN

SWNPN P 7.24

DNP 92V YN ONSPN DINNA DN
1 .2-520001 511 295 MmN Yv OXp12
IUN PTINN NNXA TN PNYN T2IY D
TOPMNPNND MPYID PT720 NINID ININK
19 NNPIND PYN ININD PT2N INDIND DY
DRNNA YNIND DY NONONN 9PN TINN
DN PYY NYP/PTIAOIN DIVY

55290 -98PNI PN 7.25

0 TIYY IYNNN TR0 SINEPN P
N2 ONEPN PTINAY DIDDI NN NNOY
ANIN OV NANIN

1y bya 7.26

PPY IN Y Y HY2 N N DTN
oNoN2

2-623001
2-520001

2-623001
2-520001

2-000002
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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,

WD DY PIVT DNINY PP PV 71
P2IYT DNPIY PPY 1Y ; 719007 12
290 5Y D29PN0P IN DPUINUNT 1IN SV

.D2200I077 TN NIWiT

LFIIDOT 90 TIN 51595 02590 120y 252
OIPINIMAY , IONDT 1DV 290

L, INO NINDY ,7PVYR SN PY , 071N )P0)
D270 02910 (7190 077) 1129917 2543
D2INN DINIUPP DM PY IN DINIU0
-39 ,0905U00-N5 O2ININ IN
D222 D21 IN

including consumer organizations.
1-200000
2-623001

7.27 Raw data Audit 0Mm nYpa 7.27

MMV O»NDI DINM DY RN

NI DY IMND IN DM NT DY DNYPN
INNT OMN5NN OMIMN DN PTINI WNIAPD
VNI IPNNN DX NAPY 1D, 103

YT PYND YT, 09NN MI5NY DNNNA
MY DX MIAPOY ,NITI NN NOY GO
.DOPINI Y9 OMNMN

A comparison of raw data and
associated records with the interim
or final report in order to determine
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.

YPTANY D) NVINDI T PTIND MDY
NN NPPOY WINN DI IPIY NINON

PYTA MOV PPN

This assessment activity is also

relevant for accreditation/extension
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assessments when revieweing
method validation files.
7.28 Control limits Npa My 7.28

The range limits that include all MNSINN 52 NN 52007 NN 1)

95% of the results (+2 standard NPVO 2+ ) ©IPHIN 95% 3 MYIPNHN

deviations). These limits are also N M) 0) OINON NON M) (VPN

named warning limits.

7.29 Action limits Aows My 7.29
The range limits which include DPNRNN 99.7% 750N NNVN M)
99.7% of the results (+3 standard NN NN RN (PN NPLO + 3)
deviations). Any results lying NVXPI2 NTANN NN NONND NN MND

outside these limits, requires an DT MPNN N2WI

immediate corrective action.

7.30 Examining or Inspection (MNIN 0 ANI) PTAIN N 9 7.30 | 2-650001

body (see also Organization) | vy5y ;mxan msyann nnx yan wr qn | 2021001

A body which performs one of the :N19PDNY 995 NPNY
following activities and can be ,MPY , NN ,OPD ,NPNA/NPITA,NNNT
subject to accreditation: Sampling, 002 5y NYT NN NN NN ,NTYNN
testing, calibration, inspection, and Mpr1a

evaluation and giving an opinion
based on testing.

7.31 Accreditation body (AB) 90N 9 7.31
Authoritative body that performs

.N1990N YNIND DY 9N
accreditation

7.32 Certification body TN 9N 7.32

A body that performs certification. ATYNNOMPY YXI0N 0

7.33 Approved/ Recognized GUIND IN 999 9N 7.33 | 2-650001
Assessment Body DIN MM MK Yap Awn pra gy | 2021001
A CAB which has been SNOWNNN MIMNRN YT HY ,MIPN IN
approved/acknowledged by law or .DYNNNN
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regulation by the corresponding

government supervisor.

7.34 Accredited Conformity 10 9 7.34 | 2-650001
Assessment Body 2-651001
A CAB which has been accredited AN IN MYINN NINDN Y2PY P 9N
by ISRAC or an AB which has DV TPTTN NION BO0N DY DINNMN NINON
signed a Mutual Recognition VAN DY ,NDNON 29N

Agreement of accreditation bodies

with ISRAC.

7.35 Colleague Accreditation nNY o 9N 7.35 | 2-000001
Body

Foreign AB (Outside the borders of NYTH MY XINN) T NINON PN

Israel) and /or Regularity authorities MYI) NNV NIV IR (ORI

(Israeli governmental authority or MIINIRA(NIT IR TIIRIY TPNVOY

foreign) and /or Professional EFI, 15 0nna 9om ) swspn
organization (@ recognized MWIN DY YIS NIPW1 San (ISTA
organization, like EFI) that P12 9N Nonond

cooperates with ISRAC in the
accreditation of CAB.
7.36 Root Cause VMY 09 7.36 | 2-623001

YNY DN .NINN NONRNN ONIN WD NPn
ND NN NMDY0IN NDON INNN

The origin of a deficiency or other

non-conformance. Root cause is the

most basic reason for the deviation's DRI
occurrence.
7.37 Sampling o1 7.37 | 1-000006

MOLDVLLO NNNPH DY PON IMN NN
IUN NMITTIA NN DY NPNIAD NYINN
NIV MODIVIIND DY YT 1IN MNNN
YN N

XY 292 MNDNOVI AWN) DTN
INANYONNPN PTIND NYITIN

A part of statistical skills pertaining
to the selection of individual
observations which should yield
information on the population that is

the subject matter.
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Sampling is considered as a
technology in itself an independent
professional assessment required.
The sampling process will consist of
the following stages:
- Setting the population
that is the subject
matter.
- Setting the sampling frame,
a group of items or events
that can be measured.
- Sampling method definition
of a group of items or events

: DYNIN DXADWNN 259 OWTN POIN

NIV ODYIIND NN -
AN NI

L0 TN NNVON NN -
DWW PN IN DXV NP
STYIND Y

S5v DIVT NV NITHIN -
IN DYOMON NP

(what  tools  samplers, D25 17N1) PN
MN>TPN NN ,0MNT
N DTN MDY MINIY
DN ,NVYIP NOIN MDD
, XTI NN VAP WA
,INTN NN OOWIVN T

preparations to carry out
sampling activities such as
preparation of absorption
solution, is required to fix

the sample, how to transport

N(ala)g =)

the specimen, and the like).
7.38 Reporting of Results (e.g. ;NP7 N797) MRSHN MY 7.38 | 1-455001
test report or certificate, ;9990 YN D1 N NPT HNYN
calibration report or (719) DT NOY
certificate, sampling report)
For the purpose of the international
standard dealing with the ,MTIYN MPYIL POIVN PNINDIAN JPNN
competence of laboratories, test /T MMT MYINDRI MPT IWIRND

DOXNYY DXXRIPI I MTIYM NP>Ta
JDNNRNNA 2P MMT NP>TI MTIYN
L1252 NRPPVINY 5 TANA 12ITH YD INIAY

reports and calibration certificates
are sometimes called test certificates
and calibration reports, respectively.
It should be clarified that this is

only a semantic difference.
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7.39 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

and the accreditation process
(document number 1-611002E) and
in ISRAC procedures and Guiding
documents regarding bodies
performing certification, inspection
and other activities.

7.40 Administrative extension
of the accreditation certificate
A status that takes place in case the
Organization's
accreditation/certification is about to
expire and the procedure for re-
accreditation/re-recognize have not
been fulfilled. The request for such a
status should be documented The
General Manager can give such
administrative  extension to an
organization for up to six months.
During an administrative extension
period, the organization is under

ISRAC supervision but will not be

N9NYNH MYt 7.39

Sy N2 MNNNN NN MPTHRN NN

DY 7RO NPND YT, TINYD PN GO
MNP

MNNIN MAONN NINONN MYIT
MY MRNN,OONNPNN ONIPNN
MYIT NN MA0NND MITNYH NPNIM
MYIN MITIN THDNI MNDNN PN
,(1-611002 7901 THON) ,NINONN TONM
DYTYPNN 920N 1990HN) MYIN PO 1)
DM NP9 XN, NTYNN , NPT 290D
.DMNN

NNONN GPINY NYONIN NOINN 7.40

9PINY NIPNA,NINON DIVLD

NAY TR PTIAN NN OV NIINN/NINDNN
N9NN/N2RONN TONN OOVIN DIVI

. VUThN

,IWAN 97930 7Y INPN TPOTIN NOIND
DWW TY SV NYANND NNPND )NIND
TOMN NIIND NND MDON .0OVWTIN
NOINNN NNPNA .MTNINND NP MDY
2V MPXa NNN IRWI YNIRD TIOMNN
,N2N0N NTIVN IV IPAY NI TR, MYIN
23 N9IPNA NINDN NADI IN/

2-650001
2-651001

2-660001
2-651001
A-621001
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issued accreditation certificate and
or its appendix.
7.41 Decision nvYNN 7.41 | 2-651001

Conclusion, based on the results of
review, that fulfilment of specified

requirements has or has not been

¥, NP NINSIN DY NODION MPON
2NN NI IN IS MIPI MYT NN

demonstrated.

7.42 Annual assessment plan MV 0'pT1aN 99N 7.42 | A-621001
The number of the Assessors| M2RYNNQR>NR DTN PTIA N> 901D

working days taken from the AMINDY
organization's accreditation scope.

7.43 Scope of accreditation N919N 990 7.43 | 1-000016
Specific conformity assessment YD NPPIIO NIDRN NIIWN MWD

activities for which accreditation is N2RON MY N NV

sought or has been granted.

7.44 Flexible scope of (C 101) W) Nanon 9920 7.44 | 1-000016

accreditation (Type C)

Scope of accreditation expressed to
allow conformity assessment bodies
to make changes in methodology
and other parameters which fall
within the competence of the CAB
as confirmed by the AB.
Accreditation scope that allows the
laboratory to adapt accredited
methods for testing of new matrices,
or for extending the
identified/quantified analytes, or for
using new equipment, and to

provide results within the scope of

NOIYN Y9NY IWINRNN NONONN GO0
NDITIND DMV YSIY NN
DINNA DINYIIN DINN DIVNIN
95 NIINNT NI 9N DY INMODND
.19NONN 9N T DY IWINY

NN DINNNY DTV IWANRND NINDN GO0
LUTN DPYIVN NPYTAD NONDINN NVIWN
DYVIND 25710 NANINY N

PYINI VINOWY I ,DONNDIDN/D¥IVNIN
Y92 NONDNN NNDNI MININ NN VTN
MIN NN NN TI DY wpad v
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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.

YN NN 9PN 2D WONTNY WY .NDNONN
YIN DTN PIPOY DIONT IWINND N
DTIP YD) NY GUN ,N1NAIN DYD NP TIa
.N9N0NN 9P>N2 99

7.45 Fixed scope of (A »on) NPwp Nonvn gprn 7.45| 1-000016

accreditation (Type A)

Accreditation scope whereby the YT 12 MW 95 NPV 1NN 9N

object of accreditation may not be VAN HY NN NHIAP

modified without prior approval by

ISRAC.

7.46 Accreditation n9nvn 7.46 | 1-000016

Third-party attestation that refers to 93N PN XN POV T8I PONN

a CAB assess the CAB for the MPYIN NN NN IM DY NIND

demonstration of its competence to NPT YXIZ PTIIN IV PPN

carry out specific conformity

assessment tasks.

7.47 Withdrawing NY9N/NmoN nYon 7.47 | 2-650001

Accreditation/Recognition 2-651001

Cancelling accreditation/recognition NI 9IND NIDN/NONON 91V

for the full scope.

7.48 Voluntary Withdrawal of 19892 N991/N910N NHoN 7.48 | 2-650001
2-651001

accreditation / recognition
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.

990N GP>NY NINONN DY NININ 51V
IPYNIN NN

NN PONY YPIN NINND I NIPNI

D NTI QIND YN )N ININON
NIDNY PNIND NN NAIND NYPA NPAPNN
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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

D122 TNY PN T NIPNA )N NONONN
YN : 27207 NONONN NPPOY DT
MLINNN INK APYN DNID INXINK PN
N INPINKIY DNNIND MYINN

NYTN NYP2 NN N2»NN NONOND
Nam)alvinp)

application.

7.49 Granting N99N/0990 npIyn 749 | 2-650001
Accreditation/Recognition 2-651001
Awarding accreditation/recognition ¥ TN GPOPNY NN / NONON 1NN

for a defined scope of accreditation. Rak)alvly

7.50 Extending Accreditation Manvn 7.50 | 2-650001
Adding conformity assessment qP>N2 NIRN NIWN NN NIOIN 2651001
activities to the scope of -1IRTNN
accreditation.

7.51 Receiving Authority NIYNPH MYIn 7.51 1-200000
The unit within the Regulatory 29 DY TONINKD TNV MYI2 NN

Authority which is responsible for ¥ NI0N PIND MPIMN MWD

all administrative actions to permit PV DI ©opD

the sale of chemicals and substances

on the market.

7.52 Suspension of Mywn 7.52| 2-650001
Accreditation 2-651001

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

.19N0NN G0N PONIN D30 NN NN
IN 177932 NPWYI NIIN/NINONN NOYWN
AN

G0 HY NIIN/NDNONN DIV NN YWD
TY OV, N2INN NOPND 0N/ THOM P
PTIAN GNY MIVON 1NN DY, NIV O8N
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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.

7.53 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.
7.54 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. The
personnel that carried out the
assessments should not be members
of the committee.

7.55 ISRAC Law

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

NMPN TONN2 1M/ TR NPIDY INND
ANMYVYND MDD DN DX, YYD

mnn 7.53

DILLDY MYNI YPRY THOW NI M TN
DYTNNN SWND (MYIYD TIII) NINONN
MP9) TAPN PTAN WX DY NVINN 12X
IN (DYDY INN ONSPN P TN ,01Pvna
DVNKPN NPNID

P70 NINOVNN NPPOY N1 7.54

,0712N NYIOYW/DMIY/TNN N2 DTV
NN TN PTARN PPN DX NIPION
NNDNNI PIIND MPYI/DOP TN INSNDN
SV N99DNN 28N 9272 979NN )92
DINNX PN DTN 212N .PTIAN IIND
APTN 20 PYY PN IPOYY IONND

MY min 7.55

, N TAYN NONONY TININDT MYIN PIN
1997 —ymwnn

2-651001

2-650001
2-651001
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7.56 Test technology NPT NINONDYL 7.56 | 1-000016
A test technology is the NODLAN MY NPYPTAN DTN N TPNINIV
combination of the test matrix DPTINA NIY NANNN NN MY
(Group of products) OMYN NNRM
and field (Type of test), see form ,913 LYNY ,DPINNN Y2 NPNINOV
number T1-000016-03: table of DX NNV : DOPIN NWN MAINN
Technologies. (NP>12 DINM) NPITIN NI (DP>IVN)
N52v : T1-000016-03 DL NN
JPNONO0N

There may be sub-fields, which will | >T7 ¥X)2> X7 JUN, DDINN >N PN P10
N2 NYNOL DY NITHINA MV
9PN NYDI YNNIV 2INDIN .1ADD
1)1 NN WITIN VN NONONN
IVN NPIYN T INYD INIINOVN
.19N0N2 IWN MP 12D

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.

7.57 Small Technology/ a MmnvNav /NvP NN 7.57 | A-621001-22

A-621001-23
Technology a

LIV NTTIA NVOW NYYA TPNYNIV
YV 4 TY SYONSPR PTAN NYNTH

A technology with a single
and simple method requiring
. P7,MYP aawNn N1 NNV
a professional assessment of

qP>N2 TADIIN PIND YW ONINI

up to 4 hours. A technology
NIDN NNX MINTNOV NN NINONN

can be considered small,
. o 19 A-D DY TINN
only if the organization’s
scope of accreditation
includes at least one

technology classified as a

regular A.
7.58 Assessment technique NPYT1A NPV 7.58 | 2-520001
Horizontal Assessment technique 2-623001
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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
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

PN NPT NPAIOV
YNV NDM0N NINNN N DXND NPT

N NI MINN NN DNON 2357 200

TONN 7/ NPYTA NNIND HPNTIPI NONND
TNVOY NHPRNN OX NOIY IR IPTY
.DY29NNN 7 MP>TAN 92 2NID NN

MDPYY NN NPT NPAOV
0n9Y
TV NPYTIAN N PONNN NO>NNN NPNIA
NTIPID PONINI NNNX NTIPID N NNPDD
DV N»NA :HWNY N PN DY NINAN
TV MINYNN NP ADWN DN NPYTa
T DY) MPYY NPYTA NYT NPONY
YY), 7NN DWIN NYAP 1IN ,Hunb
YNV O/ TN DY MOINDN ,NTIAYN
OIN DTN NTN I9IN,NTIAYN P2
IN/Y 2T J9IND NPITAN YDV NN
DMIMN DY TN NPNY DN AWMNN
,PYTAN MINNIN DY NP ,0MNONN
MT NOSTN ,NPINN NYWIN YT DY NN
NYT NNON ,NPYTAN NYIT NOLDM NP> T2
(TN NNy Mpoo NprTa
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and the content thereof; distribution
of the test report to the customer;

maintenance of documentation).

Vertical Assessment technigue for NN MDPY NPIN NPT NPV
Backward Trace 025 D297 MDPYN DV NN OIN
This is the opposite of Forward N2NNNN NTIPID TN PONNN NON NIN2

19 ITPN NTIPID NN NTIPIN IR HYY
NMNON NPYTA DY NN :DVND . PONNI
NYAP DN NPT NYYT NN 12 2DVWNN
(2299 PYD NNI) NPYTAN MINAD MININN

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 MADN NPT MPIIV
an assessment. VINYAD NDNDN QN I HY VIV MOV
Note: Assessment techniques, can P70

TN 21950 219> , 7199771 172900 - 7719Y77
I Mo )N
;AN PTIY -

include, but are not limited to-:
—on-site assessment;

—witnessing;
) ;719N -
—(document review;

; D2OPOP NP0 -
—file review; NP NPPD -

—measurement audits;

;ITTO 17703 -
—review of performance in DVOPH MPITI2 DN NP -
proficiency testing and other JTIINN IPNTIVO-PI NI
interlaboratory comparisons; NN MNP -
—validation audits; VN9 2P TIN -
—unannounced Visits; TIMPNT -

— interviewing.
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7.59 Technical Expert MNPN N\ 7.59 | 2-623001

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
which observations will be
performed from all accreditations'
scope included activities. Planning
an assessment shall include

assignments planning that should be

NN TYY ,1120DN G0N OT 9y DY DTN
NPNLIN N YT PADNN ,PTIA YW INPINN
NI PN NINDNN PPN Y29 D1PNOD

ONNNY 19IND PTIN YNIN

73YZ 250 7NN 710X NI 717
12977 N 77O

TONN RN NN Y KD OOINNPND VY
MWINPNI XYY . MYIN DY DXPTIAN NIVON
oV NYIN PN ,pTaNnN b boa My
DIV N JNION , MDD MY, MYIN
MWINPNM ION NN DN NN .DINSNHN

) NI NYIND PTIIN VINIAN NPND)
MYITIONNY DXNNA NI MDY
v

ON 52970 PTIAY WINDY PPIND ININKN
OY NP S OXTH NN TN PTIN
AMDWIN DO TINK ,NPIANN MYNIAN
PT207 ION .NIRONN 9PN MNIIN
GNNN YINTI LIYW MOVNN NION N0
PTAINNVY O ,PTANN DIV YN PTIN
NPDVPOND MDY YD

2-520001
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demanded from the examining
body, prior to its assessment, in
order to perform the assessment in
an effective and efficiency matter.

7.60 Working day AMay oy 7.60 | 2-650001

2-651001
, Y2 NTIAY DV ONMNN 01 NN

NNYNY YTV .Y NTIAY M 59H

The term day refers to a business

day at ISRAC according to 5

. " o>
working days per week. ISRAC MYUR RN TY NURY D212 40 Mmyan

opening days are: Sunday until 07:00-16:30

Thursday 7:00 am until 04:30 pm.

7.61 Assessment Day P73 oy 7.61 | A-621001
The working hours and traveling NN) DN MYYN NN 550N NTIAY DY

YV OMSPN PTI,D220 PTIA PN UK
PT2N0Y WPNA HNOY M Y IN
.NI9N/MPY9/NANIN/NIPDN

fees as reported by the Head of
Division, Lead Assessor, Technical
Assessor or any other individual
working on the accreditation/

extension/ surveillance assessment.

7.62 Consultancy Ny 7.62 | 1-432000

NN 9N OV MY 551 MaNNWn
.N19P0N NN MNINRNN

IN DY DY NPON IN 1IN 1 NHNT
NN NIV G0N N1 DO

DV 91902 INX DWW MONNWN 2 NONT
NINORNND NN 9N

197N IN PN W 1NN 3 NHNT
NN DY DY MM NRIPY NPNI0

SV NI IN /) DOWAN OYOM) NN
advice or specific training towards NN NOIWN 9N

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.
EXAMPLE 3 Giving specific

the development and

implementation of the management
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system, operational procedures
and/or competence of a CAB.
7.63 Decision Rule nVOHNN YYD 7.63 | 1-661002
Rule that describes how MRTIFN NIVIND T INNNN 57
measurement uncertainty is NYIITO NNRND DIMNN TURD NTITHN
accounted for when stating AP0
conformity with a specified
requirement.
7.64 Assessment P71an 7.64 | 2-623001
Process undertaken by an AB to 7722 120N 9T 5Y ¥¥1Ipn TINN
determine the competence of a ,NINRNN NN 9N DY INDID NX WIPY
CAB, based on standard(s) and/or DI00R /1 (B) DOIDVD 20 7Y
other normative documents and for ZY TN 9PN S DINK BP0
a defined scope of accreditation. Ron
7.65 On Site Assessment N3 PTan 7.65 | 2-623001
An assessment inspecting the POV YHIRND MY NPT VY PTIN
CAB’s activity in the field and/or at I NIN DNV DI MDIPHI N/
other places where the CAB
operates.
7.66 Accreditation Assessment 191291 PTan 7.66 | 2-623001
An assessment intended to evaluate | P’ IIND DR TIVND IMI0NY PTIN
whether a CAB requesting 199000 MYITL TR, THDN NPNY
accreditation conforms to the
accreditation requirements.
7.67 Re-Accreditation VNN N9199N pran 7.67 | 2-623001
Assessment 2-671001
Assessment performed to renew the AMNN NN WIND 1IN SY Y8INN PTIN
accreditation cycle. Re-accreditation | 24 1y 79y) wTnn NoNON PTaN .NINONN
assessment is undertaken up to 24 NNIPYY OTIPN PTIN TINHN DOVTIN
months from its previous WINN YNI5 1N DY NINONN NP OIN
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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.

7.68 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
assessments will be added, if all
possible, to future scheduled
assessments.

7.69 A follow-up assessment
after corrective actions were
taken

An assessment which examines the
corrective actions that were taken
by an organization and whether they
were sufficient enough to remove

assessment discrepancies findings.

7.70 Split Assessment

An assessment that is carried out
over several days, not consecutively
Note: Applicable mainly for multi-
site and multi-disciplinary
laboratories, for inspection bodies
in wide scope projects and for

inspection bodies while observing

DV TPWNNPNN NN DY NP NN
NONIND MIND NIIWN SWI PTIAN G0N
RpAY

nan9n Pran 7.68

THOM IR DN TIVNY INIVNY PTIN
YN NP 3229 NINON MYITL TR
D»PN N2RDNN 9PINY POINY WP XIN
IWONN NN DN NANIN PPTIN OV

UNID DNNNN DOPTIND

MIPNN MY NN APYN PTan 7.69
("7n9)

DYOVN NIRD DX TIYNY INIVNY PTIN
NNN 10 NNIPNNN MNPV NN
ND DYNINN NN IPIID DN NNV ON)
P72 DYV MNRNNN

bs9n pran 7.70

892 XOW DYDY 1901 N9 DY TV PTIN
NIVINN 37 MTIVNS 9723 OWPY NN
3N D20221992 N2 2905 , 110NN 27
P70 75N D272 D295 9077

NI PTI2 90 NOWOD 7122985 DNV
oV Mo

2-623001

2-623001

2-623001
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their activities at their client’s

facility.
7.71 Technical Assessment

An assessment which includes a
review of the documentation
relevant to the scope of
accreditation combined with on-site
observation focusing the technical
aspects of the CAB, the technical
guidance that ISRAC published
related to the specific accreditation
field. In this assessment the
technical competence of the CAB
and its qualified employees, the
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.

7.72 Quality Assessment

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

swNpn p1an 7.71

VNN TN DY NPPO 550N PTIn
990NN 9P°N2 YOIMDIN MDY DINND
DOVNA TPNNNI D9 NOSN NV
MYXANN NPYTAN MOLIY HY O»IOVN
MYINY NPNNPNT NPIIND NN
190NN DINN DY IYPNA NNDID
MPYON D¥PTI) N PTINT DNIDN
,DOUNNN PTIYY YDIND DV TINNPNN
NPYTAM DTN TPX MPNN NHPNRNN
MPYTAN YINAD DIVITIN DIYNNINM)
DY2HDN NPT NI ,NINPDNY MYPIANN
951 DN INDN D15 DXV DMNINPN
YD1)2) NNONN NPNI WITID 901 Y11
N

MPN P1an 7.72

NN MYIT NYNLN TPPNNN PTIN
TPOVNNPNN NN NAWNN NN
NIIYN NPDVPIN DY YT PADY NIVNI
DD YNIRN DY NHRNNN NTMIY DN
N9NONN PN MYIN NPOTN IINY POV
2NNPN

2-623001

2-623001

DPMYN INY 55 .QA-1 NNYN NPRN PRI ISRAC 2WNn Yy DIRYMN NIN DN 11 TADN S¥ DX PR DMIWINDN DRV

2022 981293 21-1 DTN 7292 1DHTIN 12 DPY 9PIN2 O B*IPAND DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 21, 2022




MTa¥N NINONT NNINTN MYIN Y5133 MYNYND MITHIN

Website: YES Definitions used in the Israel Laboratory Accreditation
Authority's documents
10 71070 790N 1-000023 : 1901 51 51 71 33 79010 97
Version number 10 Procedure number 1-000023 Page 33 of 51
procedures, ISRAC policy and the
obligatory accreditation standard.
7.73 Integrated Assessment axwn p1an 7.73 | 2-623001
Integrated assessment is performing | 1122©N P70 THXIN NININ PTININ
an extension assessment with a NADN MY XYY DXTPYY HNINNN YWINN
o . 9901 DN DNNNA TYHNA VNN
reaccreditation assessment which
often occurs with no additional cost A-621001
as applied in procedure number
A-621001
7.74 Office Assessment 059100 pran 7.74 | 2-623001
An assessment performed on the N INDN DIDA DY PN TN TN PTIAN
sole base of organizations' 91N Y995 9595 TN ,INNI NP NYY
b b b
documents without visiting the site, B220DR PR NI DIV PTI0 1O
. DNPIVIP 9 DY PIND YN NPINKA
according to complete assessment
- MNINK PR UKD 2-623001 19010 51y
procedure. The Head of Division L '
TROMIN PHNIND NN MOYN NIIYNY D)
can opt for a paper assessment
o . DYP0NN PTIN NN .PTINN VINIAD
based on the criteria defined in this
20 PN HY MO N7 207
procedure. The Head of Division is
also responsible for the pricing and
approval of the CAB to perform the
assessment.
7.75 Surveillance Assessment Mp*a p1an 7.75 | A-621001
2-623001
An assessment to evaluate if an TRDW MIN DX TIWNZ INIONY PTIN
2-671001
accredit organization follows 12NONN MYITI TIYS PYND
I . 9 MPD PTIN M2 >
accreditation requirements. ISRAC YNO M0 PTIN PRI RV MY
. . MS21DN NYTNPI MPP MY IN/ TAPNH
is entitled to do so as a response to
) . ) 210 TPON YINY YN NANND ,NPPN
information received from 3rd party
INSDIV NN NIDIN NN DIRNNN
such as assessments finding, severe
_ _ o MIND N NNPNN TONNA OXPTINI
complaints against the organization, N0 S MAMA MMEN M3
capability comparing tests failure, 990D YO YIOY , AHPH INNWA
and misguided use of accreditation
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logo and so on. All of which raises a YYN N2IY TWURD NNT .NITI) NONONN
reasonable concern regarding the TINN SV DTNV TYNN 220 PID
organization capability to stand by .N2N0NN MYITA THOINN

accreditation requirements.

Unannounced Assessment yno p1an | 2-623001
2-671001

,DYND1 DNMNIN DY DINNA PTIN

NDD Y812 Y D52 MWD YT DY YN
NDD DTN )NIND DY YN DINT
NNIRND RTND YT 1191 DIINON NN
.N12N0NN MYOITY MDYIN

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 insure
organization's procedure
requirements follow up.

Special Assessment INYN PTIN | 2-623001

5y ,UNIN DINNT NN Y¥1I0N pTan | 2-671001
DYY WTIN PNINNY DNIPY NNAD 1IN
S¥ YNV IX MPYON DIDAN YATID
DNNNA NNPRN MWD 7 MYAT

An assessment coordinated with the
organization, in the purpose of
checking changes the organization

has declared according to the
2- 9901 9NN 97y PYIAPNNY MLONND

surveillance agreement or
AN 92T MOVINNN NOAP TONN : 651001

implementation of requirements or DINNPN £ 1115 DTN D8N DY 19PDN

NN AN 7PYA DY DXTYNN
-YTN ©PTAND NAIOIIN INNN ,THPN PTIN
procedure number 2-651001: The NPNY D137 WNIN DIIINNN DYV
Decision Process Regarding the (MITHIN NXY) YN >PTIN

Accreditation Status of Conformity

corrective actions following the

decisions taken according to

Assessment Bodies, as: findings
showing a systematic problem in the
organization.

Special Assessment is an addition to

the assessments planned annually
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and can be unannounced assessment
(see definition)
7.76 Accompanying assessor Mo 7.76 | 2-520001

At training checks "under
observation™ is accompanied by a

professional checker relevant test

7.77 Controlled documents

Documents to which documentation
control applies. These documents
include procedures (policy
documents, performance
documents, professional
requirements documents, training

documents) and forms.

7.78 Assessment number

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.

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

NN 7MY NNNY 1YW NIWONA PA
DOMYIN NPYTAN DINNAONNPN PTIAA

093N 0991991 7.77

STIYNN NP DPDY NONY DXINON
YJNDN) DIDNI 19V NYN OIINON
NIYITT OINDN VN2 IDNDM) , NPIPTH
.DYD9V) (NDITN IINDN ,NVINSPN

P71an 9991 7.78

Y DM HYOY T, Tan HOY JN) 190N
YYD PINPNY MDON NIY P TN NN
P72 99010 IMN NNN

NNN MHWN WO PTINN 0N DIPHNI
P70 190N INWI PTANN 19010 ,NNAD
9901/ (LLLL) p7ann y»on nv :n 259y
: (XXXX) X7 9901/ (NNNN) y»ann

LLLLNNNNXXXX
YOMNMDIN PTAN NIAY MPIN NN W
ANIND DY OPTINN NOPINI

2-623001
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7.79 Proposal for Discussion

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.

7.80 A Testing Facility "'in-
Process of Recognition™

A facility is considered to be in the
process of recognition if it has
submitted all the required
documents, signed a form for
joining the procedure and has paid
50% of the recognition fee.

7.81 GLP compliance
monitoring

The periodic inspection of test
facilities and/or auditing of studies
for the purpose of verifying

adherence to GLP Principles.
7.82 Test Facility

The persons, premises and
operational unit(s) that are
necessary for conducting the non-
clinical health and environmental
safety study. For multi-site studies,
those which are conducted at more
than one site, the test facility

comprises the site at which the

T ¥8m 7.79 | 2-650001

2-651001
YOIMNDT TIVN NVIND NYIAPY NTNX NN 65100

0025 PTANM NINONN NPPOY NTVD
VAN 979350 N8ONN N )T

71990 YN Apnn ypan 7.80 | A-621001

INNY N9 TPONNT 2WN) 1PN 1PN
oY DN ,DXWITIN D¥INDNN NN YHNY
ToNN MOYN 50% DIV MOV DNV
179N

N MNIPYA NNY X APy 7.81 | 1-200000
GLP

789 PN NPNN SV ONNPN PTIN
.GLP-n mapya nTny N

Yprn ypan 7.82|  1-200000

(MNTNN (1N2 NLY) DIXN ,DIVIN

ND DMIPNN NIXID NPNIONN NPIIWVOIN
.N2°20) MNI2 PNIYD O»POP

NP OYXIAN YN ,DMINN 27 DIPNNA
INRNN 257D IPNNN PN, TN INND
NPNN NN DY ,APNNN 5NN DPIN I
IN TPRNNY TYUNR DONRANYN IPNNN

PN PN VN MDLPNIP
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Study Director is located and all
individual test sites, which
individually or collectively can be

considered to be test facilities.

7.83  Scope/Schedule of 191900 9PN NovY 7.83 | 1-000016
Accreditation

Scope of accreditation detail and N PTH VIV NINVONN 9PN NODI

define the activities for which .19D0NN NN N NMDYIN

accreditation is granted.
7.84 Proficiency Testing Round NN MP*12330 7.84 | 1-681001
At least one set of test items NP>72°079 5¥ NN NITO MNS2

YT AT NTIPIA NTAVNRD DIPNDNN
NNPNHN MPITA NINN PoNd

provided to the laboratory at one
point in time as part of a proficiency
testing scheme.

7.85 Assessors status P1a owvo 7.85| 2-520001

Overall status defines the activity N9YON DXY NN TN : 19997 DIVVD

of an assessor/ consultant upon JNYIN INY NVINN 9 Y \WP/PTIAN
ISRAC's staff's decision. DILLOY GONI N : YYD NN
Overall comment: given in addition Y NN APYNINN POND ,PTIAN
to the status as part of monitoring. .DNIVWON
Primary status YN DIVNLD
Potential: a candidate or YN NIWINI PTITIN TN  SINOEIID
assessor in training who has NNYNNA ©PTA DN N2y

passed the Assessor's course.
PTIO wnvN 19w

Active: an active assessor.
. P20 72ya VY 19rva NY
Non-active: Used to serve as !
an assessor.

Secondary status NVN TIVNVD

Course: a candidate prior to a L0NP TONNAIN ONPY PN 1 oNP

course or during a course.
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Observing: a candidate in training, | 22¥1,PT2 NYPND THOYIN : 98 HIYINA
who has observed permitted .DPT2NI MY HY NIWIN
assessors making an audit.

Under observation: a candidate in
A5V P2 NYNY THVN : NaN) NIVWINA

training, who has made an audit, 3% NN DYPTAN 1893 5Y MWINN

under the observation of a permitted

assessor.

Approved assessor: one who has NN NNZ¥NI DI IR, P : YN
. b

successfully passed the entire MY ToNn

assessor's training process.

7.86 Status “’the Information ig 7¥3 19M¥N IONR YN ©IVLY 7.86 | 2-651001
not updated due to non- IPYRYIM MYSAT MYV N

completion of administrative
requirements’’

N9N0N P72 TONN NN I2Y IWN N

NN NN DOUN KD TN NNYNNL WTNN

N, DIMYYN NITON ON) PIMANND

92YY R ,(...29TY MP9 DIDN DY NN

An organization that has passed the
re-certification audit process

successfully but has not completed

all of its obligations (financial or 1992 MYIN NVYNN NYAP DWY 919N
administrative), would not be 22P5 55 NI YNIND ININON WITN
passed to the General Manager for MYIN NN 9PINA NONDN NTIVN
decision making regarding renewal SIIND MIYIND MNMWYIN 53 Sy DwI»

of accreditation authority. The
organization will not obtain a valid
certificate and on ISRAC web-site
all records relating to the
organization will bear:

"The Information is not updated
NNYYN IN VWA 17N 1N Y1190

due to non-completion of
S PPN MY

administrative requirements *'.

Note: According to the procedure, NOW DININ 1Y, 507 295 - Y7

for organizations who will not D20 IOT 7193 THIVITTA NN W25
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complete the requirements in a
reasonable time nor provide
reasonable justifications, the status

shall be modified to “suspension”.

7.87 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
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.

Accreditation/GLP Certification
will be granted if all its
requirements are fulfilled.

The General Manager may approve,

if necessary, "an administrative

SOOI DIWID 17907 NI IN UNID
PYYTO NIV DIVNDDT

N9NvH vvvY 7.87

IMIND DY NONODNN DIVVLD 220 NVLINNIN
917901 YV NN

DTN NXYNN AN NIYRND MYIN D790
IN PNIND 12NN N/ NDNON PIYND
215912 N2ANTIN NONDN NTYN DIZY NIMA2
.D>2N NYOY SV

P72 9NN DY NNIWRIN NINDNN TINN
2y MVYIN 97230 NPNN TINND YA
aN5) NINON PNIYNY NINDNN NTYN
1919 INRY YNRYN N3 TIRN (07N
MPY97 YPT2DY MINON YTV NWND
.DONAN

OOV IN TPYVNY NNDNN DY DMIPNa
MO NN IIIND 972301N IWANND ,NDN0N
9272 9D NVONN NYAP NAD MIPVN
ANONON

MWMTN INDIN DX PIIN NINDN NINDIY
NN NIND OPPN GONIY NINDN NYIPY
.MP>9N DOON

LTSN NN, IURD NN H7OINN

DV 1DNONN GPIND PO NIIND
AMIND

2-651001
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extension of accreditation” of the

organization.

7.88 The ISRAC Symbol

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

7.89 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
accreditation of recognition and the
CAB's number at ISRAC.

7.90 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

7.91 Appeal

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

desired accreditation status.
7.92 Test facility inspection
An on-site examination of facilities

procedures and practices and its

compliance with GLP Principles

MYIN (Y) 9o 7.88

TPNINDT MYIN DY 12NN YD
TV NONoNY

197070 Yo 7.89

NN WNRYNY MWD T DY Pamn DPHno

PINNNY , THOIN NINIRNN NIIYN N
PN 90N NIINN ND N JPNN YN
i falwdlaly

oI 79y 7.90

YMDIND IN YMNON TIVN -ONPN Ty
YTPNND TIVD NNODNA HAPNN) ONPNIN
(MNTY DN HY DYHIPMY DT M2
DNYNT DINY 17N IN NP NDXTY

Ny 791

25 5% NUTIND NN1AD NN OT DY NYPA
NMYPN NINONN 71272 NOOY NVONN
W20 NINONN DILRLOD

PN PN YY MPra 7.92

ML) DY ,DNPNN YW INNI NPT

GLP-n mmpya onmny nXy nTay

1-455001

1-455001

2-651002

1-200000
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7.93 Corrective Action (1719) MpHn MY 7.93 | 2-432006

Any action to be taken when non- MYINNN MNNNN N HOVY NNAN NYW
QNN IN I MDN PTIN YW IRNIND
NMZN ,MDINN MNIYI MM, 00N
MXDNN ,DOINN PNIY DY IN MNMPY
OV DONSPHRN DOPTIAN MYIN YT
DY DX YNNY NIVNI

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

ensure that they will not be

repeated.

7.94 Preventive Action Ny N 7.94 | 2-432006
Any action whose objective is to NNNNN ORI M0 VA0 NNIVHY NI

remove the reasons for a potential APINOXIOI
non-compliance.

7.95 Activities Moy 7.95| 2-650001
Including samplings, testing, ,DXMPY9,09513 , MPIT1, MMNT M7 2-651001

. . . R b
calibrations, inspections, ANPN TN

certification and evaluations
7.96 Accreditation Activity 1999D M»Ye 7.96
Individual operational tasks of the | T TN> MMNNN NPIVII NPZWHN M>WN

. S
accreditation process. -N210NN PONN

7.97 Conformity Assessment DINN NN MY 7.97
Activity

Activity conducted by a CAB when | mynsnnn noayn qn o1 9y noyan moys
assessing conformity. JNNNNN NOIYN Nya
Note: Activities covered by 712007777 2T 2Y 01207 MIVO7) : 71 WiT
accreditation include, but are not SV, MPPTIZ , N2 7PN TN, NI91D
limited to, testing, calibration, JOPVIN  20) TNIWP 2V 19001, 7117773
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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
conformity assessment activities
being performed by conformity

assessment bodies.

7.98 ISRAC Personnel

Internal or external persons carrying
out activities on behalf of ISRAC.
7.99 Management Review
Board (MRB)

Management Review Board to
address discrepancies, complaints,

internal assessments results etc.

7.100 Assessment Team

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
Lead Assessor. The assessment
team can be composed of advisors
and observers that are considered to
be the assessment team, in addition

to the Lead Assessor.

NPT NN, 00N PY) D2295710 ,0°I300
TIVIN ,ITY 219N SV 7317977, 1010
DPNI2) 719N, 11VVO71 DVS . IIN)

YT 5Y MYNI2071 INDINT DWW TI12009
JIIND NIIWD O291)

muHn sy 7.98

DOYNINN DINN IN DN DIVIN
.MIYIN DYLN MMV

YN MY 7.99

, NN, MNRNN IR DIV NN DIND
STIVY D199 DYPTAN MINNIN

P10 8 7.100

NIYI MYIN ,PTON NN TNND
DINNY ONIXPHNN DINNA DXNMIN DPTIA
YITIN NINONN GP°N2 DRNN ,MDIND
P72 N0 PTIND INY IR IT-DY
M ONN TARY AN N TAN MWINPN
NN 51 PTAIN NN .50 PTIANVPNY
TAN D2 DN, DOWINPN DINYY D)
220 PTaY qoNa,THoM PHaa
DYPT2 D) NPNY DI PTANN NN
DOYNIN IN DINN DY THYNI ,NIVWINI

NN 2012 ¥ NV NIPN .M NNN PTIN
DYPTIAN 90N VIR 2D NMWYN

PINN NI NN PTIN DY NYTINA NTIYNI

2-421001

2-421001

2-623001
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The Assessment Team may have
some AsSessors in training, as
observer or under observation. In
such cases, the CAB should be
notified regarding the overall
Assessment Team and regarding the
role of each.

Assessment team will be appointed
and elected by head of department
according to team member's

disciplines.

7.101 Observer

An assessor in training, a regulator
and any other observer whose
participation in the assessment was
approved by the assessed
organization and the relevant Head
of Division.

The observer is not actively

participating in the assessment.

7.102 Reducing Accreditation

Cancelling part of the scope of
accreditation.
Returning toaccreditation requires

reapplying for extension.

7.103 External provider

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

PTANN NNXA YN 5O DV ITPIN

YR T DY NN TN PTIND INY
YWIN HY NMINKNNN MINND ONNNA PN
BN

NN 7.101

MO, PNY DY ,NIYON TONNA P
PTI02 IMONNYN NIVIRY INN NN I
NN PN YN PTIIN IR YT DY
.PT7202 NYOYA NN GNNYN ION

119901 99N DINNN7.102

.1900NN 901 PON 9V Y PONN
VP2 NYIN N2»NN NONDNY NN
.NanN>

WM P90 7.103

2NNM NHIN DY ONMNN NI IN OTN
MIVN PP YNID IN MY ,INN PODH
MPY91 95 IN PON NIV IITIND MDY
WINT NN DTN INX 9N 2NN 7YY
DINNY NI MIYN PP NTIAY NRNIND

2-623001
2-520001

2-650001
2-651001

1-000010
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activity to which another body is
obligated to by another contract.
The reason for employing a
subcontractor may be cutting down
expenses, cutting down project
risks, lack of knowledge/equipment
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.

7.104 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.

9DIN , VPN NIV DINAN ,NDY
NYNNIND TN ,NTIAY VINIAD TPS/YT
.NYTOY NINNIN NUNY

VN TINA 77273 1IN TUND : WA
75N Y NN TOOW NG, TP
7192Y772 2V XS 93777, )0 IN IDIND
JDYP V0375

711 049 7.104

DY NN TIXY 1NN Y207 PTIn
952190 PT7AY AWAND PTANN .OMIWUNRY
MIND NOMIN BOY PNTY PIRN YR IR

,MDNN NN NAY NN DY PTIN

NN DXNDNDN VINAN DN MR TITH
DNM PY72Y Q0N .NONDNN M7
NPINN NITHIND NINNI NPITH NP
MYITH NNNX DI DIY»D DIYNNN)

NN XY NT P02 .NPVLMNDIN NINDNIN
Y2)D NI MOIYN NONX MNNNM N

DTP .PT20N YN 1 DINNA DY
SINX O TN 555 7172 0OV PTIn

2-623001
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7.105Head of Division PN YN 7.105 | 27421001

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

7.106 Regulation

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.

7.107ISRAC

Israel Laboratory Accreditation
Authority.

GNN NI INPINK DINNIY PIRND YR
YN — 1PNY) DT INONONAY PTIAN
A9NN

89N 7.106

M9 NN 21NN NNMINN D9
Y99 991N DY NINY NPNIIN N NOHIYD
,ININ IN DN NN, PN ,PIN D)
NY2 20NN 9PN 0DaPNN NOND MY
D112 N NNYPYIA DONIND DNYYON
MY YT DY NIN 12 NINY (278D
,P9D 0N WND T 290 NONOIN MOMN
IN NN NV DYOMIN DINNA NPPPN
Y9 TSN 9T PN NIV DOV
23 NOVONN

mMuH7.107

MTAYN NONONY TMIMINDN NIVIN
(Mmvan)

2-000002
,4398 NOVNN NVONN
N22 PYD
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NPY 7.108 | 2-651001

7.108 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.
7.109 Maintaining Accreditation

Confirming the continuance of

accreditation for a defined scope.
7.110 Standard method

A method developed by a
standardization body or by other
well-established organization whose
methods are generally accepted by
the technical sector in question and
for which validation reference is

available.

7.111 Non-standard method

A method developed by the
laboratory itself (in house) or by
other parties, such as a research

laboratory, kits supplier or other.

7.112 Accreditation termination
The process of Coercion termination

of Accreditation of entire scope of

NMITIN NN IV TON NIN MDY
PMYNYN NOONN NYAP N NIND

NN YIND INA I YND YT N WOV 1MIYA
)92 Y PNY PNNYL DX YNPYNT I8N
NVYNNN NN MIVOY >TI ,VYNNPN DINN
VNN

19290 MY 7.109

ATNR GPONY NONONN TYNRN NN

(MV9100) Mpn NVIYT.110

YT DY IN NPPN PIIN Y NNNMY NOIY
2y MYIPN PIMVIVY 2V 101 NIN
NINID Y 12YTIN INSPNRN NVPON
MPIND PO

(PVY7IVD NY) NIPN KY NVIW7.111

Y NNMAY NVXW ,TMIPN NI OOV
MY ANMOY DOV IN ,(NPTP2) NTIYNN
PN NTIAYN IR NTAYNRD NIND DI

ANKIN,DOVP POD

N9N0N NYHVW7.112

>0 X9 HY M9d )1V by TOnn
1NN NOD S THROIN PTIA G0 DY NONONN

2-650001
2-651001

1-000016

1-000016

2-650001
2-651001
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accreditation without enabling the
CAB to return to accreditation, only
after a minimum period of six
months and after the CAB
submitted a new request for
accreditation and will go through

with a new accreditation process.

7.113 Accreditation Process

Activities from application through
to granting and maintenance of
accreditation as defined by the

accreditation scheme.

7.114 Accreditation Scheme

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
17021, ISO/IEC 17025, ISO/IEC
17024, 1SO 17034, ISO/IEC 17043,
ISO/IEC 17065, 1SO 15189 and ISO
14065.

7.115Sampling program

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

weather, river flow and more.
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7.116 Deviation in the result-

A result from a test which lies
outside the control limits.

7.117 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,
may be validated also for
measurement of mass concentration
of nitrogen in human serum.
7.118 A Yearly Assessment
Programme

Set of assessments consistent with a
specific accreditation scheme that
the AB performs on a specific CAB
during an accreditation cycle.

In the end of each year and no later
than (30.10.XX) Head of Division
in cooperation with assessment
manager will plan the yearly
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.
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Monitoring is done by assessment
days assignment according to
pricing table and its optimal
division by the lead assessor.
Assessment manager is responsible
to execute the assessment plan.
Time table between reaccreditation
assessment and accreditation
assessments will not exceed 24
months. As assessment should be
scheduled at least six months prior
to assessment expiration date in
order to complete the full necessary
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.

7.119 Assessment Plan

Description of the activities and
arrangements for an assessment.
7.120Good Laboratory
Practice (GLP)

A quality system concerned with the
organizational process and the

conditions, under which non-clinical
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health and environmental safety
studies are planned, performed,
monitored, recorded, archived and

reported.

7.121 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.

7.122 Certificate

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
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recognition is detailed in the
directives of the OECD-GLP.

7.123 Certificate of recognition 1990 nMYN7.123 | 2-660001

19N MM M TYNN NPININD IV THON
DTN MNHNN MINND

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

expertise.
7.124Witnessing masn7.124 | 2-623001
Observation by the AB of a CAB YSINN MDINRNN NN PN DY NINANN

q>7 NNDNI NMNINN NIIWN MW
.1900NN 91T HY ININON

carrying out conformity assessment
activities within its scope of
accreditation.
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