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1.0 INTRODUCTION

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.

Nan 1.0 03 0v9n)

INDN 599 NRY SN MM MO | NITINN DY IIMN
TN NONONY IMINDN MYWIN | Applicable Documents

RGN anUES b))

v 2.0

DYOMN KNP DY DPno SNNn NIvN
MaN NN ,NY NXINHDY MWD NN
MY YNNI DMINNND OOWVINN

mnn 3.0

MYNPYNRN MITIND DY NN TON KN
MIVIN ONONI

oY odanon 4.0

DY ND

mynn 5.0
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7.0 METHOD noswn 7.0

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

Documents.

7.1 Periodical Fee

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

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

7.2 Document Review Fee

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

Division.

99) NNA YNNI DY MMTITHN NOPWA PND
DYDY ONNN YW NITHIN (AKX ITD
NYYIIY DI NNNI HNNA DMIONNIN

DMV OX0NONN

MNPN NPNX 7.1
P72 INNS THDIN MNIRNN NN DD
55 M2y ,wTNN NONON IN IVYNI 100N
VIV 919V PI2 NINONN NNMPN TYN

MEYP 12%-2 NAVINGD IPIIY 1IN : 777
971 IN 0PN PN IOP07

PO TV PIINA 5V 9PN PO
POV, WINW 12007 PTA0 OINT . NIYNT
TN DY 7203 NAVN TOOWT IIING
7:15715) INAPWIT DIV 1AY NPV
IIDIIYIT VN IN ZIPNONPN 1IN

D990N NPT NVN 7.2

PININD NN THON NPT MY DYYN
MYV 3-5 NINON (1-611003 9901 HN)
LDINNNN PR YN DY DY

A-621001

A-621001

DXPMYN IRY 95 .QA-1 NNVYN NPNN P ISRAC 2WN1 DY DIRYMIN NIN DN NT THON DY DXTHN DIWINDD DPIIYD
2018 Y2 28-1 DATIN .T292IDHTIN 12 DYDY GPINA DM DMIPIN DON

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 March 28, 2018




MTaYN NONVNY NNINTN MYIN Y0112 MYNYNH MITHIN

Website: YES Definitions used in the Israel Laboratory Accreditation
Authority's documents
06 Baivabiahivial 1-000023 : 990n Y1 50 TN 79990 97
Version number 06 Procedure number 1-000023 Page 7 of 50
7.3 Impartiality ESSAEDRNE | 432000
Presence of objectivity. APVOPINNTY MNON
Note: Objectivity means that 2T VIVO IVDOPIIIN < [T
conflicts of interest do not exist, or DNV 2 D279 IN , D0 N5 D233y
T o L I CR e | SIINA IPINS 5Y 11973 NV DWOYY
influence subsequent activities of DIVON 1792972 DIWPVITT DIINN DININ
IINDSY” D551 0239 NIWp 10N ¥
_— JTPOID YOI DOIY TINID YOI
Other terms that are useful in
TN VIS0 NI TIVT 10N
conveying the element of
NN DAY I TIN5
impartiality include
“independence”, “freedom from
conflict of interests”, “freedom
from bias”, “lack of prejudice”,
“neutrality”, “fairness”, “open-
mindedness” “even-handedness”,
“detachment”, “balance”’.
7.4 Verification e
Provision of objective evidence that 1IN 0797 NPDOPIIN NP NN
a given item fulfils specified e
WO PN DIN? INNY NITN 1 I0NT
requirements.
EXAMPLE 1 Confirmation that a RN B R IR PRI
given reference material as claimed PYATITYIR IR 1 1312 AR TN
10 10 5w NON
is homogeneous for the quantity
IN DIYINIT IIND 2D NN 2 NONT
value and measurement procedure
TR NIIWN HY NPOIWHD MYYT
concerned, down to a measurement T
portion having a mass of 10 mg.
T DTN MNTION 2 NN 3 I0NT
EXAMPLE 2 Confirmation that wnpNnY AN
performance properties or legal
requirements of a measuring system
are achieved.
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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.

(FMINN NN ) IR 7.5

5919) DN NNN NIV YSIANN G0
NNRNNA (DXMPY ,MP ,NTIVH MPrTa
TN MYAIT/ DOVIIND

IMIN DI JPND NHRND MPI1T2 YN 9N
:NININ MZIWANN AN N NNN YNIND
,ITYNN NN OO NPT, N T

NN Y¥INTY MDD TWUN .NIWM
.19NoN

NI VIDIW VY 13V DIPP 533 : 71T
)7 ORI NI, 7IINONTI 1D 9N

L, TOOMW IMINT NI 90T )71 71195
TIINN PISPD ON NIN

2-623001

7.6 Organizationina mH9°N2 9N 7.6 | 2-000003
recognition status D001 NPYTA NN OPVYYW INND PN
An organization is considered "in
recognition” after having paid the
documents review fee.
7.7 Organization in Process PoAma MR 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.

SV N9NDNY NYPA” DNV DY DNNY NIN
MOYN 50% SV NNTPN OV NN
.19NONN
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7.8 Recognized testing IN 9999 99 1 0) ANI) 99 IR 7.8 | 1-200000
facility (see also: (YwIinn
Approved/Recognized N912Y MYIN N19N TN YW IN
Assessment Body) MP>T2 YN0 YW TINKPNT MPYOD

Testing facility that received the NMIPY 29 5Y DX MNPV MW
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.

7.9 Accredited Conformity oM MIN - 7.9 | 1-432000
Assessment Body

A CAB which has been accredited N 7Y IN MWYIN Y THDIN TN M)

by ISRAC or an accreditation body NTTNN NIINN BI0N DY DINN NINONN

(AB) which has signed a Mutual DNNNA DY JNIN .MYIN DY NINOND
Recognition Agreement of ISO W ISO/IEC 17025 yppn mwdTh
accreditation bodies with ISRAC. »T 9y THoI ISO/IEC 17020 /1 15189

Refers to a CAB operating AN

according to the requirements of

ISO/IEC 17020 and/or ISO/IEC

17025 standards and is accredited

by ISRAC.

7.10 Multi-Site Organization MNN 29 IR 7.10 | 2-614002
Organization that performed DYINN 190N MNDYD NYNIND 12, )N

activities in some sites and has one 50 D»P : DIPIVIPA HY ANY WK

Quality Manager, one Quality MP>TA9 , TAN MPN TITH , PR MK

Manual and the same technical .DXT DPNNPN DM W MM

procedures (Standard Operation

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

(novia P-5 901 ) 998 7.11

TMIIN NI PN IN MINYIN MIAP OIPN
NIV, MDY PIND YN 1INHN IN Y
912> MDY .N2NONN G711 PN
a5VN HNN,MYYaN D N PON NPND
DTV N NYT NIRSIN ADY TV DTN
MDINN NN MDY INA

10 ,7M5Y , 920,980 N7 D20 : i1V77
N7 )N0 7190, TIWn , 0203, 71msY
59 1IN N551577 D2V99 SW NSO
NPIPYO7 MIN25 OOV T7T DIVIPNIT
JIINNOT

ATV MTAYN MY 2t X 7.12
(n9oa T -5 m01n)

STA0M YIAP INNX NPINKL OPIND INN
N MNDT NN NYXIANN MDY DD
NLYA NTIAY D) .MIAPN INRND NPINNI
MI72 MNT INN IINT INNA NTIAY NN
TNXY HND QWUN INNX N DTV NTIYN
N2INP IMDIY) YN VPN 7 MDY
(D»MVY 1Y) 312

2-614002

2-614002
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customer site, is calibration at a DPI77 NTIVD 2T ZY YN DI TWiT
temporary site. I AN Z1 077 NMPI7T 1IN

7.13 Mobile Site (designated (n9va M -5 113901) 799 9N 7.13 | 2-614002
by M in scope) 519N NYNN WD HYA AR KN T NN

A mobile site is a site with mobile MINNY NYPN 297 1D TOIRNNY DTN

ability that works as an autonomy /979 /N TTNN TP N¥NI 12 MPYN

unit, such as a vehicle visiting .n»N2

clients' premises and equipped with

measuring/ calibration/ inspection

equipment.

7.14 Test nPr1a 7.14 | 2-623001
A full or partial test, including WANDD 5P AT T N>
measurement and calibration 595 (MIVIN THN VPN ,DINT) PN

(sampling, analysis, expert opinion N

and interpretation), according to the N NITIN D992 MPYS NPT 9P

matter at hand.

Calibration, testing and inspection

are included in this definition.

7.15 Inter laboratory nINTAYN-1a Mpr1a 7.15 | 1-681001
Comparison MPITI IR I YW NOIWM XA NN
Organization, performance and NHRNNA NT2YN NNINI DOV DN IY

evaluation of measurements or tests UNIN DTN DONRIND

on the same or similar items within

the same laboratory in accordance

with predetermined conditions.

7.16 Proficiency Testing (PT) (PT) mann mp>1a 7.16 | 1-681001
Evallatonlotipaldieiant TN NN Y3 SV DN NIWN
performance against pre-established Y DWYHNT YNNI DTN DI

criteria by means of interlaboratory IPNTIYN-PI INNYD
comparisons.
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7.17 Intra Laboratory Testing nNTAYN TN MPrTa 7.17 | 1-681001

Within laboratory Control Testing TAYNN TINA NP MPYT 75N

Program.

7.18 Assessor PMa 7.18 | 2-623001
RErEOMIEs A el IRNVR I 125 9835 Na0ER g1 7D Sy M o | 202000
perform, alone or as part of an 91 9Y PTIN ,PTIN IN¥N PINI N
assessment team, an assessment of a YOND TAYAN

CAB.

7.19 Inspector Ypan pma 7.19 | 1-200000

A person who performs the test YPTINT APNN NPT P70 Y8 BTN

facility inspections and study audits HNAY HY TPDINGN MWD DYON 1PNN
on behalf of the. Israel National

.GLP onm
Good Laboratory Practice
Monitoring Authority (IL-GLP-
MA).
7.20 Team Leader 292y 1A 7.20 | 2-623001
Assessor is given the overall DTIR SIIY IINKA DK SBPY P 2-520001
responsibility for the management 2720 NN 55 MY P
of an assessment. WIR IR PRD YR 1Y ,NI97/N50001
An assessor appointed to manage MY NN
the assessment/audit, mostly Head TION NN PON YN PTANN NNN 1IN
of Division or an ISRAC PT202,P7200 DY DX PN ,PTINN

assessor/auditor. He is a member of S5 MOONN DI NN NN P2 MN
the assessment team, who prepares | TMONNNN MOVINN 72PN ,PTIN NIIND
the assessment plan, leads the 792 PTINN AN NN INMD ,PTI0N NN
assessment team, inspects the AT MION SY NPOMY PN MNINN NOMIN
ANVOM PTIAN

CAB’s quality management system,

.. . Y b "
makes decisions regarding the 2210 PTIA 000 3772 NOHON PTINY

PR YR 2D MYIN INNN
performance of the assessment, PRI '
presents the assessment team before

the CAB’s management and
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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.

7.21 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.

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

assessments, like extensions.
7.23 Interested party

Person or organization with a direct
or indirect interest in accreditation
Note: Direct interest refers to the
interest of those who undergo
accreditation; indirect interest

refers to the interests of those who

SNPN pa 7.21

DP T2Y IWR PONINPN 0INNA DNMN
1 .2-520001 511 9% MmN bY o¥p1a
IUN PTINN NN 1IN PNHON TNY 1D
TPINPNRN NPWIY P70 MINIT ININN
2 NP PON ININA PTIIN NIND OV
DNRNNA YNIND DY NINRONN 90 TINN
DN POY NVP/PTIAMNIN ODNVY

2920 -oM8PN PMa 7.22

D) TVIV2 NYNNN THDIN MWNSPN P
M2 ONNPN PTAND DIDDY NNPND NNY
NN OY NN

1y oya 7.23

PPYIN DY PANY DY NN N DTN
Naklalvipal

W0 W IS DNPIY PYP PR Wi
P25 ONIIP PPY P2IY ;190077 1IWY
291) 5Y D250N0N IN DWINYNIT] 19N SV
D290 071 PN 1977

2-623001
2-520001

2-623001
2-520001

2-000002
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use or rely on accredited conformity
assessment bodies.

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

7.24 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.
7.25 Control limits

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

named warning limits.

LT190077771 90 N 51595 0525192 1223y 253
OiPIMIMNY ,IINIT NIV 290

,INO IMBY TPV S PY , 01INP2)
D>705NT 0290 (7190 077) 112957 2543
DPINN DNIVON DM PY IN OIN5UPN0
- 1375 ,09N5U00-NX5 D1 IN N
LD22I978 DI IN

oM nYpa 7.24

NIMIYI DMNYI DMINI DY XN

NI YY YN0 IN DA NYYT DY DMNIVPN
LT INNT ONIONN DINMN ONX WIPY
DNNNA NYXHIA NPYTAN ON NIAPY T
919N 5NN DYTIDN NNOND

NOW G0 YT PV T, VITHIVON
IPONN MLOYW ON NP ,NM1TI MINDN
.DOPINA WHIDY DMNMIN DY NINJS2

npan MMy 7.25

MINNIND YD NN DINPN NNVN M)
NPV 2+ ) OIPNNN 95% 2 M>IAPNNN
IMIN M) D) OON NON M (1PN

1-200000
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7.26 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.

7.27 Examining 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.

7.28 Accreditation body (AB)
Authoritative body that performs

accreditation

7.29 Certification body

A body that performs certification.

7.30 Approved/ Recognized
Assessment Body
A CAB

approved/acknowledged by law or

which  has  been

regulation by the corresponding

government supervisor.

N9 MMy 7.26

0PN 99.7% 9911 NNLN M)

NINND MNP RN (PN NPVD + 3)
NVYPIA NTAVNIN NN NPNN ,NOX MDD
TON MIPNN NOWO

(19N D) AN9) PN G 7.27

215 MINXAN MDY NNN YNIND TUNR 9N
11199012 9195 NPNY

P DT OV NA/NPYT T
D01 HY NYT NN 1NN NN ,NTYNN
Mp>T7a

9NN 9 7.28

.1200N YXIND IYNN 9N

19PN 9 7.29

URY MNNIN NPYTA OMIV YNINN N
oM NG 91

GYIND IX 999 9 7.30
PN MDD NIIN/NYON 5P IWN PTI29)

YNOWNNN NN T Y, MPN N
.DONNNDN

2-650001
2-651001

2-650001
2-651001
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7.31 Accredited Conformity 10 9 7.31 | 2-650001
Assessment Body 2-651001
A CAB which has been accredited 9PN IN MYINN NINON YPY P 9N

by ISRAC or an AB which has SY MTTN NN DIDN DY DINNM NINON

signed a Mutual Recognition MY DY ,N2N0N 29
Agreement of accreditation bodies

with ISRAC.

7.32 Colleague Accreditation MNRY TRON gy 7.32| 2-000001
Body

Foreign AB (Outside the borders of NPTH M99 NINK) ¥ 1IN PN

Israel) and /or Regularity authorities MIYI) NPNVYINT NIV IN (NI

(Israeli governmental authority or MMINIRA(NITIN PORIY INVOY

foreign) and /or  Professional EFI, 15 DINN2 1910 1IN) NP0
organization @ recognized MY DY NS NIPwa Syan (ISTA
organization, like EFI) that P72 91 NNoNd

cooperates with ISRAC in the

accreditation of CAB.

7.33 Root Cause YN oM 7.33 | 2-623001
The origin of a deficiency or other | ¥1¥ DI .NINK MNONNM NN VD Mpn
non-conformance. Root cause is the NI NP D021 N1ON NN

most basic reason for the deviation's ANNNN
occurrence.

7.34 Sampling o 7.34 | 1-000006
A part of statistical skills pertaining IPODLLY NIV TV PIN IMKN DN

to the selection of individual YN MTTIA NPINN DY NN NYINN
observations which should yield NOTY APDIIIND DY ¥ 230 MNIN
information on the population that is PN KW

the subject matter. DY 792 NNV AWNI DTN

Sampling is considered as a INDIY MNP PTIRD NUITN
technology in itself an independent

professional assessment required.
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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
(what
preparations to carry out

tools  samplers,

: DYNAN DXA5WNN 259 DWW TN TONN

NIV NMDIYIIND NITHIN
VN N

,DINPTN NNON NITHIN
DOWYPN N DOV NP
STYTRD Y

DV DINT NVOWY NITHN
IN DOV NXIIP
DY YN DIWPND
NIMTPN NN ,DXINT

MO DTN MDY NINID
DN ,NVYYP NONIN NMION

sampling activities such as

preparation of absorption

. . . . TN NN YAPS WA
solution, is required to fix ' ' ‘

, TN NN DOVIVND TXD
R(a)a) i)

the sample, how to transport

the specimen, and the like).
7.35 Reporting of Results (e.g. ,AP212 N797) MNHN AT 7.35 | 1-455001
;9999 YN 91 N, AP HNYN

(719 97 M1

test report or certificate,
calibration report or
certificate, sampling report)

For the purpose of the international

standard dealing with the ,MTAVHN MPYWIL POIWN MDINIAN JPNN

competence of laboratories, test y1 TV MIMT MYINNI MPT IVIND

reports and calibration certificates DXNYY DIXIPI SV MTIWM NP>T2

are sometimes called test certificates NRNNA 2P MNT NPT TN

and calibration reports, respectively. T2 NPOIVY F7INI NN 2D 2P
It should be clarified that this is

only a semantic difference.
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7.36 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.

7.37 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 MYH1T 7.36

2y 172 MXNNN DX MPTHN NPNIN

2y THROM NPNY YT, TINYD PTIAN G0N
AN O

MMM MAINN NINONN MYIT
MY MIRNN ,OONNPNN DNPNN
MYAT NN MP20H0ND NITHPND NPNIM
MYIN MTIN THDNI MNDNIMN N
,(1-611002 1901 71010) ,NINONN TINM
DYTYPNN 201 YINDNY MYIN MM 1N
DM NP9 X9, NTYNN , NPT 290D
.DMINN

NMONN GPINY NYYNIN NOINN 7.37

9PINY NIPNI,NONDN DIVLD

NAY TR PTIAN NN DV NIINN/NINONN
9NN/N2P0NN TONN OOVIN DIVY

L YUTN

,IVIN D700 My NN NPONIN NIIND
DYV TY DY RO NNPNY YNIND
TONIN NIIND INNY MDON .0OVWTIN
NOINNN NMPN . AMTNNND NPND MDY
SV MNP NN INYI PIIND POMIND
,N12N0N NTIVN IV IPAY XD TN, MYIN
A3 9PN NONDN NADI IN

2-650001
2-651001
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issued accreditation certificate and
or its appendix.
7.38 Accreditation Decision N90NY NYINN NVoNN 7.38

Decision on granting, maintaining, /DISNY ;NIIND,NPRY 1NN 5Y NONN

extending, reducing, suspending and IRlere U A 2 U S

withdrawing accreditation.
7.39 Annual assessment plan MY 0YpT1an 990 7.39 | A-621001

The number of the Assessors| 12PYNNQP°NN DMWNN PTIA I 19DN

working days taken from the ANV

organization's accreditation scope.
7.40 Scope of accreditation 21290 9> 7.40 | 1-000016

Specific conformity assessment 12D NP MDNN NIIWN MWD

activities for which accreditation is (N200N MILIINNYPIIN

sought or has been granted.
7.41 Flexible scope of (C »on) vini nanvn 9220 7.41 | 1-000016

accreditation (Type C)

Scope of accreditation expressed to 19V YANY IR NINDNN 9PN
allow conformity assessment bodies NNTINDI DY YNIY MNONN
to make changes in methodology DINNA DINYNIN DXINN DIVNIN)
and other parameters which fall 93 MNPRNN NIIWN 9N OV IMOND
within the competence of the CAB .1900NN 9N T DY IWINY
as confirmed by the AB.

Accreditation scope that allows the

laboratory to adapt accredited

. . Y b
methods for testing of new matrices, NN DRNM2 ATIV02 WD NINON 970

or for extending the ,UTN OPYIVN NPYTAD NINDINN NVIYN

e e DYVIZIND 257N NANIND N
identified/quantified analytes, or for ' ' '

) ) YN VIOWY IN,DINNDIDN/DNIRNIN
using new equipment, and to
Y52 NONONN NINDNA NINSIN NNDY WTN

MIN NN NN TI DY wPad v N

YN NN PN 2D WINTND WY .NDONONN

provide results within the scope of

accreditation without prior approval
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by the AB. It should be emphasized
that a flexible scope of accreditation
does not include introduction of
new measurement principles of
testing, calibration or examination
not previously covered by the scope
of accreditation.

7.42 Fixed scope of
accreditation (Type A)
Accreditation scope whereby the
object of accreditation may not be
modified without prior approval by
ISRAC.

7.43 Accreditation

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

7.44 Withdrawing
Accreditation/Recognition
Cancelling accreditation/recognition
for the full scope.

7.45 Voluntary Withdrawal of
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.

In this case no need in an

YT NTTH PNIPPY DIINT TWONND 1IN

DTIP YYD NY GUN ,N1PNAIN DPD NpdTaa

.N1990NN 9P>N2 99

(A Mon) NPYp Nanon gaprn 7.42

NYIT 12 NPV DI NIIYY NIRDN 9N
VAN DY NN NP

nannon 7.43

90N DN YN SWHY T 12 ONN
MPYWIMN NN NN JMA DY NIND
MIPYTA YA PTIA G0 OV TONSPNN

N991/091900 nHon 7.44

.NDP 19IND NIO/NDN0N D

89 N99N/NM0N NYoN 745

990N 9P>NY NINONN DY NININ 51V
SPONIN NON

NN PONY WP PMINND I NIPHN2

M NTI PIND UNXI )N ININON

NIONY NIINND NNND NN NYPA NOAPNN

1-000016

1-000016

2-650001
2-651001

2-650001
2-651001
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Accreditation and Assessment D132 TN PN T NIPNA NN NINOIN
Review Committee gathering. Head YNI : PTADM NINONN NPPOI DTN
of Divisions should manage its MOLZNNN INK APYN 51T ININK PN

organizations decisions. IIN INPINNRIY DNNIND MYINN

. . . . »
Reaccreditation/recognition requires NYIN AYPI NWHN NINH NONOND

a submission of a new accreditation ROy
application.
7.46 Granting N920/0220N HPwn 7.46 | 2-650001
Accreditation/Recognition 2-651001
Awarding accreditation/recognition 5S¢ TN GPPNY NN / N9NDN 1NN
for a defined scope of accreditation. 1PNON
7.47 Extending Accreditation nanvn 7.47 | 2-650001
2-651001
Adding conformity assessment PN NDONN NIWN MNZ2¥9 NI
activities to the scope of im20BIi
accreditation.
7.48 Suspension of Mywn 748 | 2-650001
Accreditation 2-651001
Putting temporary restrictions in | .nanonn 9p>nn P9 IN 995 I 19N
place for all or part of the scope IN 717932 NPWY) NIDN/NINONN NOYWUN
of accreditation. 8N
Suspension of G0 SY NI2/NNONN IV NN PYUN

accreditation/recognition is made | TY 2%, N300 NAIPNT ,A2M/THOI P
by coercion or by an PTI2N GNY MIVONX NN DY ,MVY I8N
organization request. Suspension | PN T2 91919/790M NP IMNND

means a cancellation of the ANMYYND M2ON 1IDIN DN, MYVIN

accreditation/recognition for a
minimum period of 6 months
with the option to reaccredit
itself if the reasons for its

suspension have been lifted.
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7.49 Receiving Authority NIYNND MYIN 7.49 | 1-200000
The unit within the Regulatory 95 5y FPIRINKRD PNV MVYIA DTN

5Y N9N0N NN NN MDD
PV DN OO

Authority which is responsible for
all administrative actions to permit
the sale of chemicals and substances
on the market.

7.50 Accreditation and P730M N9NONN NPPOY N 7.50 | 2-650001
Assessment Review Committee 2-651001

A committee consists of

one/two/three members who review ;012N NYYW/DMVW/TNN N2 DTN

the assessment file and assess the NN NN PTANN PPN NIX NIPION
findings of the NNDNN PIIND MPYIV/DIPTIN INNNN
assessments/organization DV N5NONN 28 9272 9793100 192
competence and advises the General DINKR P> DTN 23N .PTIAN PIIND
Manager on the state of TN 20 PYY PTINAIPOYY IONN

accreditation of the CAB. The
personnel that carried out the
assessments should not be members

of the committee.

7.51 ISRAC Law mwah on 7.51
National Laboratory Accreditation TN NONDNY TPPINDT MY PN
Authority Law, approved by the 1997 — y1wnn

Knesset on April 2nd, 1997.

7.52 Test technology ApYa NONoL 7.52 | 1-000016
A test technology is the THN Y NI NI NPPT IHPNINIL
combination of the test matrix DINN OY (DX NNAYN -DP> VM)
(Group of products) T1-000016- ©2YL NN (NP>T2 ND) NP>Ta
and field (Type of test), see form NPNINIL N0 : 03

number T1-000016-03: table of

Technologies
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7.53 Small Technology/
Technology a

A technology with a single
and simple method requiring
a professional assessment of
up to 4 hours. A technology
can be considered small,
only if the organization’s
scope of accreditation
includes at least one
technology classified as a

regular A.

7.54 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

a MY /MvP NNV 7.53

NOVIVI NTTI2 NVIY NOYA MNINOV
VY 4 TY DY ONSPN TN NYITH
77,MLP aawnNnd 1Y PNV
q4P°12 70NN NI YWV ONINI
NODN NNNX MINTNOV MNAY NINONN
99 A-D DYTIINN

nPY1a NP9V 7.54

PN NPT NPOYV

NYNNY NNDN NNPNNN ON DR NPT
N N MIINN NN ONDN 23590 )Y
TONN /7 NPYTA NNIND INTIPI NHNND
TPNVOY NNPRNN X NI IR IPTVY
.DY2°0NNN / MP>TAN 92 2MIY NY NI

MDPYY NN NPT NPAOV

0297

TV NPYTAN N PONNN NO>NNN NN
NTIPIY TONNA DNN NTIPIN X NNPDY
SV NN :OVND .JTN PN DY NN
TV MINYIN NOIAP ADWN NN NPYTA
IPTIM NY) MPOY NPYTA NYT NYPOND

A-621001-22
A-621001-23

2-520001
2-623001
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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

YA ,7NINN DN NYAP 1PIN ,HUND
YNV D/TYN DY MONON ,NTIAYN
OIN,TIWIN NTN 19N ,NTIAYN 12
IN/Y 2T J9INA NPYTAN YDV NN
DMNIN DY TIVNN NPNY DN AWMNNH
,PPTAN MINNIN DY NP, 070NN

N MT NODATN ,NNINN NYINN YT DY NN
authorizations of the employees

. NYT NNON ,NP>TAN NYT NN NP Ta
recorded in the work log; the

manner and documentation of AT NPRY,MP72 NPT
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 INNY MPY NINN NPT NPV
Backward Trace

This is the opposite of Forward

219 DAY MDPYN DY NN N

NONNNN NTIPIY T PONNN 90N N1N2

Trace technique i.e., an examination | 7 TATIPN NP NN NTIPIN N DY

from the end of the process to the NPNDH NPT ZY NPNI :5WN7 . Ponna

NYIAP SN NP>TA NIT XY 12 2OUNN
(2299 PYD NNI) NPYTIN WX INTIN

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).
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Additional Assessment techniques MODY NPYTA MPIV
Methods used by an AB to perform | 1829 15000 90 X7 Y YWl Mo
an assessment. 2731
Note: Assessment technigues, can IN 21595 MNP AW PV : 7197
include, but are ot limited to: 2 N
~—on-site assessment; (TN T30
‘—witnessing; _-
~—document review,

[D2¥IP NPPD -
e DT MNP -
—measurement audits; DVPPH MP>T33 DI NVPO -
—feview of performance in LIV PTIYR-Pa PN
proficiency testing and other LV P -
interlaboratory comparisons; Y79 957Ip -
~—validation audits; JIIPNT -
785 Technical Expert EETERERRRSS | 2-62000!
Person assigned by an AB, working | TN T2WY 300 a1 > 5y v e | 220!
under the responsibility of an NPALI N YT PAOHN ,PTII HW INPINN
assessor, who provides specific N PTN NINDNN 9P 2100 D1DYID
knowledge or expertise with respect SN
e A e S TIYG 2220 NI PNYP NI : 7177
expected to have assessor 127777 IN 717VI77
the initial steps in training to MNNPN YWY MWD Y DPTIAN MWD
become an ISRAC's assessor. A SY NYNIN P2 ,PTaNN b Hoa M
technical expert shall be DY I 1NN ,NNON MY ,MYIN

DPMYN INY 95 .QA-1 NNWN NPRN PIYY ISRAC 2WNn Y DORYMN 19N DN 77 THDN SY DI PR DWINDN DPMIYN
2018 Y1102 28-2 DOTIN .T292 1D9TIN 12 DYV 9PINA DM DIPIAD DPX
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accompanied by an ISRAC WINPT 19N NN PN NP . DIRNNIN
authorize assessor. Technical expert 2 NTYP NYINNN PTIAN WIXIN NN
will present the professional aspect MYIITHONNI DNNNA XN MY

v

I5N DXNN P10 VHNDY PONY ININK
1YY, NMDOYS DY OXTH NN TN PTINn
MDOYAN 99 TINN ,NPANN NMIYNIAN
P70 NON .NINONN 9PN MNDON

and its performance and the
authorized assessor will verify that
organization activities are according
to ISRAC procedures and demands.
The technical Expert is responsible
] ) GNNN YITNTY LIV MOLNN NION 9D
to prepare and submit to the leading
PTAINNV YD ,PTINN DIV ,YNID PTIN

assessor an assessment plan within
NPDVPOND MDY YD

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.

7.56 Working day Ay o» 7.56 | 2-650001

2-651001

The term day refers to a business MY NTIIY OV DRYNN 0P NN

day at ISRAC according to 5 NP YTV YAV NTHIAY O 5595

working days per week. ISRAC NYBR O WIRN T MURY D040 Mean

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

Thursday 7:00 am until 04:30 pm.

7.57 Assessment Day P73 oy 7.57 | A-621001
The working hours and traveling N¥D) DN MYYN NN 5100 NTIAY OV

fees as reported by the Head of VY ONSPN PTIA D220 PTIA,IN WY

.. R b
Division, Lead Assessor, Technical PTIN2 WPNI S0V 0 53N

.NIDN/MP29/NANAN/N2NON

Assessor or any other individual
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working on the accreditation/
extension/ surveillance assessment.
7.58 Consultancy 0w 7.58 1432000
Participation in any of the activities NN 9N HY M3 Y51 ManNnwn
of a CAB subject to accreditation. ST eSSBS
EXAMPLE 1 Preparing or IN DTN HY NPAN N MIdN 1 ONT
producing manuals o procedures i ——
for a CAB, SV 91232 X NYIWHI MONNWN 2 NON'T
MIORND NN M)

EXAMPLE 2 Participating in the
R 1277 IN N0 W NN 3 N7

NN HY DY MNP NRIPY MDD
2L S oW N2 IN /) DYDIWON DN 21N
advice or specific training towards MIRN NIWN N
implementation of the management
system, operational procedures
and/or competence of a CAB.
7,59 Decision Rule 5NN 593 7.59 | 1-661002
Rule that describes how MXTIFN NIVING T INNHN 593
measurement uncertainty is YO NHONNN DIMYN WK NTTHN
accounted for when stating sy
conformity with a specified
requirement.
7.60 Assessment PRI 760 | 2623001
Process undertaken by an AB to Y723 1200 9N O 5Y Y820 ToNN
determine the competence of a ,MIRND NIWN N OYW N NN P
TN T O DINDN N/ (DY) DOITIVD 29 DY
other normative documents and for 2V TR 9PN 291 BINK BB
a defined scope of accreditation. 5B0T

DYPMYN IRY 55 .QA-2 NNIYN NPHRN PV ISRAC 2wnn 5y DIRYMIN NYN DN NT TRDN DY DXDNN DIVINDD DPRIYN
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7.61 On Site Assessment N3 p1an 7.61 | 2-623001

An assessment inspecting the NLVYI MIND moy9 NPTV PTIN

CAB’s activity in the field and/or at 219 NI BNV DINK MMPRI INA
other places where the CAB

operates.
7.62 Accreditation Assessment 19100 P7an 7.62 | 2-623001

An assessment intended to evaluate | YP°3Y INIXN DX PN INI0NRY PTIN

whether a CAB requesting NONONN MYAITL T, THOM NPNY

accreditation conforms to the

accreditation requirements.

7.63 Re-Accreditation YvINNn 1919 PTan 7.63 | 2-623001
Assessment 2-671001
Assessment performed to renew the 93¥N NN WTND 1IN 5Y Y800 PTIN
accreditation cycle. .N2N0NN
A re-accreditation assessment is DOWTIN 24 TY T WTNN NONON PTIn
undertaken up to 24 months from its | 9PN OIN NXIPYIY OTIPN PTARN TN
previous assessment date before the N2IYN YTNN YNID 7N DY NINONIN
end of the accreditation period in GNN DY TOWNXPNN NN DY NOPN
order to comprehensively re- A0 NOMIND MDONRN NN SV PTIAN

evaluate the CAB’s professional

capabilities and its support quality

system.
7.64 Extension Assessment Manyn p1an 7.64 | 2-623001
An assessment which aims to TR0M NN DX THIYNY INIVNY PTIN

NN NMDOY 22D NONDN MYIITL TR
D»PN NINONN GPIN POIND YPIN XN
VAN NTN 9NN NANIN SPTIN IOV

evaluate whether an organization
meets the accreditation
requirements regarding activities he
. . JUNIN DMIOINNN DOPTIND
wishes to add to its current
accreditation scope. Extension

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

7.65 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.

7.66 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
their activities at their client’s

facility.
7.67 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,

MIPHN MLV INN APy PTan 7.65
(5719)

DOYUN NIND OX TIVNY INIVNY PTIN
NNN )0 NIPNNN NIMDYN NN
YND DN NN IPDI0 N MNDIYI DN)
P70 IOYY MNRNNN

Y891 P1an 7.66

9892 ROV D127 1901 M9 DY TIVIY PTIN
NVINN 37 MTIVOS 1723 OWPH : NIYN
23107 DPVZ217992 N9 2905 , 11PN 37!
PTINT PIN3 DPTI2 D29V 9207

ININI T3 90 NIWOI 7122987 DN2INO7T
oV MmPon

MNP P1aNn 7.67

INN ONND PNIND WITI 12 ONNPN PTINI
GPONN PON NINY NIV MIXD) NNXTND
YaPY ,NYPIAN NN IN OYP NONDN
JNIND INND IWAND 910D 2P INN
INNN NP 50 5y NOWIPRY PNINI
,TIVAN YTIVNN I PIINRND DY DINMN
7292 DN DIPNA .NMNYNN NTY NP2
NP PRN YR DY YKRIN DINND 91957
YMNNN PNINA NPT INNX YIAP> NN

I NN VNONIN

2-623001

2-623001

2-623001
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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.
7.68 Integrated Assessment A7 p1an 7.68 | 2-623001
Integrated assessment is performing | M22©N P70 TH¥ININ NININ PTI0 DN
an extension assessment with a NADN MOY NOY DINYY HMHNNN WINND
reaccreditation assessment which 7901 577 ONANI TYRN3 OO0
often occurs with no additional cost A-621001
as applied in procedure number
A-621001
7.69 Office Assessment 02101 P13 7.69 | 2-623001
An assessment performed on the NN INOD DI ZY PN TR TINN PTIN
sole base of organizations' 51 99 9595 TN ,INNI NP NOY
documents without visiting the site BP2RDR PTIN NP DIV .PTID N
according to complete assessment DPILNIP 292 PRA YR IINKA
C . > -
procedure. The Head of Division NINN PNN WK 2-623001 9901 HNnav
TADIND PIIND NN MY NIIYND D)
can opt for a paper assessment
. N DY2PDNN PTIN NNY .PTINN VI
based on the criteria defined in this o ! '
o 20 PN YV MmO DT 259
procedure. The Head of Division is
also responsible for the pricing and
approval of the CAB to perform the
assessment.
7.70 Surveillance Assessment M’ p1an 7.70 | A-621001
2-623001
An assessment to evaluate if an TADI MMIN OX TIWNT INIODY PTIN
2-671001
accredit organization follows NDRDAN MYIT TIDYy Twnn
accreditation requirements. ISRAC YN M3 PTIR NIPT PRV MY
is entitled to do so as a response o M0N0 MTAPNH MPXD MWD N/ THPH
11D TPON YINY YR NANND ,NPPN
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information received from 3rd party INNDIY N2 NININ NN DINNNDN
such as assessments finding, severe NN N2 NNPNN TONNA DPTINI
complaints against the organization, MNINA WD, MNHDN NN, M9
capability comparing tests failure, 270D NYON VIOV, NINPD NNV

YWUN N2 TUND NNT .INITIY NONONN
MIRN DY NTHRYN VNN 22D P20
.19H0NN MY THOINN

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.
VTN NIND MDY PTIN

Surveillance assessment to

.. DOVUTIN 12 7YY OXWTIN 6-) YNINNN PTIN
a new organization.

212> PTANN .NINONN NPIN TN
The assessment should be DYNNPN DPTIN ,MINX PTIN NPNID
performed from 6 to 12 months U0 DRNNA,D°25WN DD TN DN
from accreditation grant date.
Surveillance assessment can
be quality assessment,
technical assessment or

combined assessment, as

required.
Unannounced Assessment yno p1an | 2-623001
2-671001
An assessment performed in ,D°ND1) DMNIN DY DINNA PTIN
. . Nl 51 ) N2
locations of an accredit NDD ¥$130 .10Y 932 MYIN 7T DY ¥13nn
. NDD DTN NIND DY UNRIND DINOT
organizations by ISRAC at all PTDN PIND DY
. ) . . NHRND XTND 2T 11D) DIINDN XNIN
times. It is done without announcing
) ) .N2NP0NN MYITI MY
a head of time. Its purpose to insure
organization's procedure
requirements follow up.
Special Assessment TNYR PTIN | 2-623001

5y ,UNIN DINNA PN Y¥ANn pran | 2671001
:)IN2S MON

An assessment performed in an

organization following coordination
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with the organization, in the purpose

of checking:

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

o the implementation of
requirements or corrective
actions following the decisions
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)

7.71 Accompanied by an

assessor

At training checks "under

observation" is accompanied by a

professional checker relevant test

7.72 Controlled documents

Documents to which documentation
control applies. These documents
include procedures (policy

documents, performance

DYY WNIN NINIY ONPY e
MP9N DOONN YIATID

MW 7 MYITOVU NYNOLNIN @
MOLYNNY ORNNA NNPNN
2-9901 5N 97y YIAPNIVY
mMLYNNN NP PYNIN : 651001
D97 YW NONON 280 7272
Sy DYTYNN DIRNNNA : )ND DOPTA
NN DPANYY Y2

DYPTANY NADIN MNNN ,TNPN PTIN

DY UNIN DODINNN DINMIV-ITN

(NITHN NN YN OPTAN NYND

MY 7.71 | 2-520001

NN PN NN A5Wa NIVONA PTIa
SOIMPIN NPYTAN DINNAONSPN PTIAa

09913 0'9nvNn 7.72

STIWNN NP DYDY NYNY DYINDN
YNDN) DIONI 199 NIN DIINON
MYIIT NN ,WINA YN0, NPITN
DYDY (NN YINDN ,NPNSPN

DPNMYN IRY 93 .QA-2 NNHYN NPNRN MY ISRAC 2wNN Sy DIRNNIN NN BN N TADN HYW DTN DIWINNDN DIPMIYD
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documents, professional
requirements documents, training

documents) and forms.
7.73 Assessment number 731 9901 7.73 | 2-623001

A number given to each assessment, | 7Y BN 299V 72,pTa0 535 1) 1901

so that all the days of the 19955 PPN MDN NAY ,PTIN IMN

assessment for quality and technical APTIN VD AMN DN

. . NNN MWN WO PTANN ,0Na DIPNI
issues, shall be included under the ' | S ‘

PT20N 1901 INW) PTANN 190N ,NNID
same assessment number.

990/ (LLLL) p7ann y9on niv :n 259y
: (XXXX) X7 9901/ (NNNN) yann

In cases the assessment continues
from one year to the next, the

number shall stay the same all along LLLLNNNNXXXX
the assessment. The assessment YOMDIN PTIND NIY PPN MND v

number is composed of: the year the AMIND DY DPTINN NPONI

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

7.74 Proposal for Discussion Mo v 7.74 | 2-650001

2-651001

A uniform and fixed format for the YOMDY TIVN NYIND NP NTNNX NN

submission of documentation to the D013 PTINM NIHONN NPPOY DTN

. . . " Y
accreditation and assessment review MYIN 57207 NITHN N T2
committee as a basis for the
discussion and the committee’s

recommendation to the General

Manager.

7.75 A Testing Facility "in- 7990 oD pnn P 7.75 | A-621001
Process of Recognition™ INNY M PYANI 2WNI 1PN PN

A facility is considered to be in the 5y ONN ,DXWITIN DINDNN NN YWV

process of recognition if it has
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submitted all the required
documents, signed a form for
joining the procedure and has paid
50% of the recognition fee.

7.76 GLP compliance
monitoring

The periodic inspection of test
facilities and/or auditing of studies
for the purpose of verifying
adherence to GLP Principles.

7.77 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.
7.78 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 INIPYA NPRY NN APYN 7.76
GLP

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

Yo ypm 7.77

(MNTN (N2 NLY) DINN ,DIVIN

ND DMPNN WINAD NPNIINN NPDIVAN
.N2°20) MNI2 PNIYD D»OOP

NP OWNIAN YN ,DMINN 17 DIPNNA
INNRDND 2NN IPNNT IPNNI ,THN INNND
MPNN MINNR DI, IPNNN DN OPIN I
IN TINNNY TUN DONRNINYN IPNHN

APNN PN VN MDLPNP

79101 9p>0 Nay 7.78

NN PTINY VIO NINONN PN NOD)
9N0NN MM N9 NMYaN

1-200000

1-200000

1-000016
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MmN MPr1aaav 7.79 | 1-681001

7.79 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.

7.80 Assessors status

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

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

Potential: a candidate or

assessor in training who has

passed the Assessor's course.
Active: an active assessor.
Non-active: Used to serve as

an assessor.

Secondary status

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

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

Approved assessor: one who has
successfully passed the entire

assessor's training process.

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

P12 90VY 7.80

NYYIN DNY NN PTHIN YD DIVLD
YAN INY NVONN YA DY XYY/PTIAN
DIVLOY GOV MM : NPHYD NN
DY INN APYNNN PONI ,PTIAN
.ONIWON

YNNI DIVNVLYD

YN NIYIN PTIAIN THYIN : SININIVID
.INDNNA OXPTIA ONP 7Y

PTIO wnwN 19w

.PT20 72y2 VOV 129y N

VYN DIVNLYD

LOMP TONNAIN DNPY ININ 10N

25V1,PpTI APND TN : NN NYVINA
.DYPT7202 198 SV NIWINN

A5V PTIA NN THVIN : NN NIYWINA
AN NN DPTAN VIV DY NIWININ

NN NNYSNA 00 IWUN P AVIM
.NVONN TONN

2-520001
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7.81 Status “’the Information ig
not updated due to non-
completion of administrative

requirements’’

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

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

shall be modified to “suspension”.

7.82 Accreditation status

General Manager approves the
recommendation of the Committee
to grant certification and / or
expansion or organization chooses

to convene Accreditation

HYA 197991 1N Y1INN DIVLVY 7.81
11NN MYIIT HNYYN IN

900N PTIA TONN NN 72Y IUN )NIN
NN NN DOYN RY TN NNYNNL WTNN

N ,DIMYYN NYTON OR) PIIMIAONNN
92y XY (...239TY NP9 DIDN DY NPNN
PRYI MYIN NVONN NYAP DY 972D
929 D91 KXY MINN ININON WITN
NMYIN INNID) GPINA NINON NTIVN
SININD MYINT MMVIN 93 Dy DYI»

NNYYN IN TV 17N 1IN Y10
2NN MY

NIV O2ININ DAY, 57701977 295 : 7177
D20 DT 7792 IV T7T NIN WO5W)
,DPPTW DWWV 17902 NI IN UNIV
SPYYTE NIV DIVNDDT

N9NvN vVIVLY 7.82

NN DY NOINONN DIVVD 12D NVLINNN
272N HY NN

NTININ NXONN DX NIYRD MYIN 970N
IN PIIND NN N/ NONDN PIYND
159N2 N2ANIN NDNDN NTYN DIDD NIMA2

2-651001

2-651001
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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
extension of accreditation™ of the

organization.

7.83 The ISRAC Symbol

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

7.84 Accreditation symbol

Symbol issued by ISRAC to be used
by accredited conformity

.DMIaN DYV DY

PTIAN QNN DY NNVYRIN NONODNN TIND
2y MVYIN 57230 NPNN TPINND YA
aN5) NINON PANIYNI NINDNN NTYN
1919 INRD WNRWN NT TIRD (07N
MP9N PP TN MONDN YTYIN 1IWNY
.DNIAN

NOHYIN TPYVNY NNDNN DY DMIPNa
MOT NN YNIND D901 TWIND , 10NN
9272 9D NVONN NYAP MY VIOPYN
Ripmlalviy)

MYIITN INDIN DN PN NINDN NV
NN PMIND OMPN G0N NONON NYAPD
.MP*9N DOUN

STNNN NN IURD N9 Hron

S¥ N5NRONN GPINY DPYNIN NOINDY
AMIND

muan (Y) DPono 7.83

TPNINDT MYIN DY 12NN YD
TV NONONY

N9NONN PYono 7.84

NN WHRWMD MWD YT DY PN PONo
PINNHY , TADHIN MPRNN NN 9N
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assessment bodies to indicate they
are accredited, beneath which is
stated the relevant standard for
accreditation of recognition and the

organization’s number at ISRAC.

7.85 Reference Value

Assigned Value -The quantitative or
gualitative 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

7.86 Appeal

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

7.87 Test facility inspection

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

compliance with GLP Principles

7.88 Corrective Action

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

ISRAC employees and its

VNN 9D NIINN N N JPNN YN
R falvatan)

oI 79y 7.85

YMDINT IN YMNON TIVN -ONPN TIY
YTPNND TIVD NNODNA YAPNN) ONYHIN
(MNXTY 0N DY DOIPNI DT M2
DNYNRI DINY IDIN IN NNPA NNTY

My 7.86

1N MNNN NIIWN 9N O DY NWpa
9272 YOV NVONN DI DY NYTINNY
900NN DILVXLDY NNVYPN NINONN
RUTpambaly

AP ypom e 7.87
MLV DN ,DNPNN DV INNI NP>TA

GLP-n nmapya onmny nXy nTay

(5799) mpon nys 7.88

M2INNN NNIRNN MNA DOV NNIAN NI
DNNON IN NN MDN PTAN YW INNIND
NMON ,MDNRN MNIYI MN , 000N
MYDNN ,DINK PNY YY1 IN MMPY
oY DYNSPHN DXPTIAN MYIN T
DN NN NN NIVNI
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professional assessors in order to
ensure that they will not be

repeated.

7.89 Preventive Action

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

non-compliance.

7.90 Activities

Including samplings, testing,
calibrations, inspections,

certification and evaluations

7.91 Accreditation Activity

Individual operational tasks of the
accreditation process.

7.92 Conformity Assessment
Activity

Activity conducted by a CAB when
assessing conformity.

Note: Activities covered by
accreditation include, but are not
limited to, testing, calibration,
inspection, certification of
management systems, persons,
products, processes and services,
provision of proficiency testing,
production of reference materials,
validation and verification. For
simplicity, these are referred to as
conformity assessment activities

nyNn Ay 7.89

PNNNN ONY NP0 HVAY NNIVHVY NIV
IONONIVID

Moy 7.90

,DMPY9 DY, MP>Ta,NdT May
M»N2Y MTYNN

noon Mmy»ys 7.91

NN TN NMNNNTD NPMVID NPYAN NIDPWNI
.9N0NN POIN

IND NN My 7.92

NIRNN NIV G0 T DY NIIWIN MDY
.NRNNN NOIWN Nya

719007777 2T 5Y 71019077 2077 : 7177
LIV, MPITIZ NI PN TN 115919
,OPVIN 20772 TIWD SV 190077 ,777° 73
TNPPTI M0, 00 PY) D570, 0930
TIIN MY 2190 5V 777977, 010
DINIPI 719N, 1IDWO7 DVZ . TINON)

YT DY TN DT TINOONT 12977 11219219
JIVINT) NOWAG D291
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being performed by conformity
assessment bodies.
7.93 ISRAC Personnel muan s 7.93 | 2-421001

DOYNIND DMNNN IN DN DIVIN
.MVYIN DYVN NNV

Internal or external persons carrying
out activities on behalf of ISRAC.

7.94 Management Review noMN Y 7.94 | 2-421001
Board (MRB)

Management Review Board to INDN , NINRNN PN NIDVY NYMN INY

address discrepancies, complaints, STV D99 DYPTIN NINNIN

internal assessments results etc.
7.95 Assessment Team Pran s 795 2-623001

In order to perform an assessment, NI MYIN,PTINN NI TNND

. . b b b
ISRAC is uses an expert assessor in DINNINNIPHN DINNI ©ADND BT

. . i . YITIN NINONN 9PN DXNNA ,MINN
their professional fields and quality RN NIRYAN 91 il '
. I P72 M PTANN INN JNIND OT-DY
arena, according to accreditation
. L NN DN TARY ,INM IN TN MWNNPN
scope required by an organization.
) ) NN 512 PTIN NN 222N PTIA NPNID
Assessment team will appoint one
_ TRN 92 DNYNN ,DMNINPN DINYY D)
or more Technical Assessors and a
22210 PTIAY Q0N ,THOM P2

Lead Assessor. The assessment
DXPT2 D) NPNY O PTANN NNNA

team can be composed of advisors DOYNIN N DA Y THYNa ,Mwona

and observers that are considered to | 1\ 2on5 v My AAPP .M TNN DTN

be the assessment team, in addition DYPTIAN 190NY PINA 29 IMYN
to the Lead Assessor. PINA N2 INNA PTIN DY NYTIN2 NTaYNA
The Assessment Team may have P70 NN 92N Y5 S ITPOn
some Assessors in training, as YN T DY 1IN N2 PTAND INY
observer or under observation. In SYIN DY MINHKNNN MINNY OXNN ,PND
such cases, the CAB should be NN

notified regarding the overall
Assessment Team and regarding the
role of each.

Assessment team will be appointed
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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.

VSN,V YA, NIVON PONNL P2
PTINI IMANNYN NIVINY INN NN Y
NI PN WNIY PTIN PIIND T DY
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and elected by head of department

according to team member's

disciplines.

7.96 Observer Ny 7.96 | 2-623001

2-520001

7.97 Reducing Accreditation NN g n osny 7.97 | 2-650001
2-651001
Cancelling part of the scope of NINONN 9NN PON 1022 5v TOAN
accreditation YR NYIN NA»NN NONOND NN
Returning toaccreditation requires -13nN7
reapplying for extension.
MW pav 7.98 | 1-000010

7.98 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
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

2NN NHN DY OMNN NIN IN DTN
MIVN PP YNID IN MY AN PADY
M2OYaN DI N PIN NONY NITIN MDY
YINN ANK NN INK 9N NN PHY
DINNY NP MIVN PP NTIAY NIRNND
q0IN , VPN MDD DINNY ,NPIOY
NYNMNA TNN,NTIAY MINIAD THN/YT
YT IRXIN NMUND
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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.

7.99 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,
guality manual and standard
operating procedures conformity
with the requirements of
accreditation. In the pre-assessment
only a general evaluation, regarding
non-conformities, is submitted. Pre
assessment is usually completed in

one day.

7.100Head of Division

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

VIINT TINA 77273 1IN TUND : WA
F5N 7Y NN TOOW NS, THOIT
773Y770 2WN2 NS 3777, )V IN IITIND
W0 15305

P1an o1p 7.99

DY NN TIXD )NIND YD PTIN
22191 PTIAY IWINND PTIND .OMYNI
MIND NOMIN BOY NTY PRN YR IRN

, MR NOWN NIV NP DY PN

NN DINDNN WINIAN DN MODIND TITNH
DN PYTAY 90N .NONDNN MYIT
NPINN NITIND NINXI NPITH NIOP
MYITN NNX DD DIWMD DIYSNHNY

NNNI XY MY PTINA .NPVINDIN NONONN
Y200 NPHHI MOIWN NINX MNNND ON

DTP .PT20N YN I DINNA DMWY
JINR DY TIN 555 7172 0OV PTIN

PN WNY7.100

AN NINDIINPINNX OINNIY GIND UNI

YN — PNY) DT ININONAY PTIAN
9NN

2-623001
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7.101 Regulation 859497.101 | 2-000002

Regulation refers to the Y 172N DXI7Y YV P9I YON> NITON

promulgation of an authoritative set MYSDNIV STPNPT NIV MDD

of rules, accompanied by some ;DONIN OMNN N MIRMN,NPNIN ,NNPN
MY NIDIN N NYNN ,NIYRND  NYNT
DMMIN DY IN/ VI DY NNNIND N
Nppmiphl

mechanism usually a public agency,
for monitoring and promoting

compliance with these rules.

7.102ISRAC MwH7.102

MTAYHN NONONY MININDN MYIN
(Mmvan)

Israel Laboratory Accreditation
Aduthority.

7.103Hearing v 7.103 | 2-651001
NNNRTIN TN 1Y TON NIN VIOV

PMYNYN NOYNN NYAP MY )NIND
NN YINY INA I YNAY >TO N2 WOIW MY

A hearing is a process in which an
opportunity is given to an

organization, prior to a major
92 MY 1Y PINYV NN YNV HANN

NVYNNN DX MWW ST ,V39NNN DI
VDN

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.
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7.104 Maintaining Accreditation N9nYH MY 7.104 | 2-650001
Confirming the continuance of DTN 9PN NINONN TYHNN NN 2-651001
accreditation for a defined scope.
7.105 Standard method (5P01109) Hpn NV Y 7.105 | 1-000016
A method developed by a YT DY IN NPPN PN Y INMOY NOOY
standardization body or by other 2Y MINPH PIMDIYY 207N 12 N
well-established organization whose NI WP ANTHN W¥PHN NOPON
methods are generally accepted by MNP PINY
the technical sector in question and
for which validation reference is
available.
7.106 Non-standard method (57097300 NY) NPN XY NVIYW 7.106 | 1-000016
A method developed by the MY INMOY NOIY , TMIPN K NOOY
laboratory itself (in house) or by MY INMSY NVXWIN,(1P1°1) NTIVN0N
other parties, such as a research IPNN NTIVN 1103 NTIVIZ IND DI
laboratory, Kits supplier or other. ANRAR, DB PID
7.107 Coercion Termination of 119953 NHNNYN NYYW7.107 | 2-650001
Accreditation 2-651001
The process of Coercion 9PN K190 HY ”93 91972 HY YN
termination of Accreditation of 1NN XY, THOM PTIA G0 DV NONONN
entire scope of accreditation without | ;7901 NN NS PTIAN PNY MIVIN
enabling the CAB to return to IV OINN DY ONRNDIND NNPN INND NON
accreditation, only after a minimum NYTIND NYPA ¥OY PTIAN GONNY IR
period of six months and after the NYTN NINON TONN NP NN
CAB submitted a new request for
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accreditation and will go through
with a new accreditation process.
7.108 Accreditation Process nonYn PIn7.108

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

7.109 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.

7.110Sampling program
Sampling program refers to time of
sampling, its location, size and cet.

For example: Day or night,

weather, river flow and more.
7.111 Deviation in the result-
A result from a test which lies
outside the control limits.

7.112 Validation

19001 YNNIY TV NYPL NWINND MDY
I5N2 ITNNY DRNNA NONDNN NPIINN
.12997N

N919N NN 7.109

9N HY NINDND DIYINN DIIONM O
MYIT IMNX MYN DYDY ,NNPNNN NN
TN, JN5212 719007777 )70 INIWPIT : 71T
ISO / IEC 17020, ISO )02, moam 1N
[ IEC 17021, 1ISO / IEC 17025, ISO / IEC
17024, 1SO 17034, ISO / IEC 17043, I1SO /
1SO 14065 -7 IEC 17065, 1SO 15189

M990 M 7.110

LTI TYIND NONMNN MIDNN
;112D DY NONTD . NNYTOY DT, NMPIN
DT AN GOY NN NI

N NN 7.111

M2 INND NRNMIN NPT OY INNIN
.Mpan

NWpon7.112

NMIPADN IMINY MYITN TWUNRD , NIUN
STYYNR WINVY

1-661004
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Verification, where the specified
requirements are adequate for an
intended use.

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.

7.113 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.
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.

995 7772 WnwNn TN DM NOIYT
NVY 0793 PN Y NDNN 11D NTITHO
PINN 112 NTITHY DY NPPN N
DYNNN DDA

MMYN 0XPTANH MdN7.113

5N DY MAPY MNY DXPTIN NITO
N2 YNIN NONONN GNY NIDNID NONON
2H¥N TONNA ONDN MNPIRN NIIWN
.19NoN

(30.20.XX-1n IMN> X)) MY 93 102
1957 DPTINN NOMN NNOPWA PN UK
,DOPT2NN NO NYIP , 7MY NP NdION
PTAN NN NN DTN, 097N
TPIIND NITYD ININK PN UKD
.11900N 97290 NYIND NNV

99 P20 M IRSPN T DY WY NIPa
S5y MHNDIVNIND DNPIDNY PPHHPNN NDAL
22210 PN O

NN NOXIND TIRINK DXPTANN NOMIN
IM95 DYPTANN NN

199012 N2NONN P70 P2 YIATD NIV
oY RO WTNN NONONN P TN P WINN
NN MNAY PTAN ORND ¥ .0XWTIN 24 5y
SV N2NONN GPIN X9 TVIN M0 MY

TV PONNN DR OXOUND NIN-5Y PNIND
.19N0NN 9PN X TYIND
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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.

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.

7.114 Assessment Plan

Description of the activities and
arrangements for an assessment.
7.115Good Laboratory
Practice (GLP)

A quality system concerned with the
organizational process and the
conditions, under which non-clinical
health and environmental safety

studies are planned, performed,

NPAY AN YIN PIND MPO PT1an
TIINN DOYTIN 12 T DOVTIN 6-0 Y$H1IN
.19NONN

990NN 9P°NY DRNNA YAP) PTINN TYN
955 MNYNOVY PTIAN DY 2ID) PIIND YV
D 9901 TV TAN DPNI TWNI X (P12
.DYOXI9N DYPTIN D) DIDPPNN L9892

773 7390 7.114

PTIN NINIY DMITONN NMDOYIN NNN

(GLP) oomx) n1ayn sxan 7.115

DY2°DNN2 NPOIVN MDN NN
,051NN 0N ,DONINY OPNIIND
,DY07INND DTN ,DXI0NN ,DOYNIIAN
PNIYD DMHP KD DD DNNTNI
.12°202) NN MNPV
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monitored, recorded, archived and
reported.
AMoN7.116 | 2-432007

7.116 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.

7.117 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
recognition is detailed in the
directives of the OECD-GLP.
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7.118 Certificate of recognition n990 nMYn7.118 | 2-660001

A formal document in English 77970 NI M TYNN MONINRA MDY THON

stating that the recognition has been DTN MNBNN 2NNT

granted for defined areas of

expertise.
7.119Witnessing moasn7.119 | 2-623001
Observation by the AB of a CAB YNINN NMPIRNN NIIWN 9N DY NINIANN

P21 NN MNPRN NIIWN MW
.2NONN 9N T DY ININON

carrying out conformity assessment
activities within its scope of

accreditation.
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