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1.0 INTRODUCTION Nan 1.0 0n3 0’9

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

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

documents.

Y9001 HDIY Y HMI NNNN DY DN NYTHINN NN
:19N9) MTAYN NINONY TIMININ MYIN | Applicable Documents
(rmwany

n9vn 2.0

OOMIN RNP DY HPNY DNNN NIVN
N3N NN ,NY NN MWD TINN
MVYIN 7500N2 DMINNN ONIWIND

mhn 3.0

MYNPWYNRD MITIND DY NN TANND HNINN
VAN YONONIA

0OV 091901 4.0
DOV NY

mHh 5.0
DOV NY

nYIN 6.0
DNNN NN OTYD MDONN DN NPINNA
.MIVYIN Y9NDNI MUHWNRN MITHINN D501
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7.0 METHOD nownh 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) NNON YNND DY MITHN NDOW oo
D0 OXNNN DY NITHIN (AN VTD
NNRYYIIY DY NNM HNNA DMONNN
.DXDOYN DYINDNN

MNP NN 7.1
P70 INKD THOIN PIINNL NIANN DIDD
99 MNaY ,UTNN NNON IN NIWKI 12001
OIY 9IDV PIT NINONN NNPN TYN

N5V 12%-2 NIV TOIIY AN : 17977
9271 IN NOPYHT P INT NP7

NP0 TV PN SY 9P 190077
POV, WINW 72007 PTIN 0N . NIUNT
VN TV 7203 NAYN TOOIT INING
:159775) MAPWT DIV NI NPIIY
IDTVVIT 7TVNY IN VIPNONII 1IN

0909N NPXTA NN 7.2

ININD NN THDN NPT NAY DIYVYN
MYV 3-5 NMINON (1-611003 72901 5N1))
LDINNNN PIND YR DY DY)

A-621001

A-621001
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7.3 Impartiality D9 NN OX 7.3 | 1-432000
Presence of objectivity. DPDOPIINTY MND
TN 59 IPDOIIDIN :
Note: Objectivity means that TN22 20 VPO NPIP0PIIN 719V
, . . DPNY T2 D>15197 IN , D070 NI D2972),
conflicts of interest do not exist, or 7 ¢ ! o
DN TINIWO BY 111920 711N OI0UH
are resolved so as not to adversely
DLIPON 17192Y773 D2UWPUPT O>INN D100
influence subsequent activities of
SINNDSYY 0259)5 0239 Xww 1000 S
the body.
LT 02 WOIN 7020000V TI2D YOI/
Other terms that are useful in I I NI YT IO
conveying the element of NN I N T AN
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 MIYN - 7.4 1-661004

NPNXI NPAON TIT MINN NN

ARDIN MIPI MYIIT YD NPDLPMAIN
YOI NI DN IINY RXITN : 1 NPT
NN MVIID YHYNRN TIY NIAY NN NXIN
PONY 1Y 9272 NYINN DTN DT
20 10 DY NON Hya NTINn

Confirmation of truthfulness
through the provision of objective
evidence that specified requirements
have been fulfilled EXAMPLE 1

Confirmation that a given reference

material as claimed is homogeneous
for the value representing quantity
and the measurement procedure
concerned, down to a measurement
portion having a mass of 10 mg.
EXAMPLE 2 Confirmation that
performance properties or legal
requirements of a measuring system

are achieved.

IN DIVINIA IIMAND Y NYIN : 2 NINT
DT NOIWN HY NPLIVYN MYIT
NN

TV NTTNHD NMINTY ON D NYON : 3 ONT
UNNNND NN
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EXAMPLE 3 Confirmation that a
target measurement uncertainty can

be met.
TINTI ONI ZVNNAZ W2, TNNT 295 : 777

LTVONTE IS MY DYI977 .1 TN

IN DNV, 1000 ,TTY 72277, 72270
TIPWY DINY TP ITT .TITH DIV
L)IX 0990 DIVITNVY ,IIONTE 175
=2 7T 20 7PNT1I0P2 IMIN

Note: When applicable,
measurement uncertainty should be
taken into consideration. The item
may be, for example, a process,
measurement procedure, material,
compound, or measuring system.

M 2555 )19IN3 719NN 1WA  VIML
The specified requirements may be,

TN DTWI P77 IN /) WD) 779715
P25 TN 123 53535 PN .0 NOWS

JIIN NI TIVIN 59 N2 o1

for example, that a manufacturer's

specifications are met.

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

assessment in general, pertains to

IN IO 9N SW T TINON 120093
IN DIV DY NINII WNT INPY077
TNV N T AN S 19077

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

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

entity or activity.
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7.5 Organization
(Conformity assessment body
- CAB)

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

unless otherwise specified.

7.6 Organization in a

recognition status

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

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

form “request for accreditation” and

(P1IRN NIYN 9PN NN 7.5

/ DYVI9NY NIDINN NN YNINN G0
NPY/ANIN NIAY MITIN MYIT

IMIN DI JPNY NPNNN MPI1TA YNIND 9N
:MININ MW TN IN NNNX YN
,22I) MOIWND NTYNN 0P, MpPr1a

, DMWY DDONN , DI ,DOUIN
,OIN MIDIN N NNNPH MNININ NPION
NNN YXINNY MDD TUN ,INIUNI NPIN
.19NoN

PIVI WOV VM 13V D)0 593 : i19V77
171 DN N7, "IN 19T 907

, TOOM IINI DWW 95 )iT) 71095
J1INN IS0 ON NIN

MIPNIPIN 7.6

.DYINON NPYTA NN OPVYY INKY NN

POYNM MR 7.7

SV NONDNY NYPLY DMV DY DNNY NN
mMOYN 50% SV NNTPN DOV MNIN
.19NONN

2-623001

2-000003

A-621001
2-000003
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has paid an advance payment of
50% of the accreditation fee.

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

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

7.9 Accredited Conformity
Assessment Body

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

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

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

IN 9999 99 102 ANI) 99M N 7.8
(YvInn

N2 MYIN NION NN DAPY NIN
MP>T2 YNID DV TONNPNN MPYIN
NMIPY 29 DY DININD MNPV MDY
.OECD-GLP

720 M 7.9

NN OVYIN MYIN Y TRDIN IWUNR )
TOTTNN NIINN DION DY DINN NINPONN
DNNNA OM9N NN .MYIN DY NONONY

ISO W ISO/IEC 17025 ypn mw1o
1 Oy 7O ISO/IEC 17020 W~/ 15189
N

NN 39 MAN 7.10

D>INN 190N NP NYNINN I, 1NN
51N DMP : DNIPIVIPN DY NNY TIWUN)
MPYT29Y, TR MN TITH TN MDN
DT DOMINPN DD VW MM

1-200000

1-432000

2-614002
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7.11 Site/Branch (designated (Novya P-5 19901) 9»o/9n8 7.11 | 2-614002
by P in scope) 9 IN NI JPNN IN DT IN VAP OIPN
A permanent or temporary place, or | Ap>72 MY PNIINN Y¥IN NHN IN 1Y
a stationary or mobile facility, at or MYYIN .NDNONN PPN PON NNV
from which the organization NN ,MDYIN Y INX PoN NPNY NN
performs conformity assessment IN NPYT INRXIN 2DV TV DTN AOWN
activities forming part of its scope NN NIWD MY NN NTIYN

97,705,900 , 913N N)iT D)oY : 7177
SV NIWH NI )PND LTI 000, ISV
D277 DPYSINIT 52 IN 115919771 D019
TNV NNIWOT NN

of accreditation, starting from
sampling to final issuance of a
report or certificate and / or quality
system activities.

Note: A place is a premise, branch,
annex, sub-annex, base, etc. A
facility is a system of items
including all means required for

performing the relevant activities

7.12 Temporary Site 7Y MTAYN MY 2t DR 7.12 | 2-614002
Including Field Laboratory (P2©a T -5 y01n)
(designated by T in scope) TR0 YIAP NN NPINNL DRI INN
A site established under the NP MINDT NN NYNIOT MO YD
responsibility of an accredited NLYA NTIAY D) VAP INND NPINNIA
permanent site. All activities M1 2NT INNX I INNI NTIAY NN
performed at a temporary site are TNKD 59 WX INN PN NTY NTIVN
the responsibility of the permanent N2INP IMDOY) XDIAD VPN 7 MY

site. An outdoors work is also (DY TY) D12

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).
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Note: Calibration performed by the SVI71 TV 2T DY VNN VD - 71T
calibration laboratory at the 2001 INNI TPD 171 M7 NN

customer site, is calibration at a

temporary site.

7.13 Mobile Site (designated (N9UYa M -5 )2100) 1) 99N 7.13 | 2-614002
by M in scope) S¥197 NYNN IWID HY2 INN NI T INN
A mobile site is a site with mobile ¥NY NPT 297 1D TINRNDNY DTN
ability that works as an autonomy /20 /DY DTRN TN N8N 12 MPYHD
unit, such as a vehicle visiting .N»N1a

clients' premises and equipped with
measuring/ calibration/ inspection
equipment.

7.14 Main Site YUNY N 7.14 | 2-614002

Also called main/reference site and 12NN NN, DINM/ANIAP INN DI NIP)

1s the site where the main aCtiVity 1S NVND YIPI N NOIIINN n}b,”gn nysINn

performed or set as the CAB's JVIND
headquarters.
7.15 Test Apr1a 7.15| 2-623001

Determination of one or more NIW) HY MINON 19010 IN NN HY Nydap

characteristics of an object of 57N %99y MINNN NN

conformity assessment, according to

a procedure.

7.16 Inter laboratory nNTAYN-Pa Mpr1a 7.16 | 1-681001
Comparison MP>TIIN MTTNI 5V NI M, NN
Organization, performance and IN DITAVN STV ST HY DOV DMIN DY
evaluation of measurements or tests URIND OITHN DININD NNPNNNA INY

on the same or similar items by two
or more laboratories in accordance

with predetermined conditions.
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7.17 Proficiency Testing (PT) (PT) mamrn mpr+a 7.17 | 1-681001

Evaluation of participant T0 aNNWN 3 HY DI NOWN

performance against pre-established SY DYNNANI YN DTN DIPIDNP

criteria by means of interlaboratory TPNTIYN-PA INNYN
comparisons.
7.18 Intra Laboratory Testing nENTAYN TN MPr7a 7.18 | 1-681001

Within laboratory Control Testing ATIVPN TINT NP2 NPT TIIN

Program.

7.19 Rare Tests MY mpr1a 7.19 | 1-000019
The frequency of performance may | 53357959y sgnspinn nmdws ,nno1> Sy

affect the laboratory's competence IN 91 W) NPT YN TN SV

and capability to perform a test WOUNY VY, NDN (MPX9 NI

(and/or calibration and/or M1 PR .NPYTIN NMN DY NN MPTN
surveillance activity). Naturally, ,NT2YN O YTN NYXIIAND NPT

tests that are performed daily are M2012 .MV NNN NYNIINN NPT

different than a test that is AW 92153 MYIN NOLDONN ,MON

MP>T2 19N NIHONA MP>TINY
= TN NTAVNN T DY MYXIANN

DV (MPNP957)) NN NTAYNN YSIN
.PYTAN NYNIANY DY 552 NVIYN

MDA MPITA YINI NI NI MIVON
NNNX TNV NPHRYD MMV, MDD
IINNI NPN PTHIND INM) NNPNY
VINIWN 29 DY YA MINIRN MIN .(NINON
VY2 MDAPN YN NPMIN .MINSINA

performed once a year.
Accordingly, ISRAC has
determined that method verification
is required for the rarely performed
test each time the test is performed.
Another possibility is the
performance of independent testing,

initiated to save one skill for a given

period (the period could be an YD1)2) PNIND DY NP THN NINNNI
accreditation cycle). The nature of .D»PMNION NTIAVD
the verification will be determined N NOSNNY PO PN NIND DY
by the use of the results. .NPYTA D0 MY Ao MPTN RIP»
These requirements shall be IMNINIT DTN NN NINYI T

specified in the organization's policy

statement and in the specific SOPs.
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The organization must submit
references to support the definition
of "low frequency" for each test,
and specify how personnel
competence in the performance of
the test is maintained.

7.20 Inspection

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

7.21 Assessor

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

7.22 Inspector

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

7.23 Team Leader

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

An assessor appointed to manage
the assessment/audit. He is a

member of the assessment team,

N1 7.20

NYAPY NININNN NIV NIWI NN
Y02 5y ,IN MVNN MYIITY INNNNN
V050 MWITY PNNPN NYT NPV

sma 7.21

725 ,¥82Y N5NON QNI DY NNNY DTN
N YV PTAN P70 NN POND IN
OINN PIYHN

9pan pa 7.22

PN IPNN NPITIY PTIN YSIND DTN
ORI HY THIPINDT MYIN OYLN IPNN

.GCLP p7an W GLP ownna

%2 p1a 7.23

P70 DINID NPINKND NN PV P2
DTN NN DY NNV P
.1Y57/N200NN

5N NN PO IWNR PTIRN NNN 12N
P7202,P 7200 N NN PN ,PTIND
Y MOINN DI NN NN P2 NN

2-623001
2-520001

1-200000

2-623001
2-520001
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who prepares the assessment plan,
leads the assessment team, inspects
the CAB’s quality management
system, makes decisions regarding
the performance of the assessment,
presents the assessment team before
the CAB’s management, in charge
of non-conformities’ classification,
and supervises the preparation and
submission of the assessment report.
For accreditation assessment it is
custom to appoint a Team Leader

from ISRAC who is usually a Head

MONMNNN MLINN DAPN ,PTIIN YNIND
92 PTRN INN NN ISMN ,PTINN NIV
555 NP DY ININN ,PTN PNIND NONIN
P70 NPT NION DY NPONIY ,DINNNNM
ANUM

MINN 921 PTHa NNNY W NONON PTand
SPRND YR 20 MvaN

of Division in ISRAC.

7.24 Technical Assessor SN PMa 7.24 | 2-623001
A technical expert who has 5991 Ty TN PR onna o | 2020001
completed a all qualification 93n .2-520001 571 %95 NIWINN MIN
requirements according to DTN MY ONINN YN PTINN NI

procedure number 2-520001. A PTN IND SV TINSPHRN MWD

member of the assessment/audit OGP0 TN Y NEPIND PON ININA

team who performs the assessment MN DNV DXNNA PIIND IV NONONN

of the technical capability of the 0NN POY X\YY/PTA

CAB regarding specific fields

within the scope of accreditation

according to a signed assessor/

advisor form.

7.25 Technical-Lead Assessor D20 ->8PN PMa 7.25 | 2-623001
Certified Technical Assessor, who 2-520001

is also qualified to perform opening
and wrap-up meetings for technical

assessments, like extensions.

D) TV NYNND THOM MNXPN P
NI OMNXPN PTIND DIV NN NNOY
ANIN DY NANIN
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Note: A technical-lead assessor is TADI N DNN-NSPN PTIA : NIWVN

not qualified to fill the requirements | 1YPN 231 572100 PTI2N MIIN NN NXoND

of the team leader in regard to DPTI NN NN

managing an assessment team.
7.26 Interested party 12y 9ya 7.26 | 2-000002

PPYIN DY PNY DY )NININX DTN
.1ONoNa

20 W P2IVS DN PLP PIY 1T
P2IVS ONINY PPY P2V ; 7190077 12V
290 5V D29PN0P IN DPUONUNT 19N SY

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
L0220 00M977 IININIT NI
refers to the interests of those who

use or rely on accredited conformity

assessment bodies.

Interested parties can include the TI9P0777 90 TIN 91995 029199 Py 25ya
AB, CABs, their associations and OBy, iINIT 12977 290
their clients, industry services, trade | , 90 MDY ,7PUYN ST VY, 01710227
associations, scheme owners, D050 0290 ,(7190077) 1112951 253
governmental regulatory bodies or | D>IIN DPNIUNN DN PY IN D?117U00

other governmental services, or ~IN397,07NU0-NI DININ IN

non-governmental organizations, 072598 D2ININ
including consumer organizations.
7.27 Raw data Audit 099 n9pa 7.27 | 1-200000

MmEN DP9 DM v axnen | 2022001

NN DY N IN DI NIT DY DNYPN
INNT OMNYNN DINNIN DX PTNI WNIPY
YNIA 9PNNN OX NIAPD T TN

YN PYND T, 000N NNONY ONNNA
MNP DN VAP ,NITI NN KOV qON
.DOPINA YI9 OINMN

A comparison of raw data and
associated records with the interim
or final report in order to determine
in the inspection whether the raw
data have been accurately reported,
to determine whether testing was
carried out in accordance with the
study plan and Standard Operating

Procedures, to obtain additional
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information not provided in the
report, and to establish whether
practices were employed in the
development of data that would
impair their validity.

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

method validation files.

7.28 Control limits

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

named warning limits.

7.29 Action limits

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

immediate corrective action.

7.30 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.

YPTAND DY NVIMNMDI N PTIND MY
Y3001 NPPOY YINN Y32 1Py NN
.NPYTA MOV NPINN

N9Pa Mm»May 7.28

MNXXIND DD NN 2NN NNV M)
NYLO 2+ ) OIPNIN 95% 2 MDAPNNN
IR MDA D) OMON NON M (PN

AYIYe MMay 7.29

OMPNNN 99.7% 929110 NNV M)
NINND NN RN (PN NYVO + 3)
NVYPIA NTAVNIN NN NPNN ,NON MDD
JTHN MPNN NI

(MIN O IND) PR IN M 9N 7.30

2157 NN MDPYANN NN YNIN IUN G0
:11990N2 991 NYND

P YT OV NPNL/NPYTL T
D02 DY NYT NN YNNI NN ,NTYNN
Mp T2

2-650001
2-651001
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7.31 Accreditation body (AB)
Authoritative body that performs

accreditation

7.32 Certification body

A body that performs certification.

n99vn 9 7.31

.N2NON YNIND YN 9N

1900 9 7.32

NTYNN OMPY YIIND 9N

7.33 Approved/ Recognized GUIND IN 999 9 7.33 | 2-650001
Assessment Body PIN NDN NI/ NYN 1P IWN P2 ) 2-651001
A CAB  which has  been SNOWHNN NN T DY ,MPN N
approved/acknowledged by law or .DYNNNPN

regulation by the corresponding

government Supervisor.

7.34 Accredited Conformity 720 9 7.34 | 2-650001
Assessment Body 2-651001
A CAB which has been accredited 9N IN MYINN NINON SDPY PTI2 9N

by ISRAC or an AB which has SV TN N5 DOON DY DINNN NINDN

signed a Mutual Recognition MYIN DY ,NONDN 9N
Agreement of accreditation bodies

with ISRAC.

7.35 Colleague Accreditation MY 71201 9 7.35 | 2-000001

Body
Foreign AB (Outside the borders of
Israel) and /or Regularity authorities

(Israeli governmental authority or

DTN MY XINM) I3 NINON NIN
IV NPNVDIT MMYI IR (ONIY
PN INA(NITIN TIONRIY INVOY

foreign) and /or Professional EFI, 115 01NN 991 1IN) WI8PN
organization (@  recognized ™MW DY NS NMwa Syen (ISTA
organization, like = EFI)  that P 9N NoNoONY
cooperates with ISRAC in the

accreditation of CAB.
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7.36 Root Cause

The origin of a deficiency or other
non-conformance. Root cause is the
most basic reason for the deviation's

occurrence.

7.37 Sampling

A selection and/or collection of
material or data regarding an object
of conformity assessment.
Sampling requires statistical skills
pertaining to the selection of
individual observations which
should yield information on the
population that is the subject matter.
Sampling is considered as a
technology in itself an independent
professional assessment required.
The sampling process will consist of
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  tools  samplers,
preparations to carry out

sampling activities such as

preparation of absorption

vNIvY o9 7.36

UMY 0N .NINK NNHRND ONIN DY NPNn
YND NN NOY0AN NDON INNN
JNNDIN

o 7.37

DOYINN DN INX DININ GOIN IR ININ
INRNN NN NIV

NYIND MVODOVLO NNV TINN OINT
TYMNIN TYN MTTIA NPANN HY NN
NIV NNV NMDIDIINRN DY Y11 20)NH
YN

NNY 792 PNYNOVI YN DTN
DNDNYOMNSPN PTIND NYITIN

: DYNIAN DX2ADYNN 209 DTN TOIN

NONY NODYIND NN -
YN KIW)

,OINTN NNON NITHN - -
DOWPN IN DOV NXIIAP
TR0 MY

SY 0T NVY NI -
IN DOV NXIIP
DY 1YNI) DIWPND
NITPN NN ,DXINT
D DINTN MDY NINID
DNN,NVYP NDHN MDD

2-623001

1-000006
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solution, is required to fix

the sample, how to transport

the specimen, and the like).
7.38 Reporting of Results (e.g.
test report or certificate,
calibration report or
certificate, sampling report)
For the purpose of the international
standard dealing with the
competence of laboratories, test
reports and calibration certificates
are sometimes called test certificates
and calibration reports, respectively.
It should be clarified that this is
only a semantic difference.
7.39 Accreditation
Requirements
Instructions that define the criteria
the CAB must meet in order to be
accredited by ISRAC.
Accreditation requirements consist
of the instructions of the technical
standards, ISRAC requirements and
special guidelines that define them.
These requirements are published in
the document presenting ISRAC
and the accreditation process
(document number 1-611002E) and
in ISRAC procedures and Guiding
documents regarding bodies
performing certification, inspection

and other activities.

,7ITN NN YIAPD WA
LT NN DWIVN T
NGalaNa )

,NP212 N797) MNSHIN NY*T 7.38
;9999 YN 51D NN, NPYTa HNYD
(719 ©INT MY

,ITAYN MPWIL POIWN dNINDIAN PN
,NTAYN MINIT MYNNINI NINT IWANRD
DXNYY DIRIPI DD MTIVM NPT
NRNNA DD MHNT NPYTA MTIVN
1252 NPPVIND 5TANA HITH 1D INIAY

N9NvNH MYrHT 7.39

5y 102 MXNDN AR MPTID NPNIN

2 THOM NPNY YT, TINYD PTIAN G0N
MvIn O

MM MAINN NINONN MYIT

MY MRNN,DONEPNN OIPNN
MYAIT NN MIA0HDN NMITNPI NN
MYIN MTIN THONI MNODNMN YN
,(1-611002 1901 7HON) ,NINONN TINM
DYTYPNN 201 YINDN MYIN DM 1N
DN MP9 29N, NTYNN ,NP>TA 2900
.DMNN

1-455001

2-650001
2-651001
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7.40 Decision nVYNN 7.40 | 2-651001

Y, NPPO NMINNIN DY NODIINN MPON
AN XD IN O MNP NMIVIT NN

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

7.41 Annual assessment plan MY 0P 1IN 9PN 7.41 | A-621001

N9901N 9P NN DTN P D> 190N
NN HY

The number of the Assessors
working days taken from the

organization's accreditation scope.
7.42 Scope of accreditation 19190 9PN 7.42| 1-000016

Y20 NPN0 MDIRN NIIWN MWD
.19ND0N MNI N NYPIN

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

7.43 Flexible scope of (C »on) v nonon 9p>n 7.43 | 1-000016
accreditation (Type C)

Scope of accreditation expressed to 19IYN YANY IWANNN NINDN 9PN
allow conformity assessment bodies PNIITINNA DMV YSIY NN
to make changes in methodology NNNY NPT MVLIVYI DINN DMIVNINDY
and other parameters in accredited 120NN ) MINYN NOD NINON

testing without the involvement of
the AB.

Accreditation scope that allows the
NN DIRNNY NTAYNID IWANN NINDN 9PN

,YTN DPI0VN NPT NINPDINN NVLIWYN
DYVYPIND 2971 NANIND N

YN VINOYY IR ,DINNDIDN/OOMIN
Y92 NONONN NINDNI NMINSIN NN VTN
N NN NN TI DY vPad v N
provide results within the scope of | 517y HynOR 997N %3 WYTNY W .N2HDNN

accreditation without prior approval WA TR PIPOY D2IIN TN 1N
by the AB. It should be emphasized

laboratory to adapt accredited
methods for testing of new matrices,
or for extending the
identified/quantified analytes, or for

using new equipment, and to
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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

DTIP 9993 NY QUK , NN IN DPD Np>T1aa
.9N0NN 9PN 90

of accreditation.

7.44 Fixed scope of (A »non) NPwp Nonon 9pn 7.44 | 1-000016

accreditation (Type A)

Accreditation scope whereby the NVYNT 12 MW 99 NIWY NONDN 9PN

object of accreditation may not be NITY MY HYI2 . MYIN DY MYON NOap

modified without prior approval by P2 PPN 112 IR PN VI

ISRAC.

7.45 Accreditation nanon 7.45| 1-000016

Third-party attestation that refers to 93N TN N POV TN PONN

a CAB assess the CAB for the MIPYIM NDINN NN M DY PIND

demonstration of its competence to NPT YN PTII M 2V PPN

carry out specific conformity

assessment tasks.

7.46 Withdrawing N990/09990 NN 7.46| 2-650001

Accreditation/Recognition 2-651001

Cancelling accreditation/recognition ANIN 19INA NION/NN0N 91V

for the full scope.

7.47 Voluntary Withdrawal of 899 NYDN/NINNON NYON 7.47| 2-650001
2-651001

accreditation / recognition
Process of voluntary
accreditation's/recognition
cancelation in full or in part of its
scope. Head of Division should
verify its request in written format.
In this case no need in an

Accreditation and Assessment

910N P71 NINDNN DY )ININ 51V
IPYNIN NN

NN PONY YPN )NIND I NIPNA

3 NTI QIND YN, )NIN INONON
NION PIND NXRND NN NYPIA NDAPNN
D132 TN PN I NIPNA NI NONONN
WNRI : PTANN NINDNN NPPOD NI
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Review Committee gathering. Head
of Divisions should manage its
organizations decisions.
Reaccreditation/recognition requires

a submission of a new accreditation

MLYNNN INR APYN DY IRINN PN
TN INPINKIY DINNIND MYIND
NVTN NYPA NW)IN N2»NN NONONY

Naklalvip))

application.

7.48 Granting N997/0210N NPwn 7.48| 2-650001
Accreditation/Recognition 2-651001
Awarding accreditation/recognition 5 9TNIN GPPNY NN 7 NONDN N

for a defined scope of accreditation. .NONoN

7.49 Extending Accreditation nanvn 7.49 | 2-650001
Adding conformity assessment 9PN MDONN NIIYN NV NN 2-651001
activities to the scope of -NIDTNN
accreditation.

7.50 Receiving Authority NIYRNN MY 7.50 | 1-200000
The unit within the Regulatory 55 5y ORINNA TNVIVT MY NN

Authority which is responsible for 2% 1PN PNNT NPIMN MW

all administrative actions to permit P2 DI 0P

the sale of chemicals and substances

on the market.

7.51 Suspension of Mywn 7.51| 2-650001
Accreditation 2-651001

Putting temporary restrictions in
place for all or part of the scope of
accreditation.

Suspension of
accreditation/recognition is made by
coercion or by an organization
request. Suspension means a
cancellation of the

accreditation/recognition for a

.19N0NN GPXNN PON IN D30 NI NYN
IN 117952 NPWY) NIIN/NDNDNN NOYWUN
NN

9 YW NID/NDNONN DI NN TPYYN
TV OV, NOIANN NNPND A0/ TROM P
PTIAN PNO MIVAN 1NN DY , MV I8N
NMPN TONNA 1M/ TROI NPNIDY MND
ANMYYND MDON 1IN DX ,7PYVIN
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minimum period of 6 months with
the option to reaccredit itself if the

reasons for its suspension have been

lifted.
7.52 Objection

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

7.54 ISRAC Law

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

7.55 Test technology
A test technology is the
combination of the test matrix

(Group of products)

moInn 7.52

DILLDY MY YPRY THOWI NY M TNINN
MTNNN HUND (MYIYD TINII) NINONN
MP29) TN PTAN MIXI DY NVINN 2D
IN (NNYTIY INN ONSPN PTAN ,0PVYNI
PNNPN NP

PTA9NY N9NVNN NP N1 7.53

,0°32N NYYYW/DMMY/TRN N2 NV
NN NHIMAY PTRN PPN NN NIPION
NNOYNNIY NIND MPYI/DOP TN INSIN
S NONONN 281 7272 7930 791
DYINKN P DTN 212N .PTIAN PNIND
APTN A0 POY PTINIIPOYY ORI

MY PN 7.54

,MTAYN NONONY INDN MYIN PIN
1997 —vmwnn

PITA NNV 7.55

NOOIAN MPYY NPITAN DTN 1T TPNONOV
DYPT2HN MNIAY NNHNN NN MYIN
JPYN NN

2-651001

2-650001
2-651001

1-000016

DPMYN INY 95 .QA-1 NNIYN NPNN PV ISRAC 2WN1 5y DIRYMN NYR DN N TRDN DY DTN DIWVINDTD DIPMIYD
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and field (Type of test), see form
number T1-000016-03: table of

Technologies.

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

which are certified.

7.56 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.

7.57 Assessment technique

Horizontal Assessment technique

An assessment whether a particular
case of non-compliance appearing
regarding a specific component in

the quality system is a localized

210 LYND ,DIMINNN D2 NPNINOV
D189 NNAWNA : DIPYN NWN MIAIN
.(NP>T2 ©INN) NP>TAN NOY (DPIIVN)

N2V : T1-000016-03 ©V NN
DPNONOLVN

DY INID NI GUN,DXDINN NN 1P PN
°N20 7PNDNO0 HY NITHNA NV

9> NADI YNV NNPIN .1V

N MV YHITIN VN NINDNN

TIYN NPIZN N IRYM PINONIVN
.11990N2 TYN MPrT1aY

a NNINOV /NIVP NNV 7.56

NVIVOY NTTI2 NOOY NOYIA TPNONOV
VY 4 TY OV ONINPN DTN NYNTD
?7,MOP a 2AWN N N2 MNYNOV
qP°N2 THDINN NIND YWY HONINA
NODN NNNX TNDNIV NMNSD NONDNN
.19 A-D DYy Thmnn

APYTA NP0 7.57

PN NPT NPOYV

NYNNY NINDN NHRNN ON DN NPT
N NI MIINN NOIWNI DNDN 23590 )Y
TONN 7 NPYTA NNIND PNTIPI INNN
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case of non-compliance confined to
the test/process examined, or is it a
systemic case of non-compliance
appearing across all the tests/
processes.

Vertical Assessment technique for

Forward Trace

An examination from the beginning
of the process or test and through its
completion, or from a particular
point in the process to the next point
on the time scale. For example:
examination of a test from the stage
of receiving the order through
forwarding a test report to the
customer (in this case, for example,

the examination will include the

TNV NNRNNON NIV IN IPTIVY
.DYDONNN 7/ MPYTAN Y5 M NN

MPPY? NN NPT NP2V
029Y
TV NPYTIAN N TONNN NO>NNN NN
NTIPIY TONN2 NNR NTIPIN IN NNPDY
DV NN :OWNY DTN PN DY NINAN
TV MINYNN NP 2AOWN DN NPT
WPTAM N9) MPOY NPT YT NPOND
I, NN DI NP 1PN, OWND
MYNY /TN DY MOINDN ,NTIAYN
IOIN,NTIVIN DTN I9IN,NTIAYN P2
IN/Y YT 19INA NPYTAN YDV NN
DMINN DY TIVNN NPNHY 1DINY AWMNNH

,PYTAN MNNIN DY NP, 070500
MT NDITN ,NNINN NYIIN YT DY NN
MT NXAN ,NP>TAN NYT NDDM NP> T2
TN NNy MpoY Np>Ta

manner of receiving and recording
of the order; the work log; the
authorizations of the employees
recorded in the work log; the
manner and documentation of
sampling; the manner of completion
of the manual and/or computerized
forms; the manner of documentation
of raw data; control of the test
results; approval by authorized
signatories; printing the test report
and the content thereof; distribution
of the test report to the customer;

maintenance of documentation).
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Vertical Assessment technique for

Backward Trace

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

Additional Assessment techniques

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

—document review;

—file review;

—measurement audits;

—vreview of performance in PT and
other ILC;

—validation audits;
—unannounced Vvisits ;

— interviewing.
7.58 Technical Expert

A person assigned by an AB,

working under the responsibility of

NNNY MDPY NIDIN NPT NP2V
MDD DN MDPYN DY NN HOIN
NONNNN NTIPIY TV PONNN NON N1N2
N2 MITIPN NTIPID DNR NTIPIN IN WY
NMON NPPTA Y NN :HVND . PYNNA
NYAP YN NPYTA NIYT RN 12 AOWNN
(290 PYD NNI) NPYTAN MINAD MINININ

mMavN NPT1 MPIOV
VINID NONDN G0 1T DY VINIWI MOYIY

pTINn
TN 21525 12152 719971 172290 : 717
M5 )N

;1IN PTIP -

;712298 -

; DPOPOY NPPD -

; OONID NPPD -

;TN 17703 -

VPPH MPITII DVINI NPPD -

; TIINN IPNTIVO-PI ININDYT)

;PPN MNP -

YN 377N -

JIMIPNT -

ISR NI 7.58

NN T2WY , 190010 91 T Yy NHNY DTN
NPANIN N YT PADNN ,PTA YW INPINN
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an assessor, who provides specific
knowledge or expertise with respect
to the scope of accreditation to be
assessed and does not assess
independently.

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

A technical expert hasn't completed
the initial steps in training to
become an ISRAC's assessor. A
technical expert shall be
accompanied by an ISRAC
authorize assessor. Technical expert
will present the professional aspect
and its performance and the

authorized assessor will verify that

1N PTIN NINIDNN GPON 229 D10
ONNDNY 19INT PTIN YNIN

NDIYT 2950 NP 79I NI : 77W77
TIIT N 77O

TONN NN NN Y NI OWINPN XYY
MINPN XYY .MYIN DY DYPTIAN NIV
S NVYIIN PN, PTANN MDY Do D
DIV MINA ION ,NNON MY ,MYIN
MWINPNM N DX DN XYV .DINNNDN

) NI NYNND PTIAN VNN N1NI)
MYITY ONNY DRNNA NN MDY
M

51N 521910 PTIAY ¥NIND PINY ININN

YOY , NMDOYA S DXTH NN TN PTIN
NMDYAN DO TINNI ,NPINN MYXIAN
PT290 DN .NDNONN 9P°N2 MDD
GNNN YITTH LY MHLNPN PNION DD
DTNV T ,PTINN DIV ,YNID PTN

organization activities are according
to ISRAC procedures and demands.
The technical Expert is responsible
to prepare and submit to the leading
assessor an assessment plan within APIOPONT) MWD Y¥ID
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.
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7.59 Working day AMay oy 7.59 | 2-650001
2-651001
The term day refers to a business MYII NTIY DPS DAYIN 0P NN
day at ISRAC according to 5 NNYN TN V1AW NTAY O 597
working days per week. ISRAC DYV OWINN TY NYUNI DD 0N MVYIN
opening days are: Sunday until 07:00-16:30
Thursday 7:00 am until 04:30 pm.
7.60 Assessment Day PTan oy 7.60 | A-621001
The working hours and traveling WNT NYDI 1N MYWN NN 52100 NTIaY DY
fees as reported by the Head of 29 I XYY OVSPN PTIA ,502m PTIA PN
)
Division, Lead Assessor, Technical P27 PN oY 1
Assessor or any other individual AIVMPA/MAM/ASRON
working on the accreditation/
extension/ surveillance assessment.
7.61 Consultancy Yy 7.61 | 1-432000

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

EXAMPLE 2 Participating in the

operation or management of a CAB.

EXAMPLE 3 Giving specific
advice or specific training towards
the development and
implementation of the management
system, operational procedures

and/or competence of a CAB.

7.62 Calibration

Operation that, under specified

conditions, in a first step,

NIV G0N OV MY 5531 MANNYN
.19H0NY NN9IN NNINNN

IN DTN DY NPON IN MM 1 NPT
NIRN NIIYN QN NI DO

5 9177932 IN DDA MANNWN 2 NONT
MIRNN NOWN 9N

NOITN IN PDNAD WM \NN 3 NONT
NN DY DIV NN NRIPY MPNID
DY NDYDY IN /) DM9IYIN DYDY DN
IR NI G0

95 7.62
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establishes a relation between
values representing quantity with
measurement uncertainties provided
by measurement standards and
corresponding indications with
associated measurement
uncertainties and, in a second step,
uses this information to establish a
relation for obtaining a

measurement result from an

25V, 0 THNIN DNN NNN ,IUN NPV
DXVNYNN DY P WP NYDIP ,NYNRI
Dy MNOd NV1IY

YT DY MPNDNN DTN NPINTN N
DY MPIAPN NPSPITIN PAY NN MAN
,TNDIN DTN NMINTI-ON

NV YN NUNPNWNI IV 29V

TN INSIN NOAPY WP NN »TH
TPNPYTINNN

indication.

7.63 Decision Rule nvYNN YYs 7.63 | 1-661002
Rule that describes how MNT-IN NAYVIND T INNND DD
measurement uncertainty is NI NHRNN DIMNND IWND NTTIN

accounted for when stating AP0
conformity with a specified

requirement.

7.64 Assessment P1an 7.64 | 2-623001
Process undertaken by an AB to Y732 N20D0N 9N T DY YX1INN PINN

determine the competence of a MVPNNN NIWN N IY N NN NP3

CAB, based on standard(s) and/or 222000 N/ (27) VIO 20 7Y

other normative documents and for 2 AN PN S¥ BANK B2

a defined scope of accreditation. 19R0N

7.65 On Site Assessment 9NN PTan 7.65 | 2-623001
An assessment verifying the CAB’s | NPV NIND MZY0 NPT 12V PTIN

activity in the field and/or at other I8 NI DMWY 0INK MDIPNIINA

places where the CAB operates.

7.66 Accreditation Assessment 19190 P7an 7.66 | 2-623001

An assessment intended to evaluate

whether a CAB requesting

YV 1NINN DX TIYNY IN0RY PTan
ONONN MYITA T, THDN NPNY
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accreditation conforms to the
accreditation requirements.
7.67 Re-Accreditation vINm N99N P1an 7.67 | 2-623001
Assessment 2-671001
Assessment performed to renew the TNNN DR WTNY 1N Yy Y100 PTIN
accreditation cycle. Re-accreditation | 24 7y 79y) wTnmn NonoON 1IN .NINONN
assessment is undertaken up to 24 TVINN ,YUTIN TY YY NN 0OV TIN
months, at a maximal gap of a NMPN OIN NRIPOY OTPN PTIANN
month, from its previous assessment N2IYN WINND Y8ID 1IN DY NONONN
date before the end of the NN DY INZPNN NN SV NOPN
accreditation period in order to 2OV NOMINN MDMNRN NIIWN SV PTIAN
comprehensively re-evaluate the
CAB’s professional capabilities and
its support quality system.
7.68 Extension Assessment 1an9n pTan 7.68 | 2-623001
An assessment which aims to TNROM MNIN ON TN INIVNY PTIAN
evaluate whether an organization IMIN NP0 2237 NONDN MYMITL TOW
meets the accreditation 7PN NIRDNN P12 POINI YPIn NN
requirements regarding activities he TWINA NI NIMAN 2PTI 2Y
WNID OMDYNNN D’PTJD?
wishes to add to its current
accreditation scope. Extension
assessments will be added, if all
possible, to future scheduled
assessments.
7.69 A follow-up assessment PPHN MNYD NN APy PTan 7.69 | 2-623001
after corrective actions were (5n7n9)
taken DYOVN )NIND OX TIVNY INIVHY PTIN
An assessment which examines the NNN )0 NIPNNN NNV NN
corrective actions that were taken ND DININN NN IPYI0 IR MMV DN)
by an organization and whether they P70 DYV MHNNIN
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were sufficient enough to remove

assessment discrepancies findings.

7.70 Split Assessment

An assessment that is carried out
over several days, not consecutively
Note: Applicable mainly for multi-
site and multi-disciplinary
laboratories, for inspection bodies
in wide scope projects and for
inspection bodies while observing
their activities at their client’s
facility.

7.71 Technical Assessment

An assessment which includes a
review of the documentation
relevant to the scope of
accreditation combined with on-site
observation focusing the technical
aspects of the CAB, the technical
guidance that ISRAC published
related to the specific accreditation
field. In this assessment the
technical competence of the CAB
and its qualified employees, the
compliance and availability of the
measuring equipment and the means
for testing, SOPs and professional
documents including reference
documents and any additional

information, are inspected, as

b¥9n pran 7.70

Q892 NXOW DD 9901 N9 DY TV PTIN
TIINN 37 TV 97293 OUPY :N9YN
2317 DPVZ217192 NP9 2905 , PINN 37
P70 7503 D272 D29NT) 97077

WINI PTI3 90 N2WOT 1122985 DNV
5 Mo

SN Pran 7.71

VIND TIWONN DY NPPO D000 PTan
910NN 9P°N2 YOIMNMDIN MY DINND
DYV TPNRNNI DYID NANN NPV
MYXIANN NPYTAN MOVIY HY DOV
MYINY NPWNINPNN NPMIND,ININA
990NN DINN DY IYPNA NNDID
MPYON DY N P10 IS0
,DOUNNN PTIIY POINRD IV TINNPNHN
NPYTAM DTN THPX MPN NHPNRNN
MPYTIN MINID DIWITIN DIYSNNM
DYDY NPT Y9N ,NDNDNY MYPIANN
991 DN YNDN Y51 DD DIWINPN
YD11)2) NONONN MNPNA WITID Q0N YN
MYIn

2-623001

2-623001
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required in the accreditation

standard and ISRAC procedures.

7.72 Quality Assessment MON pran 7.72 | 2-623001

NIIYN MYIIT NYNRLN TPHPNND PTIN
TOVNNPNRN NIIYNI NIAIVNN DININ
NN NPDOVPAN DY YT PIDY NIVNA
D9 MINRN DY NPRNNN NI NN
N9RDNN PN MYIN NPT NINNY PYY
2NN

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

obligatory accreditation standard.

7.73 Integrated Assessment AN p1an 7.73 | 2-623001

990N PT1A70 TIXIN NANIN PTIN N
NADN MYY XYY DITYY HINNN VINN
9901 HMIY DXNNA YNNI VNND

Integrated assessment is performing
an extension assessment with a

reaccreditation assessment which

often occurs with no additional cost -A-621001

as applied in procedure number

A-621001

7.74 Office Assessment 09101 P1an 7.74 | 2-623001

MIN IINON DO JY PN TN TN PTIN
91N Y955 5595 TN ,INNL NP NOY
DYHDN P72 IN OV .PTIN ION
DMIVIP Y DY PN YN NPINKA

An assessment performed on the
sole base of organizations'
documents without visiting the site,

according to complete assessment
ININN PN YN 2-623001 99010 DNNaY

TADIN PHIIRD NYIN) MOYN NN D)
DY209010N P10 NN .PTINN NINID
20 PTAN HY MY ;T2 209

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
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approval of the CAB to perform the

assessment.
7.75 Surveillance Assessment MP*a P1an 7.75 | A-621001
2-623001
An assessment to evaluate if an TRDW NN DN TIWNZ INIONY PTIN
. . M9PDAN MWAT2 Ty Pwnn | 27671001
accredit organization follows
o . NO NP P70 NAPY OINYI MYIN
accreditation requirements. ISRAC Y e e '
. . MO219N MTNVHD NP MDY IN THPN
is entitled to do so as a response to
' . . £ )ND PON WINY YN NANND ,NVPN
information received from 3rd party
INNNDIY NN NN NN OOINRNNND
such as assessments finding, severe
NN N2 NNPNN TONN OPTINI
complaints against the organization, »N1H2 5W3 ,MANN MMSN M1
capability comparing tests failure, 99001 NYON VI, MINPH NNV
and mngulded use of accreditation wYn n‘y]” YN DN .INYTOY NONONN
logo and so on. All of which raises a NN HY NTRYN TWRN 220 A0
reasonable concern regarding the .19001N MW7 THOIMN
organization capability to stand by
accreditation requirements.
Unannounced Assessment yno pran | 2-623001
2-671001

,DYNDIN DNNIN HY DINNA PTIN

NDD L YNYIND AT DI MWD YT DY YXIANN
NDY DTN )NIND DY UNRIND DIND
TIRNN NTND 2T 11D D¥INODN 2NN
190000 MY MYYaN

An assessment performed in
locations of an accredit
organizations by ISRAC at all
times. It is done without announcing
a head of time. Its purpose to ensure
organization's procedure
requirements follow up.

Special Assessment aNYN PTIN | 2-623001

5y ,UNIN DINDI NN Y¥ AN PTan | 2-671001
DY TIN PNIIRAY DMPY NI THN
5W IYNON X NPI9N DIDNN YITID
DNNN2 NP MW 7 MYIT

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

2- 9901 YN 97y DaAPNNY MLVONND

surveillance agreement or
2NN 9272 MVYNNN NP TYNN : 651001
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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)

7.76 Accreditation cycle

An accreditation period beginning at
the date of the decision for granting
the initial accreditation. ISRAC’s
accreditation cycle is two-years.
7.77 Accompanying assessor
At training checks "under
observation" is accompanied by a

professional checker relevant test

7.78 Controlled documents

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

documents) and forms.

7.79 Assessment number

DORYNN : N DPTHA DN YW NINDN
ANIND TPANY 7PV HY O YN

-0 ©PTINY NODIN NN, TAVPH PTIN
NPNY 09192 YRIN DINNNNN DMWY
(NYTHN NIN) YN P Tan

220N MNN 7.76

NPIYN TINNI NPNNNN NIHNON NOPN
5¢ NORONN MNN . TPNVYNIN N2RDNN
.DPMY PN MYIN

MY 7.77

YN 7AY NNNY 25w NIWONA PTA
SLINYIN NPITAN DINNONSPR P2

0910 0NN 7.78

STIVNN NIPA DAY NONY DYDNON
YJNDN) DI 199D NIN DIINON
MYIT IINDN VIV IINPDNY ,NPTN
DDV (NDTTN YINDN ,NPVINPN

P1an 49910 7.79

2-520001

2-623001
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A number given to each assessment,
so that all the days of the
assessment for quality and technical
issues, shall be included under the
same assessment number.

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

(XXXX):LLLLNNNNXXXX

7.80 Proposal for Discussion

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

7.81 A Testing Facility "in-
Process of Recognition"

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

50% of the recognition fee.

oV DN HYOV T, TN DIY 1N 190N
Y55 PVINPHIY MDN MY ,PTAN NN
P72 9900 MK NN

NNX MYN ¥ PTHN ,0NA OMIPNI
PT200 1901 INWYI PTINN 1901 IR
7901/ (LLLL) pT2nn 1050 mv :n 109y
H(XXXX) X1 7901/ (NNNN) yoInn
LLLLNNNNXXXX

YOIMNMDIN PTANN NAY MPIN MNAD W
ANIND SV P TINN NMOPINI

1Y v 7.80

YOIMNDT TIYIN NWIND NYIAPI NTNNX NN
D015 PTANM NINONN NPPOI NTND
YN 979315 NNDNN N/ T

7990 TYNNA” PR ypn 7.81

NN N9 TONN2 2VWN) IPNN PN
oY DNN ,0YWITIN D¥INDNN NN YHINY
TONN MOYYN 50% DODPWY MV DNV
NaRiiaha)

2-650001
2-651001

A-621001
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7.82  GLP compliance 1 NPy NPRY NX Apyn 7.82 | 1-200000
monitoring GLP
The periodic inspection of test TIN5 1PN IPNN HY SNPN PTIN

facilities and/or auditing of studies GLP-n MMIPY2 1P0Y N
for the purpose of verifying

adherence to GLP Principles.

7.83 Test Facility prn ypan 7.83 | 1-200000

(MNTNN (1N NLY) DINN ,DIVIN

ND DMPNN INAD NPNIONN NPIYIN
.N2520) MINO2 PIYD DOYOP

N2 DOYNIAN YR ,0MINN 17 OMIPNNI
NN 29NN PN PN, TOX INNND
MPNN NN 9 ,IPNNN HNIN DPINN A
IN TPNNNY TUR DINANYN IPNNN

APNN PN HIYN MHDVPNP

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 test
sites, which individually or

collectively can be test facilities.

7.84 Risk Management 091990 9N% 7.84 | 2-432011
Coordinated activities to direct and H5¥ 1P MINIAY MPNIND MNP
control an organization regarding D2219°0D NN .DM1DY ONMNNL N
risk. Risk assessment is an element | 953150 9PN 219710 PYNNI VINHN N
in the process including risk ranking NPT ONPIVIP NX DD MOV
criteria: Severity (according to a IN TPONINIVIY NYIVND ONNNI) NININ
potential or proven effect), MPTN IX MIANDN D) M0 (DN
Probability (such as statistical M2212) NP, (NNHNI DT NPN 19 DY

VDTN PONIN D30, NN NN TN
MW N/ DINN DIRIN N I JPNN
MR INYN INA NN DY MIMV IUNR

probability or a frequency over a
given time period), and Control
(include, but are not limited to, any

process, policy, device, practice, or
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other conditions and/or actions

which maintain and/or modify risk).

7.85 Scope/Schedule of N910YN 9720 Nav)y 7.85| 1-000016
Accreditation

Scope of accreditation details and N PTINY VIV NINDNN GPON NAD)

define the activities for which .1990NN NN JNY NMDIYIN

accreditation is granted.
7.86 Proficiency Testing Round MIPN MPr13330 7.86 | 1-681001
NPT 50779 DY NNNX NITO NINAY

VYYD IIY NTIPIA NTAYNY ©PADNN
DNNPHN MPIT2 INNN PHND

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

7.87 Assessors status PMaovvo 7.87| 2-520001

Overall status defines the activity N9YON DY NN T : 71999” DIV

of an assessor/ consultant upon NWIN TN NVSNN 9 9y \YP/PTIN
ISRAC's staff's decision. DIVLOY GONI MM : 7YY NN
Overall comment: given in addition DY INN APYNIN POND ,pTIan
to the status as part of monitoring. .DNIVYON
Primary status INYNY DIVNVY
Candidate: a candidate or 2 TN NIWINI PTIAIN TN : TR
assessor in training who has INY8NA DPTIA ONP

assed the Assessor's course.
p PTI0 WRWN 1Y

Qualified: an active assessor.

. .PTIAD 72y WOV i Drva NY
Non-active: Used to serve as ‘

an assessor.

Secondary status NVN DIVNVD

Course: a candidate prior to a LONP TONNAIN ONPY PN 1 oNP
course or during a course.
Observing: a candidate in training,

who has observed permitted

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

Approved assessor: one who has
successfully passed the entire

assessor's training process.

7.88 Status ¢’the Information is
not updated due to non-
completion of administrative

requirements’’

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

"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

25V1,PTI2 NPND 1O NN NYvINa
.DPT202 N9 HY NIVWINN

25V PTIA NN THWIN : NN NIYINI
AN NNN DYPTIN MINA DY NIVIIN

NN NNYSNA D0 YN ,PTA : AYVIM
.IVONN PONN

DY 19TIYN 1N YNRN DILVVD 7.88
2IENININM MY NNOYN IN

900N P70 TONN NN 72Y IUNR )NIN
NN NN DHYN KD TR NNIXNA WINN

N ,DIMYYN NITON OR) PIMIAMNNN
92y XD ,(...230TY MIPYa DOON DY NNPNN
PMIYa MYIN NVONN NP OV 575N
52PY YO XD PNIND ININON WITN
NMYIN NN 9PN NINON NTIVN
SININD MYIND MMV DI DY DY

NNYYN SN YU 197U 1IN Y10
T RNYNIN MY

NIV DININ 13Y 571077 297 - 71 Wi7
D200 AT 7792 MYIIT77 IN 1251

2-651001
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reasonable time nor provide
reasonable justifications, the status

shall be modified to “suspension”.

7.89 Accreditation status

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

Date of first qualification of the
CAB is set as the date of the signing
of the General Manager on
Accreditation Committee to grant
certification (General Manager's
letter. This date is then used to
calculate the dates of qualifications
and tests following supervision.

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

Accreditation/GLP Certification
will be granted if all its

requirements are fulfilled.

7.90 Risk

Effect of uncertainty on

objectives. An effect is a

LT OO0 17902 NI IN UNIV
PYYIIE NIV DIDNDDT

19191 VIVLVY 7.89

NN DY NINONN DIVVD 2D NVINNN
21N SV NN

DTN NXDNN NN NIYRD MYIN 5700
IN JNIND NIANTIN IR/ NINDN PHIYID
25912 NN NINDN NTYN ©IIY NINMA
.DaN NYLY HY

PN PN DY NIYRIN NINDNN PINRD
2¥ MVYIN 9720 NPNN TINND YIP)
2AN9N) NINON PAIYND NINONN NTYN
190 INNT WHWN DT PINN (070
MP>9N YPT20Y MINDN YTNN IWNY
.DONAN

N0V IN MYWND NXYNN DY DIPNI
MOT NN PMIND D7930N IWANRN ,NDNON
9272 M NVINN NYIAP MY VIVIYN
AN510N

MYMTN INDIN DN PIIN NINDN MNOY
NN PMINN OPPN GON NINON NYIAPY
.MPan 05O

P’o 7.90

VN DY MNTY 90N HY NIV
NI 98NN NMVO NN YOV

2-651001

2-432011
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deviation from the expected. INTPPOY, 1IPN NPND NI
It can be positive, negative or N NXD,ONONNT NN, DIV

20N .OMNPN) NPNNTIND DP2ND
MMPN NN HH 7771 XVLIANN
,DMIVIN DIYIPN ,)1DD

7PN .OMIINDM DIPMOOUN
INIINYOWI D WY VINONR NN NID
ININIVIY DINN DN DY 1DOWA
SV NN NPN NOOYN N0 1NYD
NV DY NYIVNN PN

both, and can address, create
or result in opportunities and
threats. Risk is usually
expressed in terms of risk
sources, potential events,
their consequences and their
likelihood. A risk source is an
element which alone or in
combination with other
elements has the potential to
give rise to risk. A
consequence is an outcome of

an event affecting objectives.

7.91 The ISRAC Symbol MYYN (M) DPono 7.91 | 1-455001

The logo (trademark) of the Israel TPRININ MYIN DY 127NN YO0

Laboratory Accreditation Authority NT2YD NIDONS

(ISRAC) to identify itself.
7.92 Accreditation symbol N21YNN o0 7.92 | 1-455001
Symbol issued by ISRAC to be used NN WRUN MYIN T 2Y pann 200

PINNNY ,THOINND NMNINRNN NIIYN 9N
YIIND 901D NIDNN N0 IR PN VNN

by accredited CABs to indicate they

are accredited, beneath which is

R palva)alnl
stated the relevant standard for T l
accreditation of recognition and the
CAB's number at ISRAC.
7.93 Reference Value oI 79y 7.93

YMIND IN YMNIN TIVN -ONPNI TIY
YTPNRN TIVI NNODNA HAPNN) ONYHIN
(MNXTY DN DY DDIPNY DT M)
DNYNRT DINY ADIN IN NNPA NNT

Assigned Value -The quantitative or
qualitative value that is assigned

(accepted by convention as being
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the true value with known and
acceptable uncertainty) to a Control

Test Sample or primary standards

7.94 Appeal

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

desired accreditation status.

7.95 Test facility inspection

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

compliance with GLP Principles

7.96 Corrective Action

Any action to be taken when non-
compliances are discovered as a
result of an internal or external
quality audit, deviations analysis of
quality records, complaints made by
customers or other interested
parties, recommendations made by
ISRAC employees and its
professional assessors in order to
ensure that they will not be

repeated.
7.97 Preventive Action
Any action whose objective is to

remove the reasons for a potential

non-compliance.

N9y 7.94

95 5Y NUTIND NN NIRRT HY NYpPa
NNYPN NONONN 9272 NDOOY NVINN
VP12NN NINDNN DIVRLOD

90N YPIN Yy MPS 7.95

ML DYONI,DNPNN DY INNI NPT

GLP-n nmpya onmny XY N1y

(577139) Mmpnn NHIve 7.96

M2INNN MNKNN AN DOV NNIN NI
DNNON IN I MDN PTIN HYW INNIND
NMON ,MDORN NNV MM, 000N
MXONN ,DMINN PIY YY1 IN MMPD
NOV DONINPHN DOPTIAN MWD T2
LDNYN NX YNNY NIVNI

nYIN NHYe 7.97

NNNNN OND M0 HVAY NNHIVHRVY NIV
IHNONIVIY

2-651002

1-200000

2-432006

2-432006
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7.98 Activities

Including samplings, testing,
calibrations, inspections,

certification and evaluations

7.99 Accreditation Activity

Individual operational tasks of the

accreditation process.

7.100 Conformity Assessment
Activity

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

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

assessment bodies.

7.101 ISRAC Personnel

Internal or external persons carrying

out activities on behalf of ISRAC.

moya 7.98

,DXMP9 , 001, MP T, NINNT MID
MMN2Y MTYNN

N9NON MY»Ya 7.99

NN TR INNND NPIVIS NPIYIN MDPWN
NamYalviainll pihal

PININD NYN MY»¥a7.100

NVIRNT NN PN T DY NIIWIN MDY
DMOPNN TMITNIN MYWIT ¥ NWNNND
712007777 27> 5Y 1012077 M9M977 - 7177

LOPD 72735 , 0520 PN TN N5
L0230 , 00U 517179 TIN5 71TYNiT
DNV NPION , 02 PY) D571

922171, 01022 29000 X , IV PH
DPNIP) 719N, J1DWO7 DV . 1IUN)

YT SV YNV ININTT 1DV 1529
TIINT D70 D291)

mMmuHh s 7.101

DOYNIND DNINN IN DNNY DIVIN
MYIN DYLN NIV

2-650001
2-651001

2-421001
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7.102Management Review NN NN 7.102 | 2-421001

Board (MRB)
Management Review Board to
address discrepancies, complaints,

internal assessments results etc.

7.103 Assessment Team

In order to perform an assessment,
ISRAC is uses an expert assessor in
their professional fields and quality
arena, according to accreditation
scope required by an organization.
Assessment team will appoint one
or more Technical Assessors and a
Lead Assessor. The assessment
team can be composed of advisors
and observers that are considered to
be the assessment team, in addition
to the Lead Assessor.

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

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

disciplines.

7.104 Observer

, DN, NNNNN NI DIDOVY NHNIN OIND
STV D19 DTN MINNIN

2731 N8 7.103

NNV MYIN,PTINN VNIV TNND
DINN MNPNN DINNA DXNMN DXPTIAA
YITIN NONONN 9PPN0 DRNNA ,MDND
P72 N3 PTIND AN JNIRD IT-DY
21 DY TARY 9N INX TAN MWINPNI
NN 51 PTIN INY DM P2 NPND
TAN D DNDNN ,DMOMNNPN DISYY D)
219N PTIAY GONI,THON P2
DYPT12 D) NPNY DN PTINN NN
DOYNIN IN DN DY THYN1a ,NIVWONI

NN 207D ¥ NY NIPN .NMAY NNN PTIN
DXPTIAN 90N NINN 2D NN

PINA N2 9NN PN DY NYTINA NTIYNI
PTNN NN 2N DD HY PPN

YN T DY NN NN PTINN INY
YWIN DY MNNNNN MIINND DNNNA ,PRD
SN

NN 7.104

2-623001

2-623001
2-520001
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An assessor in training, a regulator MV5MT,PIY D3, NIWON POHNNA PN
and any other observer whose PTINIIMANNYN NIYINY NN NAIK Y

NOINM . PIN YN PTIIN TNINN T DY
P7202 NYOYO NN PNNYN IR

participation in the assessment was
approved by the assessed CAB and
the relevant Head of Division. The
observer does not actively

participate in the assessment.

7.105Reducing Accreditation 19101 9PN MI¥NY7.105 | 2-650001

M5ONN PR P9 v Sy ponn | 27021001

NYPA NYIN N2»NN NNOND NN

Cancelling part of the scope of

accreditation.

Returning to accreditation requires N>

reapplying for extension.

7.106 External provider "¥N P90 7.106 | 1-000010

2NNNI NHN DY DNMND NIN IN OTN
MIVN V2P YNID IN MY ,ININ PO
MM D IN PON NOIY THTIN MY
VINT INK DTN INX 9N 2NN 7YY
DINNY NI MIVN 1DAPD NTIAY NRNIND
901N ,VPNI9N MNPV DINNY ,NMNDY
NPNNMIND TN ,NTIAY VINIY TPN/YT
YT RSN MYUND

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
for performing the work, need for
expertise for confirming a result etc.

Note: a part of organization is not a

considered subcontractor, for IINTT TINA P27 I TUND :A9YA
example: an accredited PN 7Y NN THOIW NN, PO
organization’s site. 773Y70 2WN2 N2 92777, )0 IN IIND

YD )5a5
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7.107 Pre- assessment

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

one day.

7.108 Head of Division

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

Head).

7.109 Regulation

A binding rule of conduct within an
economic or social activity that is of
a general nature (such as law,
regulation, circular, procedure or
directive, including those which

accept binding validity when

7731 019 7.107

DY NION TNXY NNIN Y$I20N PTIN
D210 PT7AY IWOND PTANN .OMIVUNRY
MIRD NOMIN DY PNTD PNRD WXID IN

, DN NN NIV NNRN DY PTIN

NN DINDNN VININ YN MODIND TITH
DNN P72V 90N .NONDNN MYIT
NPINN NITIND NINXIN NPT NPOP
MYITH NNX DD DI DIYSNNY

NN’ XY N PTNI .NPOLINDIN NINONN
Y232 NPOOD MWD RON MNNNN N

DTP .PT20N YN 12 DINNL DY
STNN DY TIN Y95 7772 0OV PTan

9N UNY7.108

NN KYDI INPINK DINNAY PN YN
YN —1919) DT ININONIY PN
(PN

P89N47.109

M2P¥a NNONA 2NN NNNINN DD
93 59IN DY NINY NOXNIIN N YIS
,7NIN IN ONN,ADN,MIPN,PIN JNI)
NY12 2NN 99N DWIAPNN NYND MY
D>I1NPN2 N NNPYIA OONIND DNOYON
MY HY NYIN 92 XINY (27381
,P90 0N WNY .PT 29D NONOIN NOMN

2-623001

2-421001

2-000002
,4398 NOWNN NVONN
N22 PYD
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included as a condition in licenses IN MNN NZVM DIDNN DINDA NPIPN
or permits and the like), which is POYD NN I IO W DY
2V NOONN

enforceable by a lawful
administrative authority. For the
avoidance of doubt, tax legislation
and the imposition of fees or
changes in their rates are not a
regulation for the purposes of this

decision.

7.110ISRAC mwuH7.110

MTAYN NONONY MMINDD NIYIN
.(Mmwan)

Israel Laboratory Accreditation
Authority.
7.111 Hearing yew7.111 | 2-651001

NNTIN NN IV TON NIN VDY
TPMYNYN NVONN NOAP MY JNIND

NN YINY INY I YNAY OTD N2 WO ,1MYa
)92 NV PANY PNNYL NX YNPWND IINN
NVONNN NN MY >TD ,VONNN OINN

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

al2mbha)ary]
condition, to raise its claims on the
subject in front of the decision-
making factor, so the decision may
be changed.
7.112 Maintaining Accreditation 19997 9°Y7.112 | 2-650001
2-651001
Confirming the continuance of AT 4PN NONDNN TYNN NN

accreditation for a defined scope.
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7.113 Standard method

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

available.

7.114 Non-standard method

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

laboratory, kits supplier or other.

7.115 Accreditation termination
The process of Coercion termination
of Accreditation of entire scope of
accreditation without enabling the
CAB to return to accreditation, only
after a minimum period of six
months and after the CAB

submitted a new request for
accreditation and will go through

with a new accreditation process.

7.116 Accreditation Process

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

accreditation scheme.

7.117 Accreditation Scheme

(MLY700) MIpn NVIYW7.113

YT DY IN NPPN PNIN Y NNMAY NOOY
Dy MYAIPHN PMVLIVY 201 9910 NN
NINDD YN VTHN ISP NVPON
.N9PONY PO

(7°097300 KY) NIPN KXY VLYW T7.114

MY INMIAY NVOY ,NNIPN NY NIV
MY NNMIAY NV IN,(NPTP) DTN
PN NTIAYN 19D NTAVHY NINH DN

SNNIN,DVP POD

19990 YV T.115

9PN XIPN HY N9 513 HY PHNIN

1NN XY, THOM PTIA G0 DY NONONN

, TR0 NPND MND PTIAN N MIVAN

IV ONN DY PHNDND NNPN INNRD NON
NYTING NYPA WY PTIAN GNNY INKD

VTN NONON TYNN NAYN NONONY

N919N0 PoANT.116

900N 1NN TV NYPI NVINND MDY
5N THINY ORNNA NINDNN NPRNM
aklalviany!

N990N NON7.117

1-000016

1-000016

2-650001
2-651001

2-421004
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Rules and processes relating to the
accreditation of conformity
assessment bodies to which the
same requirements apply

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

7.118 Sampling program

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

weather, river flow and more.

7.119 Deviation in the result-

A result from a test which lies

outside the control limits.

7.120 Validation

Confirmation of plausibility for a
specific intended use or application
through the provision of objective
evidence that specified requirements
have been fulfilled. EXAMPLE A
measurement procedure, ordinarily
used for the measurement of mass
concentration of nitrogen in water,
may be validated also for
measurement of mass concentration

of nitrogen in human serum.

91 DY NONOND DIYINN DN DI
MYIT NN MYN DPDY ,NHNRNN NN
TN , 115910 719007977 )75 IWIIT - 717
ISO/IEC 17020, 02215 ,515300 )N
ISO/IEC 17025, ISO 17034, 1SO / IEC
17043, ISO 15189

N12°)10 N 7.118

,INTN TYIND NONMNN NINN
,N990 O RVTY . NYTI DTN, NP
DT AN GOV NN NI

VN ININT.119

M2 INND NRSMIN NPT DY INRNIN
.MIPan

99%97517.120

IN DNON TYPN VINW OV MIPPIDN NN
NPDLPMIIN NPNI NPADN TIT DWW
ANDD MAPIN MWITIVY

955 7172 WnvNN ,NTTNRN DM NNT
MNYY DD 1PN DY NONN NI NTTND
PIND 1127 NTTNRD O NPIN NAYY
JYNND D102

1-661004
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7.121 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.
Time table between reaccreditation
assessment and accreditation
assessments will not exceed 24
months. As assessment should be
scheduled at least six months prior
to assessment expiration date in
order to complete the full necessary
process until the accreditation date
expires. An assessment duration

should be determined according to

NMYN 0*PTANH NONT.121

0N Oy NIAPY MNY DYPTIN NITO
912 Y320 NONONN 9NV NDX0 NINON
NN TONN DNON NMNIRN NIIWN
Rakjalv/p

(30.10.XX-n IMN> X9 MY 95 NDa
172> ©YPTINN NYNIND NIV PIRN UK
,DOPTINN N0 NYIAP , 1PV MPY NPION
P TA0N ANK NN DTN ,DIPN
TIONN NITYD IRINK PN YN
.90 97200 NN NNIAYM

9D PTAN M ARKPN T DY OV NP
SY TMONDVIND ONPIZNY PNNNN NDAV
220 pTan

NN NOXIND THIRINK OXPTANN NOTIN
295 DYPTANN NN

199012 N2NONN PTN P2 AT NNV
oY NY WTNN NNONN YP TN P2 WINN
NN MNAY PTAN OXRNY ¥ .OXWTIN 24 DY
DY NONONN 9PN X TN MY MY

TY PONNN NN OOOYND NIN-DY PNIND
PT200 TYVN .N2RDNN 9PIN X9 TNND
MINRN DY NONONN GPPNY ONNNA YIPI
NI (P72 935 PNONOLY PTIN DY 1Y)
.9¥92 D97 790N TV TNN DPN TV
DX DXPTIN D) ONIOPNNI

2-623001
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organization accreditation scope
(assessment day mostly one day per
technology per assessor) and it
prolongs from one day to several in
a row. Some assessments are

performed in segments.

7.122 Assessment Plan

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

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

reported.

7.124 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.

7.125 Certificate

The final product of the
accreditation / recognition process is
the certificate that informs the

customer of the scope of

271 N93907.122

.PTAN NINIY OTONN NV NN

(GLP) 0°MN) N7ayn 'Nn7.123

D’2°9NN2 NPOIWN MNX NIIWN
,0M51NN DN ,DONINAY OPNIIND
,0Y157IX) , DX TIINND ,DXI0NN ,DOYNIN
PNYD DMPOP KD DD DOXNNTI
.N2>202) NINI22 MNPV

95N 7.124

YTY DY, NYIY VYN )N MYIY-IN NYIAN
DNMNNN,NNDN GNT NN IN DTN DD
G0 OV IN NINRDN N INMN DY MNDOYad

PN MY TYURD ,THOII NIDINN NOWN

.Mannd

YN 7125

791 / NONONN PONN HYHOINDN ININN
NONON NN MPOD PSRN NTIVH DN
9P IPNN PN NN IN PNIND
11978 NI9NN NTIVN /NDNONN G270 NID)
772) ©ON2 OMINNN NN N2 DN PNND

2-623001

1-200000

2-432007

2-660001
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accreditation granted to the D?INT INNDN MYIN T 5Y NIND
organization or the scope of 5112 VNAN) DXNNA NIIN/NINONY
recognition in the research facility. {(1-000016 7901
The scope of accreditation / N2HONN MTIVN YN TIN IWUN YNN
recognition certificate must clearly 7.9.4 9y0,,ISO/IEC 17011 -2 vN9n
display the fields in which the V9N NIDNN NTIVNA YNND TINY Y10

organization was inspected by -OECD-GLP -n mpop»1a

ISRAC and was found worthy of
accreditation / recognition
(according to procedure 1-000016).
The information that must appear on
the Accreditation Certificate is
detailed in ISO/IEC 17011 section
7.9.4. The information that must
appear on the certificates for
recognition is detailed in the

directives of the OECD-GLP.
7.126 Certificate of recognition 7990 NNMYNT.126 | 2-660001

179N TN D PYNRN NIININ MDY THDN
DTN MNHNN MINNYD

A formal document in English
stating that the recognition has been

granted for defined areas of

expertise.
7.127 Witnessing mMasn7.127 | 2-623001
Observation by the AB of a CAB YNINN MNIRNN NI PN DY NNNIANN

970 NNDN2 NNIRN NN MY
.19D0NN 91 T DY ININON

carrying out conformity assessment
activities within its scope of

accreditation.
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