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1.0 INTRODUCTION Nan 1.0| 79

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 scopre

This procedure shall include all

definitions used in ISRAC

documents.

4.0 APPLICABLE
DOCUMENTS

N/A

5.0 DEFINITIONS

N/A

6.0 RESPONSIBILTY

Quality Manager is responsible to

update this procedure with all the

definitions used in ISRAC

documents.

7.0 METHOD

The following is a list of definitions

of key terms (in Hebrew

NN 5H9Y ATy HNN NN DY O
MTAYN NONONY TMNINDD MYIN

LM S PonY)

901 2.0

DYWOMN XNP DY Opo Hnun nvn - 2.1
mMaN NN N NNINDY MYIN TINN
.NIYIN YNNI DMNINNN DIVIND

mnn 3.0

MYNRYNRN MITHIND DY NN TNN SN
.MWAN ONoNa

oMY’ odanon 4.0

DV NO

my1nn 5.0
DOV NO
mIanN 6.0

ONNN NN JITYD MDINN DN NPINNI
. MIVIN YNNI MVHYNN MITINN YHoa

norwn 7.0

99) NN SNNN DY MTITHN NPV oD
DYDY ONNN DY NITHIN (AKX ITD

Qaproh!
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alphabetical order). Definitions of NNPYIIV DXIMH NN DNNA DMONNN
additional terms used in the NuljaplhiaRukilalv)aly!
procedure can be found in the
procedures listed in Applicable
Documents.
7.1 Periodical Fee mnopn nuN 7.1 | A-621001
P70 INNRD TROINN NIINRNN NN D10
The fee is collected after an initial
95 912y ,¥TNN NINDN IN NNYNRI NINON
accreditation or re-assessment audit, GO 919D PA1 AFHOAN NNPN TUH
for routine activities.
IMoYP 129%-2 NAVINY TPIY TN
972271 TIN NPV 1IN NP7
The annual fee is calculated as 12% NP TV IIINT DY 907 P07
of the overall cost of the POV ,WTNY 19007 P10 0N . NIYVN7T
organization’s accreditation, which DPIY VN PNV 77202 NIVN 7TIVS
is calculated based on its scope of VN 7:)5715) MIAPWT D2V NIV
accreditation at the date of AVIPIVYIT 71N IN TP
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 000N NPTANNR 7.2
A-621001
Fee paid for the review of the PININD TN THON NP>TA NIY DOWYN 611003
document “presenting the Myw 3-5 MNON (1-611003 71901 D))
organization” (procedure number 1- DORINDN NN YR DY W9
611003) including a meeting, up to
3 hours, with the relevant Head of
Division.
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7.3 Organization 2-623001

(Conformity assessment body

a .
-CAB) (Pa9m) MmN 7.3

/ ©0991Y NNRNNA (BPMPY H9):
SN MY
IMIN 9D JPND NHNND MPI1TA YXINN 9N

An organization that assesses
conformity of products (including
services) to specified requirements. TINIR SIS AT X TN YN
Conformity Assessment Body AR NPT 9YD NPT, YT
(CAB) P72 D02 Yy NYT NN 1N NN
Any organization performing one or
more of the following activities:
Samplings, testing, calibration,
inspection, certification and
evaluations and giving an opinion
based on testing.

7.4 Organizationina mH9°na 9N 7.4 | 2-000003
recognition status .DDN0N NPYTA NVN DIPVYY INND NN

An organization is considered "in
recognition" after having paid the

documents review fee.

7.5 Organization in Process YN MIN 7.5 | A-621001
An organization is defined as “in the YW NPONY MY DAV 99 DNNY N 2-000003
process” only after it has signed the M5YN 50% S¥ AINTPR BV NN
form “request for accreditation” and 910N

has paid an advance payment of

50% of the accreditation fee.

7.6 Recognized testing IN 9912 990 : D) INI) DM MIN - 7.6
facility (see also: (YVvIN
Approved/Recogniz N1 MYIN NION NN DIAPY N
ed Assessment MP T YN VY TONSPNRN MPYID
Body)
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Testing facility that received the MNIPY 29 DY DMININT MNMVI MDY
recognition of ISRAC for its .OECD-GLP

competence to perform tests
regarding the effectiveness and
safety of products according to the
principles of OECD-GLP.

7.7 Accredited Assessment 201 9N) 7P IR 7.7
Body MYAN NN DX HBPY PMIN
Organization that received the A9Y TPINNPNN MPYWI 1YY
recognition of ISRAC for its N O7Y IN MYIN 7Y THOIN WK )
competence 775NN BN DY NHNNN NOPDNN
A Conformity Assessment Body VIN DY NONDNY NTTNN

which has been accredited by
ISRAC or an accreditation body
which has signed a Mutual
Recognition Agreement of
accreditation bodies with ISRAC.
7.8 Multi-Site Organization MAN 29 MIN 7.8 | 2-614002

Organization that performed DYINN 190N MNDYD NY¥INN 12, )N

activities in some sites and has one 50 D»P : DIPIVIPA DY ANY WK
Quality Manager, one Quality MPYTA TN PN AT, PR DR
Manual and the same technical DY DONEPN DY W MM

procedures (Standard Operation
procedures - S.O.P) for similar tests.

7.9 Site (designated by P in (nooa P-5 yon ) anx 7.9 | 2-614002
scope) 793 I8 N JPIN IN INIT IN NP OIPN
A permanent or temporary place, or NOIW TS PNIND YN PN IN 1AV
a stationary or mobile facility, at or 1919 MYY971 .NINONN 9PN PN
from which the organization A5WN SNNL,MPYAN DI N PON NPND
performs activities forming part of DTV X NYT IR DY TV DTN
its scope of accreditation, starting .NDXND NN MDY NN
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from sampling to final issuance of a
report or certificate and / or quality
system activities.

Remark: 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

7.10 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).

Remark: Calibration performed by
the calibration laboratory at the
customer site, is calibration at a
temporary site.

7.11 Mobile Site (designated
by M in scope)

A mobile site is a site with mobile

ability that works as an autonomy

59190 NYNN IWID DY INN NIN T INN

NN L,NMDY 90 I8N NN DPN : NIN
NI PN T, TIVN D03, NV
D5 NN NYDON DXV HY NIIWN
NMYIN VINYAY DIV DIYNIND
INRNNN

ATV MTAYN MY It N 7.10
(N9©Ya T -5 y999n)

STA0M WIAP INNX NPINNL DPINN INN
N 2IT INNI NYNIANN MDOYIN DD
ALY NTIAY D) .WIAPN INRD NPINNA
M1299 MNT INN INT INN NTIAY NN
TNXO DN AWN NN ION DTV NTIVN
N2INP IMDIYI) YN0 VPN 7/ MDY
(D»MVY 1Y) 1912

IIND 5925 1977 NIZ577 AN 5290 37 Y
ta%al)

(P92 M -5 9990) 19 NN 7.11

MINND NSP 20T )ND TOIRNDNY DTN

2-614002

2-614002
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unit, such as a vehicle visiting /2V0 /DTN TP N8N 1D MPON
clients' premises and equipped with .M

measuring/ calibration/ inspection

equipment.

7.12 Test P12 7.12 | 2-623001
A full or partial test, including WX 5P AR T NPT
measurement and calibration 539 (MIWAA TN, AV9IN, DT TPPON

(sampling, analysis, expert opinion N

and interpretation), according to the TN ©Y92) NP NPT 5P

matter at hand.

Calibration, testing and inspection
are included in this definition.
7.13 Inter laboratory Testing nINTAYN -2 Mpr1a 7.13

Comparative testing between DNNNZ ,MTYN P2 NPANNYA MP>Ta

laboratories, in compliance with N9 9an ISO/IEC 17043 mmnd
ISO / IEC 17043 Guidance includes

no less than two laboratories, one of

VY JN NNRY ,NITIYN SAWN NN
.NPYTAN VM9 DY VNN TIY X MIAPY

which may pre determine the Y12 TPNMPN NN W NPPTA PINY 1N
analytic reference value. This test DTN NP NPT MINNIN P99
can be run periodically in order to MWYY 1119 DX TRYK DIPNI : NIV

produce results for defined control M9 NPNTIYN-PA MPITI2 VDY
testing. NYNaN NTayn ox .PT mond mawn
Remark: Under certain NN PTHNY MOY ,NPNTIYN -Pa MP>Ta
circumstances Inter laboratory MINSIN YW 7NTH NYAPY DNPIVIPN
testing may be used as an SNNYNN NN

alternative to a PT scheme. When

laboratory does participate in inter
laboratory tests it should define the
acceptance and rejection criteria of

the comparison test.
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7.14 Proficiency Testing (PT)
Proficiency testing can be a
calibration or testing performance of
a laboratory, or the testing
performance of an inspection body
against pre-established criteria, by
means of inters laboratory
comparison. It is recommended that
the program will be managed as per
standard 1SO /IEC 17043, through
reputable and recognized
organization. Inter laboratory
comparison is taken in its broadest
sense.
7.15
Within laboratory Control Testing

Intra Laboratory Testing

Program.
7.16

A person who performs the test

Inspector

facility inspections and study audits
on behalf of the. Israel National
Good Laboratory Practice
Monitoring Authority (IL-GLP-
MA).

7.17 Lead Assessor

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

(PT) manvn mpr1a 7.14

MWIN NPYTA NPND N NN NPYTA

NYIAP N, TONTIVHD NPITIIN D1 MDY
Y9 DY MPIA N DY NPT NN
MYNNIND ,UNRIN WIAPIV DIPIVP

T NIDINY NN TONTIVN P IRNYD
JISO/IEC 17043 ypnb DrNN2 DN
NDYIYA PLINN YY) 101 PHIIN NMYNNINI

1IN NNNPHD NPT .NTIYN P2 MNNYN

.YV N2 NININ MYNYN1

nRTAYN PH Mpr1a 7.15

TAYNN TINA NP2 MPPTA 7N

ypan 7.16

PN IPNN NPT PTIN YNIND DTN
SNIY DY TINRINDND MYIN DYLVN PPN

GLP nwn»a

S5am pna 7.17

P70 DR 5MS NNV P

YN IN 9IND WRD 2D ,NID7N/NDN00NN
WD INY

PION NN PN IWNR PTINN NNK 12N
P7202,P 720N AN AN DTN ,PTINN
OV MDMNN DIN NN NN PTIA MIN
MONMNNPN MOINN HAPN ,PTIIN PIIND

1-200000

2-623001
2-520001
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Conformity Assessment Body
(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
custom to appoint a Lead Assessor
from ISRAC who is usually a Head
of Division in ISRAC.

92 PTNN AN NN AN, PTINN NN
YT DN DY NPONI 72N PNIND NOMN
ANVIN PN

9211 P12 DNHNN 57711 NONDN PTIND
SPND WUNT 21D MV N8N

7.18 Technical Assessor SWINPN PMa 7.18 | 2-623001
A technical expert who has D1 12y WK pn onna anmn | 220001
completed a course according to W .2-520001 HmM3 %89 MwN Y¥ DPT

procedure number 2-520001. IWUN PTDN NN AN ONPN T2 2

Mostly an external employee, TONNPNN MPWOY PTIN YINAY ININN

member of the assessment/audit 12 NNPINN PYN INMNA PTIIN PIIND DY

team who performs the assessment DRNNA PIND DY NINDNN 9GP0 TINN

of the technical capability of the DN POHY NVP/PTIAONN ONVD
Conformity Assessment Body

regarding specific fields within the

scope of accreditation according

to a signed assessor/ advisor form.

7.19 Technical-Lead Assessor D -58Pn p1a 7.19 | 2-623001
Certified Technical Assessor, who 2-520001

is also certified to perform opening
and wrap up meetings, for technical
assessments, like and organization's

extensions.

D) TVIYO NYNNN THDM MINNPN P
M HONNPN PTAND DIV NNYNS NNOY
DN DY Nanan
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7.20 Interested parties

Purchasers, clients of accredited
organizations, industry people
interested in getting reliable results,
Etc.

7.21 Raw data Audit

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

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

named warning limits.

1y ooya 7.20

,DINDIN DNNIN DY NIMPY 0P
MINSIN NP PRY DNY YN DMNVYN
DT, MPNN

oMM NP 7.21

MMV DMNYIN DINN) DY NIRNYN

N DY XN IN D»IA NT DY DNYPN
LT INNT OMNIONN DINMN ONX WIAPY
DNNNA NYXIA NPITIAN ON NP T
NN YHN DITION NNONY

NOW QO YN PYND T, MOITIVDN
IPOMIN MLV DX VAP ,NITI NNN
.DOPINA WHINY DMIMIN DY NINJS2

NPaAn MMy 7.22

MNNIND DI NN D90 NNV M)
NPVO 24+ ) OMPNIN 95% 2 MPAPNNN
IR M2 D) OMON NONX M (1PN

2-000002

1-200000
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7.23 Action limits

The range limits which include
99.7% of the results (x3 standard
deviations). Any results lying
outside these limits, requires an

immediate corrective action.

7.24 Examining body or
Inspection body (see

also Organization)

A body which performs one of the
following activities and can be
subject to accreditation: Sampling,
testing, calibration, inspection, and
evaluation and giving an opinion

based on testing.

7.25 Accreditation body

Authoritative body that performs

accreditation

7.26 Certification body
(CB)

A body that performs certification.

7.27 Approved/
Recognized
Assessment Body

A Conformity Assessment Body
which has been

approved/acknowledged by law or

N2Ye Mnay 7.23

0PN 99.7% 9911 NNLN M)
NINND MNP RN (PN NPVD + 3)
NVYPIA NTAVNIN NN NPNN ,NOX MDD
TON MIPNN NOWO

0) ANY) PN GNINIMA ) 7.24
(N

215 MIXAN MDY NNN YNIN TUN V)
: 119901 N1 NPNY

NP TN 91D, NPNA/NPYTA,NNT
D02 5y NYT NNN 1NN NN ,NTYNN
12

nanoN g 7.25

.N200N YXIND DIYNN 9N

NN 9N 7.26

IURY MNXIN NPYTAOIMIY YNINN )
STPOM NPND DD

GUININ 99 9 7.27

PIN MDY NIDN/NYN HIAP TWN P12 9
SNOWNNN NN T DY ,MPN N
.DONIDN
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regulation by the corresponding

government su pervisor.

7.28 Accredited

Assessment Body

A Conformity Assessment Body
which has been accredited by
ISRAC or an accreditation body
which has signed a Mutual
Recognition Agreement of
accreditation bodies with ISRAC.

7.29 Colleague
Accreditation Body

Foreign accreditation body (Outside
the borders of Israel) and /or
Regularity  authorities  (Israeli
governmental authority or foreign)
and /or Professional organization (a
recognized organization like EFI,
ISTA) that cooperates with ISRAC
in the accreditation of Conformity
Assessment Body.

7.30 Sampling

A part of 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.

720 9 7.28 | 2-650001
2-651001

QNN IN MYINNI NINON DPY PTIA N
SV TN NI5N DOON DY DINNN NINDN
.MYAN By ,N2N0N X9

™NY 7RPON 9 7.29

NOTH M2 NINN) I3 NINON NN
MYI) NPV NNV IR (ORI
MININA(NITIN TPORIY PINVOY

EFI, 15 0nna 9om ) swispn

mMvIN DY NYID PINdva dyan (ISTA
P19 NdONOND

ot 7.30

LYV NNNPI DY PON ININ NN
IUN MTTIA NPINN DY NPNAD NYINN
NNV NOOININD DY Y10 270 MINNN
09N NIv)

TNNY 792 INTNDVI AYNI DTN
IRNNYONSPN PTIAND NYITIN
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The sampling process will consist of : D5W NYINNNI 257 DINTN TONN

five stages:

Setting the population that is NIWI NNV NMDIVIIND NITHN

the subject matter. 0N

Setting the sampling frame, a group NP ,0INTN NNON NITHIN

of items or events that can be STYTRD ANV DIYIPN IN DOV

measured.

Sampling method definition of a NP HY DT NV NITIN

group of items or events (what tools D53 157N1) DWPRD N DIVI9N

samplers, preparations to carry out NI MIDTPN NN, 0M0NT

NOMN NION PMID DTN MY
NN YAPY WITY DN ,NVOP
,TTN NN DWW TN DDNTN

sampling  activities such  as
preparation of absorption solution, is
required to fix the sample, how to

transporting the specimen, and the AT
like).
7.31 Reporting of Results (e.g. ;NP2 N791) MINSIN N 7.31 | 1-455001

test report or certificate, | /72 NN, AT, NPT NN

calibration report or (713) DT MV

certificate, sampling

report)
,MT2VN MPWIL POIWN MNINDIAN JPNN
For the purpose of the international [TIVA MNYTT MYNAN AT TSN

DOXNYY DXXRIPI I MTIYM NP>Ta

competence of laboratories, test PRNN 9P MMM NP>T2 MTYN

standard dealing with the

reports and calibration certificates 72591 NPXOIID 9TAN AT D MY
are sometimes called test certificates

and calibration reports, respectively.
It should be clarified that this is

only a semantic difference.

DYPMYN IRY 95 .QA-2 NNIVYN NPHRN PMY ISRAC 2wnn Y DIRMIN NYR BN NT TRDN DY DXPRN DIVINDD DPMIYD
2017 929V9031 27-1 DIIN .T292IDITIN 12 DYDY GPINA DM DMPIN DPN

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 September 27, 2017




MTaYN NONVNY NNINTN MYIN Y0112 MYNYNH MITHIN

Website: YES Definitions used in the Israel Laboratory Accreditation
Authority's documents

05 nlvabinislvja 1-000023 : 1901 51 44 7y 17 2900 971
Version number 05 Procedure number 1-000023 Page 17 of 44
7.32 Accreditation NINYN MYrHT 7.32 | 2-650001

Requirements 2-651001

SY 1N2 MNNNN NN MPTHRN NN
Instructions that define the criteria 2Y TRV NPNT XTI, TINYD PTIIN NN
the Conformity Assessment Body AN
must meet in order to be accredited RN MIIND NIDVNN MEPTT
by ISRAC.

Accreditation requirements consist

MY MINNN,DOMNNPND ONIPNN
MYMIT NN MHI0N0N NMTNIND 1PNIM
MYIN MITIN THONI MNDNIN PN

of the instructions of the technical

. ,(1-611002 1901 71010) ,NINONN TINM
standards, ISRAC requirements and

) . ) D>TYPNN 201N 20DN MYIN DM 1)
special guidelines that define them.
] ) ) DM NP9 29N, NTYNN , NPT 290D
These requirements are published in
.DMNN
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.
7.33 Administrative extension | 130910 9PN MMM NIIND 7.33 | 2-660001
2-651001

A-621001

of the accreditation

certificate

. q9PINY NIPNIA ,NINDN DILVLD
A status that takes place in case the
o NI TMIY PTIAN 9NN DY NIDNN/NINONN
Organization's
NI9NN/N2PONN TONN OOWIN DIV)

accreditation/certification is about to [
,IVWIN D720 My INPN NPONIN NIIND

YOV TY S NOIND NPND PIIND
been fulfilled. The request for such a YN NIIND INNY MDON .DWTIN

status should be documented The | f5 AR NoPNA . MTINHL NPAY MM

expire and the procedure for re-

accreditation/re-recognize have not

General Manager can give such 5S¢ MP3 INN IR PYIND TPOMINN
administrative extension to an ,N12N0N NTIVN IV IPAY KXY TN, MYIN
organization for up to six months. A% N9PNA NDNON NODI INA
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During an administrative extension
period, the organization is under
ISRAC supervision but will not be
issued accreditation certificate and

or its appendix.

7.34 Annual assessment plan

of the Assessors
the

The number
working days taken from

organization's accreditation scope.

7.35 Flexible scope of
accreditation (Type C)

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
accreditation without prior approval
by the accreditation body. 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.

7.36 Fixed scope of accreditation
(Type A)

MY 0YpTaNn 9950 7.34

N2RDNN 9PN DITNN PTII> 190N
NN SV

(C 201n) vy nanon 99n 7.35

NN OXRNND NTIVAD IWARND NINON 9PN
,UTN DPIVN NPYTIY NONDIIN NVIYN
DYVIDIND 2991 NANINY N

PYINI VINOWY I ,DINNDIDN/DONINNIN
Y52 NONONN NINDN NMINNIN NN WTN
MIN NN NN TI DY wpad v

VD) NINDN PO ¥ WITNY W .NON0NN
YIN NTTR NIPOY DIONT IWAND PN
DTIP 9923 RD IUN ,NPNAIN DD NP T2
.119NONN 9PN 120

(A Mon) NPYp nanon 9prn 7.36

A-621001

1-000016

1-000016
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Accreditation scope whereby the NYINT 12 NPV 5D NIIYVY NN 9PN

object of accreditation may not be MYIN DY NWIR NOIP

modified without prior approval by

ISRAC.

7.37 Accreditation nanvon 7.37 | 1-000016

Third-party declaration that refers to 93N 5N N7 PY5Y T I PINN

MPYIN NN NN IMA DY NIND
NPT YA PTIA G0 DY TONSPHNN

a conformity assessment body assess
the Conformity Assessment Body
for the demonstration of its
competence to carry out specific
conformity assessment tasks.

7.38 Voluntary Withdrawal of NSM NON/NIMON nYon 7.38 | 2-650001

accreditation / recognition 2-651001

Process of voluntary
900N 9PN NINONN DY NYIN DIV
IPYN N NN

NN PONY WP NINND I NIPN2

accreditation's/recognition
cancelation in full or in part of its

scope .Head of Division should
o _ _ M NTI PIND UNXI,)NIN INDNON
verify its request in written format.
NIONY YHIIND NN NIND NP NYAPNN

In this case no need in an
D122 TN PRI NIPNA NS NONONN

Accreditation and Assessment WNA : PTIBM N9PDAN TPPDY DT

Review Committee gathering. Head MOINNN NN APYN HID ININN PN

of Divisions should manage its N AMPINKIY DININY MYIIN
organizations decisions. NYTN WP NWIN NAPNN NONDND
Reaccreditation/recognition requires .19NONY

a submission of a new accreditation

application.
Comparison (ILC) D019 YY MPYT2 HY NIV WP NN

MTIAVN ANV IN OOV IY OINT IN OIDT
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Organization, performance and
evaluation of tests under the same or
similar items by two or more
laboratories in accordance with
predetermined conditions. This
program is organized by national or

regional accreditation bodies.

7.40 Suspension 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.

7.41 Receiving Authority

The unit within the Regulatory
Authority which is responsible for
all administrative actions to permit
the sale of chemicals and substances

on the market
7.42 Accreditation and
Assessment Review

Committee

A committee consists of

one/two/three members who review

N NN WRIN DWIP DONIND DNNNI
DMININOININD NINON PNIN MY NNNIND

mMyvn 7.40

IN 199992 NPWYI NIOT/NDNONN NOYWN
RINala!

G0 Y NI51/N200NN DIV NN YU
1Y 5 ,N9a0N NNPND 101/ TH0M PTa
PTIAN QNY MIVON 1NN DY,V O8N
NMPN TONNA 1M/ TR0 NPADY INND
ANMYYNY MON IDIN DX ,MYVNN

nYYUNNRN MY 7.41

55 Sy TPNINND NNV NIYIA DTN
S¥ NN NND NPYNIN MDIYIN
PV OININ DOPIID

P73 NINONN NVPPOY DT 7.42

,0°72N NYDY/OMY/TNN N2 NTY
NN TN PTINN PPN NN NIPION
NN PIINN MPYI/DIPTIN INSNHN
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the assessment file and assess the DV NONONN 2810 1272 57530N 92
findings of the DINN P DTN 2N .PTIAN YDIND
assessments/organization 1T 2D PIY PTANIPOYY ORN

competence and advises the General
Manager on the state of
accreditation of the Conformity
Assessment Body. The personnel
that carried out the assessments
should not be members of the

committee.
7.43 ISRAC Law muah pn 743

National Laboratory ,NYTIVN NONOND ININDT MYIN PN

Accreditation Authority 1997 —vaenn

Law, approved by the

Knesset on April 2nd, 1997.
7.44 Test technology Apr1a NV 7.44 | 1-000016
A test technology is the TN SY 910 N NPT PNV
combination of the test matrix DINN DY (0¥ NNOYN -DP>ILN)
(Group of products) T1-000016- 091V NN (NP>T2 ND) NPT

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

Technologies

NYNONOL NYaL : 03

7.45 Small Techn0|ogy/ a MNIMIY /NYop M990 7.45 | A-621001-22
A-621001-23

Technology a 2-623001

VIV NTTIA NVOY NHYA NINDNOL
VY 4 TY DV ONSPN PTIN NYNTD

A technology with a single

and simple method requiring

. P7,MYP aawnN o N9 MNYNOV
a professional assessment of

N9NONN 9PN NTAYNY YV ININI
up to 4 hours. A technology ’ nn PN i

can be considered small,
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only if the organization’s
scope of accreditation
includes at least one
technology classified as a

regular A.

7.46 Assessment

techniques

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 technigue 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

NITHND NADN NNN PPNV NINSY
N9 A-D

NP1 NP9V 7.46

PN NPT NPIDV

NYNNY NDNDN NNNNN OX DR NPT
N NI MINN NN ONDN 23590 1))
TONN 7 NPYTA NNIND THINTIPI NHPNRNN
TPNVOY NHPRNN X NIIY IR IPTVY
.DY2’9NNN / MP TAN 95 M"Y NY 9NN

MDPYY OIN NPT NPV

0”9y

TV NPYTAN X TONNN NOPNNN N1N2
NTIPIY TONNA NNN NTIPIN N NNPDY
SV NYNA :HVNY DTN PN DY NININ

TV MIITIN NP ADWN SN NPYTa
WPTIM N MPOY NPYTA NYT NYPOND
YV, NIIN DI NP 1PIN OWNd
YNV D/TAIVN DY MONDN ,NTIAYN
OIN DTN NTN I9IN,NTIAYN 12
IN/Y YT 19INA NPYTAN YDV NN
DMIN DY TIYNN NNV 9N AWNINN
,NPYTAN MNNIN DY NP, 07”0500

MT NOATN ,NNPNN YN YT DY NN
MT NXN ,NPITAN NIT NODM NPYT2
TN Ny Mpoo NprTa
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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
and the content thereof; distribution
of the test report to the customer;
maintenance of documentation).

Vertical Assessment technigue 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).

7.47 Technical Expert

A person who has knowledge or
expertise on a particular subject
relating to the scope of
accreditation, who hasn't completed
the initial steps in training to

become an ISRAC's assessor. A

NN MDPY NN NPT NPV | 2-623001

219 DAY MDPYN DY NN OIIN | 2-520001
NONNNN NTIPIY TV PONINN 90N N1N2
19 ITPN NP NN NTIPIN INHYY
NMON NPITA DY NN HWNd . POHNNA
NYAP DN NPT NYYT NN 12 2DVWNN
(9795 PYD NN NPYTIN WINAD NN

NP X 747 | 2-623001

2-520001
,01010 RYNA NPNNI N YT HY2 DTN

NN NN I2Y ROY ,NDNONN 9GP0 NVPD
VY .MYIN DY DYpTIAN NIWON PONN
P72 ,P TN 20V YO, N NNPN
0N ,MI5N MIAIY ,MYIN DY Nvn
197 NN NN NYPT . DINNNDN DI VIV
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technical expert shall be NYNINN PTIAN NININ NN HONNPNN
accompanied by an ISRAC YDNN5 DRNNA NN MDY 2 NIV
authorize assessor. Technical expert VAN MY

will presents the professional aspect | 1227 2>2121 P22 LN PINT ININN

and its performance and the 1YY, NMDOYS DY OXTH NN TN PTINn

. . . N b
authorized assessor will verify that nPYP¥eN 525 NN NPaxn my¥Ian

L A . 27201 0N .NONONN 99PN MNYON
organization activities are according

NN VITTD WY MOLNN PO DD
to ISRAC procedures and demands. L M

The technical Expert is responsible PTANY 713, PTANA B0 Y27 PN
NPDVPOND MDY YD
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
demanded from the examining
body, prior to its assessment, in
order to perform the assessment in

an effective and efficiency matter.

7.48 Working day nMay 0y 7.48 | 2-650001
2-651001

The term day refers to a business ,MVYI NTIIY DPD ONOAN 0 NNNN

day at ISRAC according to 5 NN TN IV NTIAY 21 5297

working days per week. ISRAC NYBROWIRN T NURY D047 MEan

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

Thursday 7:00 am until 04:30 pm.

7.49 Assessment Day P73 0y 7.49 | A-621001

The working hours and traveling NXD) DN MYYN NN 55100 DY DY

fees as reported by the Head of WP PNNPR P ,22200 PTIL, PR WRY

Division, Lead Assessor, Technical
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Assessor or any other individual PT720Y WPNA SM9Y M 53 N
working on the accreditation/ -N727N/MP>3/NIANNN/N211ON

extension/ surveillance assessment.

7.50 Assessment P71an 7.50 | 2-623001

R o 11 911m 12 Tiob15m Moy | 2320001
An activity which includes, among DD NPT NN P NINA00 MY

other things, the reviewing of 12 9NN 993 IN PTN 912, MYI2 DN P

documents, either in the ISRAC mn m>¥a1 n»ox) PTN N 9

MNMOIN) AN PPNN YN GONA .PTIN
IMPYI NX TN 7N DY NPNXI

NN TIPOM PTN YNN DY TINSPNN
A0V MDNND

office, at the Conformity
Assessment Body (CAB) or at any
other site where the CAB operates
and witnessing the CAB’s activities.
In addition, enquiring, observing
and collecting evidence in order to
evaluate the professional
competence of the CAB and the
functionality of its quality system.

7.51 On Site Assessment 4nNa pran 7.51 | 2-623001

2-520001
An assessment inspecting the NLYA PIIND MDY NPT IV PTIAN

Conformity Assessment Body 29 NN DNAY OINN NMMIPNI IR

(CAB)’s activity in the field and/or
at other places where the CAB

operates.
7.52 Accreditation Assessment N9170N Pran 7.52 | 2-623001

An assessment intended to evaluate | YP’AY MIXN DX TN INI0NY PTIN

whether a Conformity Assessment T20ONN MYITI TOW, TH0M NP7

Body requesting accreditation
conforms to the accreditation

requirements.
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7.53 Re-Accreditation vINN 19100 pran 7.53 | 2-623001
Assessment 2-671001

TVNN OOWTIN 24 TY TIIV ,NONDN PTIN
NPN DIN NXIPDY OTNPN PTINN

99N YTNN YN0 1IN DY NONONN

QNN DY TINSPNRN NN HY NPN

DY NOMIND MDNRND NOIYN DV PN

An accreditation assessment
undertaken up to 24 months from its
previous assessment date before the
end of the accreditation period in
order to comprehensively re-
evaluate the Conformity
Assessment Body’s professional

capabilities and its support quality

system
7.54 Extension Assessment Nanvn pran 7.54 | 2-623001
An assessment Wthh aimS to ‘[DUVQ ]1)-12‘{ DN h[’-]”ﬂb NIVNIVY P‘TJD

TNIN NIV Y2)D NONDN MWIITL T
D»PN NINONN GPINY POINY WPan NN

evaluate whether an organization
meets the accreditation

. . . AWONT NT 19NN NANIN IPTIN DY
requirements regarding activities he

wishes to add to its current UNID DNNNDN BT
accreditation scope. Extension
assessments will be added, if all
possible, to future scheduled

assessments.

7.55 A follow-up assessment MIPHN MNP IR PN Pr1an 7.55

after corrective actions (9709)

were taken DYOUN ININD ON TN INIVNY PTIN
. . NNN JPD NNPNNN NMDYIN NN
An assessment which examines the

ND DN NN IPIID TN NIV ON)

PTANOYY MNNRNNN

corrective actions that were taken
by an organization and whether they
were sufficient enough to remove

assessment discrepancies findings.

7.56 Split Assessment Y¥on pran 7.56 | 2-623001
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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
their activities at their client’s
facility.

7.57 A professional assessment

Professional assessment, requiring
the organization to coordinate a
demonstration, an operation which
is part of the scope of existing
certification or expansion in
demand, will determine a site close
as possible to locate the
organization, within no more than
50 km from the organization's peer
or from the offices of the Authority,
in Airport City. In exceptional cases
only and subject to prior
appointment with the head of the
department and the approval, a test
site will be determined as specified

in this step.
7.58 Integrated Assessment
Integrated assessment is performing

an extension assessment with a

reaccreditation assessment which

9892 ROV D197 7901 %9 DY TIVIV PTIN
NIPINN 37 MTIVNS 97293 OWPH - NN
23077 DIVZ217992 NI729 2905 , 110NN 37
P70 25N DD T3 D957 92077

NI PTI2 90 NOWOT 7122985 DN
oY s

SN P1an 7.57

NN ONND PNIND WITI 12 WINPN PTINI
QPPN PON NINY NI VINAY NNXTND
YaP> , NYPAN NININ N DMP NONON
LDIND INNRD AWIND D105 2197 9NN
INNRN NP 50 DY NOWIPKRY PNINA
,TIVAN YTIVNN I PIINRD DY DINMN
7292 DOPIN DMIPNI .NMYNN NTY NP
NYAPY PRN YR DY UKRIN DINND 9I1952)
YNNN PN NPT INN YIAPY NN

I NN VNN

A%un pran 7.58

900N PTAAY THNNN NININ PTIN N
NODN MY RIY DINMYD IMNNN WINN
9901 5NNY DRNNA YNNI VNND
A-621001

2-623001
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often occurs with no additional cost
as applied in procedure number
A-621001

7.59 Office Assessment

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 Conformity
Assessment Body to perform the

assessment.

7.60 Surveillance Assessment

An assessment to evaluate if an
accredit organization follows
accreditation requirements. ISRAC

is entitled to do so as a response to

information received from 3rd party

such as assessments finding, severe

complaints against the organization,

capability comparing tests failure,

and misguided use of accreditation

logo and so on. All of which raises a

reasonable concern regarding the
organization capability to stand by

accreditation requirements.

09991 p1an 7.59 | 2-623001

MIN INDN DDA DY PN TN TN PTIN
91 99D 9595 TN ,INNI NP NIY
DYIN0N PTN VIND) DIV .PTIN NON
DNPIVIP 1 DY PIND YN NPINKA
ININN PN WNI 2-623001 1901 Hnav
VINAD NTAYNN NYIRY MDYN NIIYND D)
259 DONONN PTIN NN .PTINN

990 pran bv md nmyTa

M P1an 7.60 | A-621001
2-623001

2-671001

TADM NI ONX TIVNY INIVNY PTIN
.900NN MYITI TINYD PYNn

YN MPIA PTIN MNP ORYI MYIN
MO51DN MTNPN MPP MY IR THPNH
21 TOON YONY YT NANND ,NPPN
NNV NN NIDIN NN OINNIN
IR N NNPNN ToNNA DXPTINA
NN HWI ,MNNN MNON ,MPraa
99102 NYLH VIVY , NPV NIRNYN
YYN NYIY IWRD NNT .INYTI NONONN
MDIND DV NTNIYN TYNRN 220 1D
.119NONN MYIITA THOINN
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Surveillance assessment to

a new organization.

The assessment should be
performed from 6 to 12 months
from accreditation grant date.
Surveillance assessment can

be quality assessment,
technical assessment or
combined assessment, as

required.

Unannounced Assessment

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

An assessment performed in an

organization following coordination

with the organization, in the purpose
of checking:

e the changes the organization has
declared according to the
surveillance agreement
or

e the implementation of
requirements or corrective

actions following the decisions

WTN 1NIND NP P1an

DOXVTIN 12 TV DVYTIN 61 YN¥INNHD PTIN
912> PTAAN .NDNONN NPIVN TNINN
DYWNNPN DOPTIN ,MION PTIN NPNIY
U0 DRNNA,D°25WN DOP TN DN

yno p1In

,DYND1I DMNIN DY DINNA PTaIN

NOD YN P93 DD MWD T DY Y¥IANN
NDD P70 YNIND DY UNIN DN
TNINRNN RTND T 1) DIINODN YNIN
.1900NN MW MYYaN

Ny PTINn

DY, UNIN DINNA NN YIANN PTIN
:)N2Y TN
OPYY TN YNIRNIY ONDY
MP>9N DIDNN YA

MW 7 MYITOY NYNOLNIN @
MOLYNNY DRNNA NP
2- 9901 DN 9y YAPNNY
mMLSNNN NP TONN : 651001
D9 YV NONDN 28N 71272
DY DYPYNN DINRNNMI : )N DOPTA
NN AN YA

2-623001
2-671001

2-623001
2-671001
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taken according to procedure
number 2-651001: The Decision
Process Regarding the
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)

7.61 Accompanied by an

assessor

At training checks "under the View"
is accompanied by a professional

checker relevant test

7.62 Controlled documents

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

documents) and forms.

DYP TN NAVIN INNNY,TNPN PTIN
D215 YNXIN DMIIINNN OPNIV-YTN
(NN NN YN >PTaN NPNY

Mo 7.61

9N MY NNNY 25Wa NIWON PTA
SLINYIN NPITAN DINNAONSPN P

09913 0'91PN 7.62

STIWONN NP DAY NYNY DYINON
Y1DN) DN 19D NYN OIINDN
MYIIT IINDN WINA YIPDNIY , NPTN
DDAV (NN IINDN ,NVPNSPN

1-000015

7.63 Assessment number

A number given to each assessment,

so that all the days of the

59310 9901 7.63

Sv DN HYYOV T, TN H5Y 1) 190N
1997 PWISPHNI MDN NAY,PTIN NN
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assessment for quality and technical PT2D 9990 IMNX NN
issues, shall be included under the NNN MWN YN PTINN 0N DMIPNI
same assessment number. PT7201 9900 INWYI PTANN 190N ,INIY

In cases the assessment continues 7901/ (LLLL) P720n0 100 mv :n 109

from one year to the next, the : (XXXX) X1 7901n/ (NNNN) y»ann
number shall stay the same all along LLLLNNNNXXXX
the assessment .The assessment YOINYIN PTANN MY PPIN NINGY v
number is composed of: the year the ANINN YV DOPTIND NMPOINI

assessment is planed (LLLL)/ the
Conformity Assessment Body 's
number (NNNN)/ a consecutive
number
(XXXX):LLLLNNNNXXXX

7.64 Laboratory N1ayn 7.64

Refers to all laboratories operating 1PN MY DNNN I PN

according to the requirements of ISO/IEC 17020 W/ ISO/IEC 17025

ISO/IEC 17020 and/or ISO/IEC MYIN T 5Y TODIN

17025 standards and are accredited

by ISRAC.

7.65 Proposal for Discussion MI ¥8n 7.65| 2-650001

A uniform and fixed format for the | *0IM27 TN NWIND MNIPY NTNN 122N Zo31001

submission of documentation to the D20123 PTINM 120NN NPPY2 N5

accreditation and assessment review YN DD NINN Y T

committee as a basis for the

discussion and the committee’s

recommendation to the General

Manager.

7.66 A Testing Facility "'in 7NN PYNNA” AP )P 7.66 | A-621001
Process of Recognition™ TNNY 199N TONNZ YN 1PN PN

S5y ONN ,DXWITIN DIINDNN NN YWHINY
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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.

7.67 GLP compliance

monitoring

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

adherence to GLP Principles.

7.68 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
Study Director is located and all
individual test sites, which
individually or collectively can be

considered to be test facilities.

7.69 Scope/Schedule of

Accreditation

Scope of accreditation detail and
define the activities for which

accreditation is granted

TONN MOYN 50% D>V MOV DNV
.1750N

7 INIPY DPNRY NN PN T7.67
GLP

TNND APNN NPNN DY OONNPN PTAN
.GLP-n nmpya nny mndN

Ypnn ypn 7.68

(MYNTN (N2 NLY) DMINN ,DIWUIN

ND DMIPNN NN NPNIONN NPDIYIN
.N2>20) MN2 PNIYD O”OP

NP2 DYXIAN YN ,DMINN 17 DIPNNI
ANNRINI 22N IPNND PN, THN INNRND
MNPNN MINN U, IPNNN DM OPMIN I
IN TPRNNY TUN DINRANYN IPNNN

PPN PN VN MDLVLPNP

79171 9950 N2 7.69

NN P THINY VLIV NINDNN PO NADI
.19N0NN NN 1ND NMDYIN

1-200000

1-200000
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7.70 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.

7.71 Assessors status

"Overall" status defines the
activity of an assessor/
consultant upon ISRAC's
staff's decision (as overall
status active), or not to
activate (as overall status
non-active).
Overall comment: given in addition
to the training status as part of
monitoring.

Phases in Assessor's
training:
Potential: a candidate in
training who has passed the
Assessor's course.

Observing: a candidates 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.

MmN mpr1aaav 7.70

NPYT2 5079 HY NNX NITO MNSY
WD DT NTIPIA NTIVNY DIPAONN
NNRPHRN MPYT TIDNN PONO

213 DVVY 7.71

NYYON DXY NN PN 9D DIVLD

S MIYIN INY NVYNN 29 DY NVY/PTIAN
DIVLD) INVYIN N IX (DY 5D VILLD)
(Mo HHHo

DIVVDS 913 N 211599 11
MY INN 3PINAI PINS P NIN

N-J iV~

: DPTIAN NIVWON DOV

92y IUN,PTIA NPND THMN : SININIVID
.INDYNA DYPTIA ODNP

25W1, T NPND THYIN : N8 NIYINA
.DXPT202 NMAN DY NIWINN

A5V PTIA NPNY TRV : NAYY NYYONA
AN NNN DYPTAN VIV DY NIVINN

2-520001
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Permitted assessor: one who has NN NNYSNA 00 YUN P AVIM
successfully passed the entire .NWONN TONN

assessor's training process.
Closed: an assessor, who had a MWINPNDY DIVVLO DY MY ,PTIL MO
professional status and whose PO MDY

activity has been terminated.

7.72 Status The Information is| 2¥3)2$N IR ¥NN ©IVLVY 7.72 | 2-651001

not updated due to non- NN MYINT HMLYH IN
completion of administrative 900N P10 TYNN NN 2Y TN )NIN
requirements NN NN DYYN RY TR NNINNA WTNN

N ,DIMYYN NITON OR) PPN
92V XD L(...29TY MPS DOON DY NdINN
PNYa MYIN NVYNN NDAP DWY 57N
92P5 YO NI NI ININDN VYN
MVYIN INND) 9PIN2 NONON NTIVN

administrative), would not be L PIND MYINN MMWYIN 95 Y DY
passed to the General Manager for

An organization that has passed the
re-certification audit process
successfully but has not completed
all of its obligations (financial or

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:
"The Information is not updated PRTYN IN Y PNIN PN YTRN!

due to non-completion of PRI MY

administrative requirements *'.
TIN W5 NOV D2ININ 1Y, 5711971 295

NI IN UNIPD DI0W I 7793 MY 1777

According to the procedure, for

organizations who will not complete

. . 72> DIVDNDD/T , D778 DWWV 7902
the requirements in a reasonable

) ) TPV
time nor provide reasonable
justifications, the status shall be

modified to “suspension”.
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7.73 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
Conformity Assessment Body 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
extension of accreditation™ of the

organization.

9NvH vvLvY 7.73

NN DY NOINDNN DIVVD 12XD NVLINNN
21NN HY NN

DTN NXDNN AR NIYRND MYIN D790
IN YNIND NANIN IR NINDN P2IYND
15912 NN NINDN NTYN ©IIY NINMA
.DMaN NV HY

PTIAN QNN DY NNIYRIN NINONN TIND
SY MVYIN 5723 NNOPNN TINND YIP)I
2AN9N) NINON PAIYND NINONN NTYN
1913 INND WNRWN DT IR (9791
MPAN PP TN MINON YTYIN NIWND
.DONIN

NYOVIN PYWND NNONN HY OMPN32
MOT NN YNIND D793NN IWAND ,NDN0N
9272 PMD NVONN NYAP MY VIV
RipYalvry

MYAITN INDIN OX PN NONDN NIV
NN YNIND O»PN GONY NONDN NYIAPY
.MP*an 050N

,TIIND DTN IUNRD DD 57N

SV "N2NONN 9PIND OO NIINDY
AMIND
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7.74 The ISRAC Symbol MwIn (N5) Sonv 7.74 | 1-455001
The trademark of the Israel TPINDN MYIN DY 1NN YO0

Laboratory Accreditation Authority TV NINON?

(ISRAC).
7.75 Accreditation symbol nanonn omo 7.75 | 1-455001
The ISRAC symbol beneath which WAPNN P9 PINNHDY MYIN 2700

is stated the relevant standard for STADIDN MIND 190D MIINN NO

accreditation of recognition and the

organization’s number at ISRAC.

7.76 Reference Value on» gy 7.76

Assigned Value -The quantitative or YIIRN NN TN -ONYD T

i - . . »xm» b
qualitative value that is assigned TPINN TWD NNIDNA 2apNn) ONYHN

. . (MNTYI0IN HY DH2PMY DI M2
(accepted by convention as being

. SNYNRT DN 99N N NP NNTH
the true value with known and

acceptable uncertainty) to a Control
Test Sample or primary standards

7.77 Test facility inspection PN P mpa 7.77 | 1-200000

MLV DN ,DNPNN DY INNA NPT
An on-site examination of facilities
] ) GLP-n mumMpya onny nxy Ny
procedures and practices and its

compliance with GLP Principles

7.78 Corrective Action (17719) mpon nys 7.78

Any action to be taken when non- M2INNN NMNKNN MNXA DAV NNIAN NI

compliances are discovered as a PNSMN INHND MNP0 JY INNND

. NMON ,MDIND MNMIYI MN 000N
result of an internal or external

. . _ . MXONN ,DMINN PNY MY IN NIMPO
quality audit, deviations analysis of

. . NOY OONNPNN DXPTIANM MYIN T
quality records, complaints made by
) DNV NN YNNY NIVNI
customers or other interested

parties, recommendations made by

ISRAC employees and its
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professional assessors in order to
ensure that they will not be

repeated.

7.79 Preventive Action

Any action whose objective is to
remove the reasons for existing or

potential.

7.80 Activities

Including samplings, testing,
calibrations, inspections,

certification and evaluations

7.81 Management Review
Board (MRB)

Management Review Board to
address Discrepancies, complaints,

internal assessments results etc.

7.82 Assessment Team

In order to perform an assessment,
ISRAC is uses an expert assessors
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

nyNn Ay 7.79

PNNNN ONY NP0 HVAY NNIVHVY NIV
JPONINIVID N NP

moys 7.80 | 2-650001

,DMPY9 DY, MP>Ta,NdT May 2-651001

PN MTYNN

nYMn Iy 7.81

,INON , MNNRNN ON DIDOVY NOMN NN
STV D199 DYPTAN NINSIN

Pran oy 7.82 | 2-623001

NIV MVIN ,PTI0N NN TNND
DINNY PNIXPNN DINNA DXNMIN DPTIA
YITIN NONONN 9PN DORNNA ,MDONN
P72 NI PTINN TN JNIRN IT-DY
N DN TARY ,INY IR TANR ISP
MO 91 PTIN INY DN PTIA NPNID
TR 92 OMNMYNN ,DMVINPN DINYY D)
222170 PTIAY qONI,THOM PTIAA
DXPT2 O) NN DD PTINN MNINA
DOYNIN IN DINN DY THYNI ,NIWINI

N 201D ¥ NT NIPNA .Y NNN PTIN
DPTIAN 90N HIIND 29 NPV
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team, in addition to the Lead PINND N2 INNA PTIN DY NYTINA NTIYNI

ASSEessor. PTANN NN Y3N 55 SV ITPIN

The Assessment Team may have YK DY NN NI PT0N TN

some Assessors in training, as YWIN DY MNNNNN MDINND DORNNA NN

observer or under observation. In SNSN

such cases, the Conformity

Assessment Body 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.

7.83 Observer noy 7.83 | 2-623001

An assessor in training, a regulator MOV, PIY Y3 ,NIWIN PININI PN 2-520001

and any other observer whose PT7202 MANNVYN NIVIRY INN NN D)

participation in the assessment was RSN PR YRN TN PN 7P Y

approved by the assessed P72 NP NN GNNYN N

organization and the relevant Head

of Division.

The observer is not actively

participating in the assessment.

7.84 Accreditation scope NonYN 9N o1y 7.84 | 2-650001
reduction 909NN 9PN PHN LIV HY PONN 2-651001

Accreditation scope reduction is DIVAN NINNR NIDON? NN 17933

made by Coercion, reaccreditation 13NN AYP3

requires reapplying for extension.

7.85 Subcontracting Mwn mvap 7.85| 1-000010

NN DY OMHMNN NIN N DTN
NIV TPTINY MDY YNID 0Y2»NNNI
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A person or an organization signing NN 9N 2NN MDY MMM 99 N PON
a contract for the performance of a ANR NN
unique activity which forms a part N THVN 1IPT NTIIY NRNNT ¥I0N

or all of an activity to which another | 1071197212702 DI¥DY MDY DINNY

body is obligated to by another TNN,NTIAY VNS THN/YT 0N

. . Y
contract. The reason for employing FIRYT ANIN NYRY MNP

. PN TINA 72T IV TWND : 1A
a subcontractor may be cutting

i 75N 7Y NN TOOIW NS, TP
down expenses, cutting down

) ) 7773Y770 2WN2 NS 3777, )0 IN ITIND
project risks, lack of
] TRV 15305
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.

7.86 Pre- assessment P1an o1y 7.86 | 2-623001

A primary assessment performed in D29 MIVN TNXT MIND Y¥1INN PTIN
22107 PTIAD IWAND PTANN .DMWUND
MIRN NN OY PTD PIRN YURID INN

,DOND NN NIV NTNRN DY PTIN
NN OXRINN VINAN YN MIONRN TITN

DN PYTAD QDN .NINDNN MYOIT

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
NPINN NITIND NINKI NPITH NP

MYITIR NNNX YD DIW»D DIYSNIN)

NNN XY MY PTINA .NPVINDIN NONONN
Y2)D NPYYD MOV NIN MNNNM N

DTP .PTINN YN 12 DINN DY

with the requirements of TN DY I 995 7172 05w PTIn
accreditation. In the pre-assessment

assessment, regarding the
organization’s quality system,
guality manual and standard

operating procedures conformity

only a general evaluation, regarding

non-conformities, is submitted. Pre
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assessment is usually completed in

one day.

7.87 Head of Division

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

7.88 Regulation

Regulation refers to the
promulgation of an authoritative set
of rules, accompanied by some
mechanism, usually a public
agency, for monitoring and
promoting compliance with these

rules

7.89 ISRAC

Israel Laboratory Accreditation
Aduthority.

7.90 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.

PR WUNY 7.87

QNN KDY INPINK DINNAY PIND UK
YN —9ND) DT ININDNAY PN
APND

Meons 7.88 |  2-000002

Y 172N DXI7Y YV PYYN Y0NS NITON
MYSHNIY ;7NN TPNOYY MONO
;D»9MIN DNY IN MXNN,NPAIN ,NNPN
MY MIDIN N NYNND ,NIUNRD ,NYNT
DOMIN YW N/ VIO YW NNIINN N
.Mana

mvy 7.89

MTIYN NINONY PNINDD MYIN
(Mmwan)

ymrw 7.90 | 2-650001

NINTIN TN 12Y TON NIN YIDOY 2-651001

PMYNYN NOYNN NYAP MY )NIND

NN YINY INA I YNAY OTO N2 WOIW MY
92 T PNIYI PMIYY DX WNHWYND HANND
NOYNNN NN MIVOY >TI VYNNI DIV
DVDNNN
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7.91 Standard method (70971300) Mpn Hvdw 7.91 | 1-000016

A method developed by a YT DY IN NPPN PHIIN Y NNMOY NIV

standardization body or by other 2Y MI2PR PIOWY 207 100 N

well established organization whose NISDD WP ANTHN WPHN NOPON

methods are generally accepted by MNP PO

the technical sector in question and

for which validation reference is

available.

7.92 Non standard method (MV9700 RY) MIPN KXY NV'w 7.92 | 1-000016

A non standard method developed MY INMOY NOIY ,TMIPN K NOOY

by the laboratory itself (in house) or MY INMBY NVXWIN,(1P1°1) NTIV0N

by other parties, such as a research PND NITIVN 100 NTIVNZ D O

laboratory, kits supplier or other. ANRAR, DO PAD

7.93 Coercion Termination of 1’921 NNeN N»Sw 7.93 | 2-650001
2-651001

Accreditation

. 2N NN YW M990 MHvra by Ponn
The process of Coercion W L

L o 1NN XYY TR0 PTIA 9N YV Nononn
termination of Accreditation of
. o ] ,TP0M NPND NIND PTIAN GNY MIVIN
entire scope of accreditation without

IV ONN DY MHONDIPN NAPN INND NON

enabling the Conformity
NYTIND YR WM PTIAN GDNY INNDI

Assessment Body (CAB) return to WTN NONON PONN NN NONONY

be qualified, 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.

7.94 Sampling program )TN N 7.94

Sampling program refers to time of IPNT THND NONYND 1IN

. . . . > Y. b
sampling, its location, size and cet. L1120 0 NOTY . T NITN NP

DT I GOV, PNIN NN
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For example: Day or night,
weather, river flow and more.
7.95 Deviation in the result- NN INHN T7.95

A result from a test which lies M0 NN NRSMIN NPT OY IRNIN

outside the control limits. AP
7.96 A Yearly Assessment Plan MMYN 0XpTIND Nan 7.96
In the end of each year and no later (30.10.Xx-1 9MN> N5Y) Mw 55 102
than (30.10.XX) Head of Division D> DIPTINN NOMN NNV PN YN
in cooperation with assessment ,0PTI0N N0 NYIP , TPV MP>3 N°)ON

.. . b M
supervision program, determine IINNA NITYIONINK PRA YN

.119N0N 97900 NYIND NNIVN
assessments types, scope, schedule nanon m nmaym
9D PN M ARIPN T DY WY NIPA
and assessment teams.
. . 2y TPYRDVAIND DNPIZN PNNNN NYIL
Head of department is responsible
2220 PTIAN O
to update the program and forward
NN NOXIND NPRINK DXPTIAND NININ

I8 DYPTANN NMON
N2NONY NINONN PTAN P2 PN NNV
N2 RO WTNN NINONN dPTIN P WINN

it to accreditation General Manager.
Monitoring is done by assessment
days assignment according to

pricing table and its optimal NN MNAD PTAN ONRND ¥ .OOWTIN 24 Dy

division by the lead assessor. YW NDHDNN GPIN 39 TYI NSH MY

Assessment manager is responsible 1y PONNN NN DHWNY TIN-5Y MR
to execute the assessment plan. .N900NN GPIN 39 TIMY
Time table between reaccreditation PNY AN WA PN NP9 PTIN
assessment and accreditation TN DWIN 12 19 DWNIN 6-0 Y81
assessments will not exceed 24 1PNOIN

months. As assessment should be N2NONN 9P°N2 DNNNA YAPI PTANN TYN
scheduled at least six months prior | 935 791505 P7aN DY 217Y) NIND DV
to assessment expiration date in D19 79010 TV TN DN TYNI XM (P72
order to complete the full necessary .DYIX19 DYPTIAN D) DNIMPNN 9%
process until the accreditation date

expires.
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Inspection assessment to a new
organization should be performed
from 6 to 12 months from
accreditation grant date.

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 raw. Some assessments are
performed in segments.

7.97 Good Laboratory Practice (GLP) o>mxy n7ayn swan 7.97 | 1-200000

(GLP)

i ; DY2’ONNI NPOIVN MON ND
A quality system concerned with the ' POIN MN N3N

N ,02)91N1N 0N ,DONINY OPNIIND

organizational process and the

,DX207NN , DY TVIND ,DXI0NN ,DOYNIIAN
PNYY OPPHP N OMDN DINNTNI

.N2°201) NINY22 NN’V

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

reported.

7.98 Certificate nmyn 7.98

The final product of the

. . . . b b
accreditation / recognition process is 71790 / NINDNN THNN 7¥ 910N 1NN

5
the certificate that informs the NI2RON NN MP27 APYHA NTIVN 1N

9P IPNN JPNNA NIDN IN PHIIND

customer of the scope of

o 127X NI9NN NTIVN /NINONN 9PN NID)

accreditation granted to the

o 7723 DN DYMNNN NN NI PINI PN

organization or the scope of
DMINT INSNDN MYIN T DY YNIND

recognition in the research facility.
g y 512 VNON) DNNNA NIIN/NDNONY

The scope of accreditation /
.(1-000016 1991

recognition certificate must clearly
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display the fields in which the 1200710 MTIYN YNNI TIY WX YN
organization was inspected by 7.9.4 9yo ,ISO/IEC 17011 -2 vMon

ISRAC and was found worthy of N NIONN NTIVN YNNT PINY YTINN
accreditation / recognition .OECD-GLP -n mavp7712
(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.

7.99 Certificate of recognition ANy 7.99 | 2-660001

A formal document in English 179N MIN D TOYNN NPININD MDY THON

stating that the recognition has been DTN MABRN NI
granted for defined areas of

expertise.
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