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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.

NYan 1.0 0N 09N
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7.0 METHOD nVIVwn 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 YNNN DY MITHN NDOW oD
D0 DXNNN DY NITHIN (AN VTD
NHAYIAY DIDMIA NNMN DM OIDNNN
.DMDWIN DYINONN

MmN nux 7.1
P70 INND TROIN YNIRNN NN IO
95 M2y ,wTNN NINDN IN NIYRI NINON
AQ0VIV D190 )2 NONONN NP TYN

N5V 1292 NAVIND TPIIY TN : 7177
92271 IN NOPYLT I INT NIV

NPT TV PIINT DY 907 9007
POV, WTNY 79007 DT OIN . NIVNT
TN DY 7203 NAVN TOOWT IIING
795715) MIAPWA DIV NI IPIIY
(VIPIDYAIT TN N PIPNNZN TN

021790 NPXTA NN 7.2

ININD MIND? TADN NP>TA NAY DOYN
MYV 3-9 MINON (1-611003 2901 5N1))
LDINNNN PNRND YN DY YN

A-621001

A-621001
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7.3 Impartiality

Presence of objectivity.

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

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

o«

“independence”, ‘‘freedom from

s«

conflict of interests”’, ‘‘freedom

from bias”, “lack of prejudice”,

FERY FE Y

“neutrality”, ‘‘fairness”, “open-
mindedness” “even-handedness”,
“detachment”, “balance”.

7.4 Verification

Provision of objective evidence that
a given item fulfils specified
requirements.

EXAMPLE 1 Confirmation that a
given reference material as claimed
is homogeneous for the quantity
value and measurement procedure
concerned, down to a measurement
portion having a mass of 10 mg.
EXAMPLE 2 Confirmation that
performance properties or legal
requirements of a measuring system

are achieved.

oNaNWNOIR 7.3

PDOVPMIN DY MNON

YT 2D IO NPDVPIIIN 7171
DNV 72 D109 IN 02027 N5 022923y
CDINTT TINIWO 5Y 111920 711N OI0UH
DIDVIN 1193Y773 DPWRYPT D>INN DN
JINNDSYY 025995 0239 Xww 1000 S
JVTPOIND WO V022993V TININD WO
SN P50 TN TP VT 10N
NNV NI AN T VNN

MIYUN 7.4

,)IN) VD NPDLPPAIN NPNI NN
NPYNID MYIIT O»PNRN

WOID NN OINM IMNY XITN 1 NNNT
NTT NNION TIY NIV INIIN NXIN
Y32 DTN PONY TY 7272 NN NTITHN
20 10 DY Non

IN DIWINIA IIMAND YD NN 2 NPT
DT NOIWN HY NPLIVN MYIT
NN

TV NN NINTYON D NYON 3 NNNT
UNNNND NN
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EXAMPLE 3 Confirmation that a
target measurement uncertainty can
be met.

Note: When applicable,
measurement uncertainty should be
taken into consideration. The item
may be, for example, a process,
measurement procedure, material,
compound, or measuring system.
The specified requirements may be,
for example, that a manufacturer's
specifications are met.

Verification in legal metrology, as
defined in VIML, and in conformity
assessment in general, pertains to
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.

TVINT) INI IUNNTZ W2, TN 295 - 7177
LTVONTE IS MY D197 . T TN
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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.

(MMINN NP 9N) NN 7.5

9519) ©MIXIND MNINN NIIYN YNINT N
NNRNN (OXMPY ,MPS ,NTaYN MpP>Ta
TN MYIT 7 DOVIND

IMIN DI JPND NARNN MPPTA YNIND 9N
:NININ M2IWANN TN IN NNN YNINND
,TYNN NN OV NPT, NoNT

NNN YNINND MDD TYN NI
.19n0N

NI WY UV 1Y DIFP 593 : 7177
)71 DN N7, VIININT NI 9”

, TOOM NIVINI N7 95 )iT) 719195
J1INN IS ON NIN

2-623001

7.6 Organization in a MI2°72 N 7.6 | 2-000003
recognition status .DYINON NPYTA NN OPVYY INNRD 1NN
An organization is considered "in
recognition” after having paid the
documents review fee.
7.7 Organization in Process oM MR 7.7 | A-621001
An organization is defined as “in the 2-000003

process” only after it has signed the
form “request for accreditation” and
has paid an advance payment of

50% of the accreditation fee.

SV N919DNY NYPA” DV HY ONNY NN
mMoyN 50% Sv NNTPN OOV "IN
akjalviay!
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7.8 Recognized testing
facility (see also:
Approved/Recognized
Assessment Body)

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

7.9 Accredited Conformity

Assessment Body

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

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

procedures - S.0.P) for similar tests.

IN 9999 99 10X ANY) M MIN 7.8
(YvINn

N2 MYIN NION NN DAPY NIN
MPYT2 YNID DV TOVNPNHN MPYIN
MNIPY 29 DY DININD MNPV MDY
.OECD-GLP

720 M 7.9

G0 OVYIN MYIN MY THDIN TUNR )
TN NI9NN DION HY DINN NINPONN
DNNNA DN NN .MYIN DY NONONY

ISO w1 ISO/IEC 17025 ypn mwa1o
1> 5y 7r0 ISO/IEC 17020 w1 15189
N

NN 29 PN 7.10

DINN 19002 NNV NYNINN 12, JDIN
513N DM : DIPIVIIPN HY NNY TYUN)
MPITA9Y , TAR MDIN TITH , TN MIN
D% OYNNPN DM YW MM
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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

(n9va P-5 ym09n) 4nx 7.11

T IN NI JPNN IN INT IN NP DIPN
NIV, MDOYI PIIND YN 1NN IN Y
1212 MPYON .NDNONN G711 PN
A5WN NN L,M2OYAN 93 I PON NPNY
DTV N AT IRXIN 2DV TV DTN
.MDNN NN MDA INA
0,7M5Y 920,980 X7 D320 : i1V
NI )P0 .71, TIVD , 0O03 ,iiMmoY
55 N N59157 D2DI9 SY NI
TI2W077 WXL DIV 1T DIYNINT
JIINIIOT

7Y MTAYN M99 9t N 7.12
(N9va T -5 9990n)

TR0 MR INN NPINNI DPIAN INN
N 2T INNRA NYNIANT MDPYIN DD
NLYA NTIAY D) .WIAPN INRND NPINNA
MI9Y MNT INN IINIT INNI NTIAY NN
TNXD KD GUN INN PN DTV NTAYN
NAINP MDY YPXID VPN 7 MDY
(D»MVY TY) Y12

SV DTV ST 5V YNIAPT S1D  11WiT
201 AN 5190 i NP5 IIN2

2-614002

2-614002
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customer site, is calibration at a

temporary site.

7.13 Mobile Site (designated (Nova M -5 1201) 199 99N 7.13 | 2-614002
by M in scope) 99197 IYNN T Y2 NN KN T NN

A mobile site is a site with mobile MNNY NYPN 297 PO TINNDNY NN

ability that works as an autonomy /272 /DTN TN XN 12 MPON

unit, such as a vehicle visiting .N»N2

clients' premises and equipped with

measuring/ calibration/ inspection

equipment.

7.14 Main Site YUNY NN 7.14 | 2-614002
Also called main/reference site and Y1 NN NN ,DIND/NP NN DI NP

is the site where the main activity is | qp;5 yapy W 1919990 MYen Nyan

performed or set as the CAB's JVIND
headquarters.

7.15 Branch 90 7.15]| 2-614002
Also called secondary site, is a site AYNITN 12 AN DA 3N NN DI R

where additional activities are N9NDNN 9PN NHDNT MODN MNPV

performed as part of the CAB's JNINP Y

scope of accreditation.

7.16 Test PE1a 7.16 | 2-623001
A full or partial test, including WANDR 9P AP MY ,Np>Ta
measurement and calibration 599 (MIVIN THN VPN ,DINT) PPN

(sampling, analysis, expert opinion YN

and interpretation), according to the AT DTN ©9YI NP NPT OVD

matter at hand.

Calibration, testing and inspection

are included in this definition.

7.17 Inter laboratory nnTaAYN-Pa Mmpr1a 7.17 | 1-681001
Comparison MP>T IR DT SV N9IWM NP N
Organization, performance and NNNNI NTIYN NNIN DXV DN Y

evaluation of measurements or tests JUNIN DTN DININY
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on the same or similar items within

the same laboratory in accordance

with predetermined conditions.

7.18 Proficiency Testing (PT) (PT) mmyn mprva 7.18 | 1-681001
Evaluation of participant TID GNNYN Y2 HY DI NN
performance against pre-established HY DYYHANT YN DTN DIPIID

criteria by means of interlaboratory JONTAYN-PA DRNYD
comparisons.

7.19 Intra Laboratory Testing NNV TN MPr1a 7.19 | 1-681001
Within laboratory Control Testing TN TIN2 AP MP>TA I9ON

Program.

7.20 Assessor P13 7.20 | 2-623001
Person assigned by an AB to 125 815 NaPDA 9 1 Sy Mvw o | 220001
perform, alone or as part of an 91 5¥ PTIN ,PTIN AN PRI IN
assessment team, an assessment of a YDINN PIYHN

CAB.

7.21 Inspector aPan pa 7.21 | 1-200000
A person who performs the test YPTIHT APNN NPT PTIN YN DTN

facility inspections and study audits SN SY TPMNTN MVIN DYV PN

on behalf of the. Israel National GLP oyma

Good Laboratory Practice

Monitoring Authority (IL-GLP-

MA).

7.22 Team Leader Y52y p1a 7.22 | 2-623001
Assessor is given the overall DTN DIMMY NIPINRA X Y1PY P 2-520001
responsibility for the management 2720 NN MY NNY P

of an assessment. YN IN DND YN 11D ,NID1/N200NN

An assessor appointed to manage IV INY

the assessment/audit, mostly Head 5N NN PPN WX PTANN INN 1IN

of Division or an ISRAC P7202,PTI00 NN NN PN ,PTINN
assessor/auditor. He is a member of ¥ MR 21N NOIWN NN PTII MK
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the assessment team, who prepares
the assessment plan, leads the
assessment team, inspects the
CAB’s quality management system,
makes decisions regarding the
performance of the assessment,
presents the assessment team before
the CAB’s management and
supervises the preparation and
submission of the assessment report.
For accreditation assessment it is
custom to appoint a Team Leader
from ISRAC who is usually a Head
of Division in ISRAC.

MON»NNN MOVLINND DIAPN ,PTIN PIIND
92 PTRN INY NN IXMN DTN VIV
YT DO DY NPOMY PT720N PIIND NOMN

ANV PTIN
920 P72 DMNN 772 NONDN PTIND
SPND YR 2D MYIN INNN

7.23 Technical Assessor SWINPNI PMa 7.23 | 2-623001
A technical expert who has D1 12y N P Dnma Ao | 2020001
completed a course according to WM 2-520001 5M3 %89 MWIN Y¥ DPTI

procedure number 2-520001. IWN PTANN INNT TN NN T 1Y

Mostly an external employee, TOMNPHRN MPYIY PTIN NI ININN

member of the assessment/audit 9 NNPIN PHN IMNA PTN PIND YV

team who performs the assessment DNNNA VIR DY NINONN 9PN TINN

of the technical capability of the .DNN POY NYP/PTIA NN DNVY

CAB regarding specific fields

within the scope of accreditation

according to a signed assessor/

advisor form.

7.24 Technical-Lead Assessor D920 -58PN PNa 7.24 | 2-623001
Certified Technical Assessor, who 2-520001

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

assessments, like extensions.

D) TIIYY NYNNN TRDIN SNSPN P
D OMNXPN PTIND DIV NNYND NNOY
AMIN DY NANIN
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7.25 Interested party 12y Yya 7.25 | 2-000002
PPYIN DY PIY IY1 NININ DTN

Person or organization with a direct
.N9NON2

WD SV IS DN PY P 71T
P2IVT DNPNY PPY )Y ; 190077 1Y
290 5V D29P10P IN DXUINUNT 19N S¥

D200V IIVNNTT NIWiT

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

Interested parties can include the

AB, CABs, their associations and ,I9D0771 90 IN 91995 025917 1oy 253
their clients, industry services, trade DiPINmpY , 1IN 1277 290
associations, scheme owners, ,INO ININDY PN 2SI PY , 07PIINP2)
governmental regulatory bodies or D277 D290 (7190077) 112921 25V
other governmental services, or DYINN DIV DI PY IN DINIVI0
non-governmental organizations, ~I397,070700-N7 D2 IN IN
including consumer organizations. D717 DN
7.26 Raw data Audit 0999 Npa 7.26 | 1-200000

MMM OMNDN OMNM DY IRNYN

NN Y HOND IN DM NYT DY DINYPN
L2272 INNT D»NONN OMNIMN DN WAPY
DNNNA NYXIA NPITIN OX MIAPD >TD
N2VON YINN DITIION NIOND

NOW QO YN PWND T, PVITIVON
IPOMIN MLIY ON MIAPIY,N1TI NN
.DOPINA WHIDY DMNNIN YW NMINdH2

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.
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7.27 Control limits npan Moy 7.27

The range limits that include all MNHND 53 NN 22070 AMILN M)

95% of the results (+2 standard YLD 2+ ) DMIPNNN 95% 2 MIAPNHN

deviations). These limits are also N MDA D) OMNON NON M (PN

named warning limits.

7.28 Action limits Ays M) 7.28
The range limits which include DIPNNN 99.7% 27501 NMILN M)
99.7% of the results (+3 standard NINKD NNINHNN INIIN (PN NPVO + 3)
deviations). Any results lying NVLYPI NTAYNHN NN NI1NN DN M

outside these limits, requires an TR PN NI

immediate corrective action.

7.29 Examining or Inspection (MAN ©) AN9) PTIN M 9N 7.29 | 2-650001

body (see also Organization) | 5y myxan myyann nnx ysan awx qu | 27021001
A body which performs one of the :11910NY 9D NYND
following activities and can be P, TN OV, NPNA/NPITL,NNT
subject to accreditation: Sampling, 002 DY NYT NNN NN NN ,NTYNN
testing, calibration, inspection, and MprT1a
evaluation and giving an opinion
based on testing.
7.30 Accreditation body (AB) NMvN 9N 7.30
Authoritative body that performs NDPDA YEIHN YA O
accreditation
7.31 Certification body ATynn an 731
A body that performs certification. N MIRIN NPT OMIY Y3I0N )

S7P0M NN 5
7.32 Approved/ Recognized UIND IN 999 91 7.32 | 2-650001
Assessment Body PIN MM N120AMWN 9P A pa an | 2001001
A CAB which has been YNYUHNNN BN T 9Y ,MIPN N
approved/acknowledged by law or DN
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regulation by the corresponding

government supervisor.

7.33 Accredited Conformity 10 9 7.33 | 2-650001
Assessment Body 2-651001
A CAB which has been accredited NN N MYINN NINDN YDPY P12 N
by ISRAC or an AB which has SV TN N5 DOON DY DINNN NINON
signed a Mutual Recognition .MVAN 0y ,N0NDN 9N

Agreement of accreditation bodies

with ISRAC.

7.34 Colleague Accreditation NNRY 799912 91 7.34 | 2-000001
Body

Foreign AB (Outside the borders of NPT M2 NIND) TN NI PN

Israel) and /or Regularity authorities MYA) NPV NNV IR/ (ORI

(Israeli governmental authority or PN INA(NITIN IR NINVOY

foreign) and /or Professional EFI, 15 ©nna 95m yIN) WINpn
organization (a recognized MY DY NS Mmwa Yan (ISTA
organization, like EFI) that 772 9N NONoNY

cooperates with ISRAC in the
accreditation of CAB.

7.35 Root Cause Vv oM 7.35]| 2-623001

YINY DN .NINK NNRNNOININ DU NPN
ND 9N NPDI0IAN NON INNN

The origin of a deficiency or other

non-conformance. Root cause is the

most basic reason for the deviation's RRNND
occurrence.
7.36 Sampling o1 7.36 | 1-000006

MOLDVLLO NNNPPN DY PON ININ NN
IUN MITTIA NPINN DY NN NVINN
NNV NMDIVIIND DY YN 1IN0 MINNIN
YN N

7INY 2392 TPNDNOVI AWN) DTN
DRNNYOMNNPN PTIND NVITIN

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

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

of a group of items or events

: DYNIAN DXADYNN 209 DTN POIN

NOIY IYOVOIND NI -
30N N

,O0TN NNON NN -
DWW IN DOV NP
YT Y

SY DT NV NN -
IN DOV NXIIP

(what  tools  samplers, D22 Y2N3) DYYPNN
MNYTPN NN, 0NN T
D DTN MDY MINdID
DN ,NVYOP NOMN MON
LT NN YAPY WA
,TTN NN DWIVN T

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

the sample, how to transport

N(a)a) )

the specimen, and the like).
7.37 Reporting of Results (e.g. ;NP2 1797) IINDIN NPT 7.37 | 1-455001
test report or certificate, ;9999 HTYN 51D NV, NP1 NN
calibration report or (712) 0T MV
certificate, sampling report)
For the purpose of the international
standard dealing with the ,MITAVN MIPPWI POIWN IMDINDIN JPNN
competence of laboratories, test JIVTIVD MNYT MMYINNI MPT IWIND

DXNYY DORIPI DD MTIVM NPT
NNNNA 51O NN NPYT2 MTIYN
1252 NPPVIND 5TANA HITH D INIAY

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

only a semantic difference.
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7.38 Accreditation N9NYN MYHT 7.38 | 2-650001
Requirements 5¥ 172 MINNNN NN MPTIND NP 2-651001
Instructions that define the criteria 5y 7RO NPNY YT, TNYY PTIAN NN
the CAB must meet in order to be N O
accredited by ISRAC. MNXNIND MIAINN NINONN MYWIT
Accreditation requirements consist MY MNNN,DPNXPNN DIPNN
of the instructions of the technical MYAT AMN MPI0ND NTNPHD NN
standards, ISRAC requirements and MYIN MTIN THDHNI MPDNN DN
special guidelines that define them. | ~(1-611002 7901 7n01) ,N300NN TOAM
These requirements are published in DXTYPHN 1207 220DHI MYIN *IMI )
the document presenting ISRAC P09 M9 290, TN 112 2900
and the accreditation process On
(document number 1-611002E) and
in ISRAC procedures and Guiding
documents regarding bodies
performing certification, inspection
and other activities.
7.39 Administrative extension | N590DAN 9PN HYNIN NOINN 7.39 | 2-660001
of the accreditation certificate 2-651001
A status that takes place in case the A-621001
Organization's 9PINY NIPN,NINON DIVLD
accreditation/certification is about to | 192 TMY PN NN DY NIONN/NDNONN
expire and the procedure for re- N75NN/N200NN TONN DIVIN DIV
accreditation/re-recognize have not - TN
been fulfilled. The request forsucha | Y170 2723027 1NN 12NN NIINN
status should be documented The WY Y 5Y NIINH NANPRY WIND
General Manager can give such 9NN NOIND INNY MDON .OOWTIN
administrative  extension  to  an NOINNN NPND .MTIND NPND MDY

S MPYA NN INWYI YNIND PONINN
organization for up to six months.
During an administrative extension
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period, the organization is under
ISRAC supervision but will not be
issued accreditation certificate and
or its appendix.

7.40 Accreditation Decision

Decision on granting, maintaining,
extending, reducing, suspending and

withdrawing accreditation.

7.41 Annual assessment plan

The number of the Assessors
working days taken from the

organization's accreditation scope.

7.42 Scope of accreditation

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

7.43 Flexible scope of
accreditation (Type C)

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

using new equipment, and to

,71ON0N NTIVN 1D IPAY XD TN, MYIN
2 NAPNA NN NADI INAN

1191901Y NYNIN NVINN 7.40

,DINNN ,NOIND NPV NN DY NVONN
ONON MO PNV

MV OP7an 990N 7.41 | A-621001

900NN 9P°NN DXINN PTIA M 190N
AN DY

N9NYN 9pdn 7.42 | 1-000016

P20 NPDINID MDINN NN MDD
900N N IN NYPIAN

(C »on) vy nonvn 9p>n 7.43 | 1-000016

NOIYN Y9NY IWANNDT NINONN G0
PNDITINKA DY YNIY MINDINN
DINNA DINININ DINN DVNINIY
Y9 MMNNN NIIWN N DY IMOIND
.19D0NN NI DY IWINY

NN DINNND NTAYNY IWARND NINDN 9N
,WTN DPYIVN NPYTAO NONDINN NVIWN
DOVIDIND 2597 NANINY N

YN VINOIWY IN,DONNDIDN/DINNIN
Y92 NONDNN NNDNI NINSIN NN WIN
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provide results within the scope of
accreditation without prior approval
by the AB. It should be emphasized
that a flexible scope of accreditation
does not include introduction of
new measurement principles of
testing, calibration or examination
not previously covered by the scope

of accreditation.

MIN NN NN TI DY wPad v

V) NONON 9PN 2 WITND ¥ .NDONONN

WA TN PNIPYY D2I9NY TWOND N

DTIP 5993 ND IWUN ,NPNIIN DD NP>Taa

.9NONN 99202 130

7.44 Fixed scope of (A non) NPup Nanon 9pn 7.44 | 1-000016

accreditation (Type A)

Accreditation scope whereby the YT 12 MPW 99 NIIYY NINDN 91

object of accreditation may not be MYIN SY NN NP

modified without prior approval by

ISRAC.

7.45 Accreditation N9 7.45| 1-000016

Third-party attestation that refers to MNMION N ONYI YOIV T¥ I PONN

a CAB assess the CAB for the MPYIMN NN NN IMA DY NIND

demonstration of its competence to NPT YXI? PTIL M 2V TPNPIN

carry out specific conformity

assessment tasks.

7.46 Withdrawing N991/0999N0 HHoN 7.46| 2-650001

Accreditation/Recognition 2-651001

Cancelling accreditation/recognition N9D 19INA N7ON/NONDN 3

for the full scope.

7.47 Voluntary Withdrawal of I8 NY9N/N9PN NN 747 | 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

910N 9P>N NINPDNN DY )I¥IN DIV
IPYNIN NN
NN ONY YRR )NIND 12 NIPNI
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verify its request in written format.
In this case no need in an
Accreditation and Assessment
Review Committee gathering. Head
of Divisions should manage its
organizations decisions.
Reaccreditation/recognition requires
a submission of a new accreditation
application.

7.48 Granting
Accreditation/Recognition
Awarding accreditation/recognition

for a defined scope of accreditation.

7.49 Extending Accreditation

Adding conformity assessment
activities to the scope of
accreditation.
7.50 Suspension of
Accreditation
Putting temporary restrictions in
place for all or part of the scope
of accreditation.
Suspension of
accreditation/recognition is made
by coercion or by an
organization request. Suspension
means a cancellation of the
accreditation/recognition for a
minimum period of 6 months

with the option to reaccredit

M XTI PIND UK, )NIN ININON
NIONY PIND NXRND NIND NYPA NDAPNN
D192 TN PN I NIPNL NS NONONN
YR : PTANN NINONN NPPOY NN
MLYNNN INK 2APYN DY INRINK PR
N INPINNRIY DNNIND MYINN

NVYTN NYP2A NYIN N2»NN NONONY
.19NONY

N990/N09900 NPIwn 7.48| 2-650001

2-651001
SV TN GPPNY NION / NONDN NN
Namyalvry

nanyn 7.49| 2-650001

4PN NNIPRN NIIWN NI NADIN 2-651001
Raklalviany!

Mywn 7.50| 2-650001

2-651001

.9N0NN 9PN PON IN D30 NI NN
IN 1177992 NPWYI NIDN/NDN0NN NOYWUN
NN

9N HY NID7/N2PDNN DIV NN PYUN
TY OV ,NOANN NMPND ,A01/TH0M P
PTIAN N5 MIVAN 1NN DY , MV I8N
NMPN TONNA 1M/ TROI NPNIDY MND
ANMYYND MON 1IN DN MYV
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itself if the reasons for its

suspension have been lifted.

7.51 Receiving Authority nYYNPN MYHN 7.51 | 1-200000

55 HY INRINND NNV MY DTN
5v 19100 VNN NPYNIN MDIYIN
PV DMININ DY

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

7.52 Accreditation and 773190 N9NONN NPPOY N1 7.52 | 2-650001
Assessment Review Committee 2-651001

A committee consists of

one/two/three members who review ,072N NYIZYW/DMY/TNR N NIV

the assessment file and assess the NN NN PTAND PIN NN NIPION
findings of the INOONM PNIND NPYI/DOPTIN INSNDN
assessments/organization SV NONONN 28N 9272 D7oIN M9

DYINKN P DTN 212N .PTIAN PNIND
APTN 20 POY PTIN IPOYY ORI

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

of the committee.

7.53 ISRAC Law mwuan pn 7.53
National Laboratory Accreditation ITAYN NONONY NPMININ MYIN PIN
Authority Law, approved by the 1997 —vmvwnn

Knesset on April 2nd, 1997.

7.54 Test technology Apr1a mNONov  7.54 | 1-000016
A test technology is the TIN Y O¥NA NN NPPT ENIVIL
combination of the test matrix DINM Y (DX NNOWN -DP*IVN)
(Group of products) T1-000016- DML NN (NP>T2 D) NP>Ta

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

7.55 Small Techno|ogy/ a NN /NP M990 7.55 | A-621001-22
A-621001-23
Technology a
M b
A technology with a single NIV NTTIA NVOW NYYA MNONOV
. - VY 4 TY OV ONISPN DTN NYNTD
and simple method requiring
. P9,7M0P a avnN Ny N’ MNIONOV
a professional assessment of
qP°N2 TRDIN NIND YW ONRINA
up to 4 hours. A technology
_ NIDN NNNX MNINIV MNAT NINDNN
can be considered small,
97 A-D NYTIHINN
only if the organization’s
scope of accreditation
includes at least one
technology classified as a
regular A.
7.56 Assessment techniques NP1 HPY 7.56 | 2-520001
Horizontal Assessment technigue 2-623001

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

Vertical Assessment technique for

Forward Trace
An examination from the beginning
of the process or test and through its

completion, or from a particular

PN NPYT2 NPV

NYNNY NINDN NHNRNN O DR NPT
N NI MIINN NOIWNI DNDN 23590 )Y
TPONN 7/ NPT NMIND THINTIPI NN
TPNVOY NPRNN X NI IR IP TV
.DY2°9NNN 7/ MP TaN Y5 2N NN

MDPYY NOIN NPT NP2V
D29Y
TV NPYTIAN N PONNN NO>NNN NN
ITIPID TONNA NNNX NTIPIN IN NNPPOD
oV N1NA :OWNY PN PN DY NININ
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point in the process to the next point
on the time scale. For example:
examination of a test from the stage
of receiving the order through
forwarding a test report to the
customer (in this case, for example,
the examination will include the
manner of receiving and recording
of the order; the work log; the
authorizations of the employees
recorded in the work log; the
manner and documentation of
sampling; the manner of completion
of the manual and/or computerized
forms; the manner of documentation
of raw data; control of the test
results; approval by authorized
signatories; printing the test report
and the content thereof; distribution
of the test report to the customer;
maintenance of documentation).

Vertical Assessment technigue for

Backward Trace

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

the point when the order to perform

TV MINYNIN NP 2OWN SN NPPTa
IPTI N9 MPOD NPT NYT NPONY
YAV, DTN DI NYAP 1PN ,DUnY
MMYNY /TN DY MOINDN ,NTIAYN

OIN DTN TN I9IN,NTIAYN 1O
IN/Y YT 19INA NPYTAN YDV NN
DMININ YY TIVNN NNV 19INY 2AWMNNH
,PTAN MINNIN DY NP, 070NN

NYT NOYTN ,NNINN NYIIN YT DY NN
NYT NXON,NPYTAN MT NOOM NP> T2
ATYyn nny Mpoo NprTa

NNY MDPY NIDIN NPT NP2V
20D DA MPYN DY NN OIN
NONNNN NTIPID TV TONNN 9ION NPNI
19 TP ITIPID NN DTIPIN IN DY
NMMDN NPPTAOY NN :HVND . PYNINA
NYAP YN NPITA NIYT RN 12 25VNN
(2295 PYD NNI) NPYTAN MINAD MINININ
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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;

—review of performance in
proficiency testing and other
interlaboratory comparisons;
—validation audits;
—unannounced visits;

— interviewing.
7.57 Technical Expert

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

Note: A technical expert is not
expected to have assessor

qualifications and training.

MADN NPYTI MPNOV
YN NONDN NI I HY ¥V MOV

.PT1an
IN 2995 112192 , 129 )00 : Wi

5 MW N
; IIND PTIP -

; D200 NP0 -
; OXID NP0 -

AT MNP -

VPP P27 O2V)NT NPP0 -
(TNINN DPNTIVI-1T TDINNYT)

C D22 IMNPZ3 -

;N9 PT730 -
JIIPNT -

INPI W 7.57

NNN TIYY ,NDN0N 9N OT Y NNV DTN
NPANI N YT PADNT,PTIA S INPINN
PRI PTN NINONN 9PN 129 DONID

SNDNY 19IND PN YNIN

NIYT 250 NP 719N NI : (777
12777 N 77w
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A technical expert hasn't completed
the initial steps in training to
become an ISRAC's assessor. A
technical expert shall be
accompanied by an ISRAC
authorize assessor. Technical expert
will present the professional aspect
and its performance and the
authorized assessor will verify that
organization activities are according
to ISRAC procedures and demands.
The technical Expert is responsible
to prepare and submit to the leading
assessor an assessment plan within
sample selection of activities on
which observations will be
performed from all accreditations'
scope included activities. Planning
an assessment shall include
assignments planning that should be
demanded from the examining
body, prior to its assessment, in
order to perform the assessment in

an effective and efficiency matter.

7.58 Working day

The term day refers to a business
day at ISRAC according to 5
working days per week. ISRAC
opening days are: Sunday until
Thursday 7:00 am until 04:30 pm.

7.59 Assessment Day

TONN RIDN NN I2Y NI ONNPN NV
MNP Y . MYIN HY OXPTIAN NIVON
S NVYIN PN, PTANN MDY Do D
DIVN WX 1NON ,MION M0 ,MYIN
MWINPNIN 19N NN PN \YPN .DIRNIN

¥ NTI NYNND PTIAN MIXIN NN
MYIT NN DRNNA NN MDY
YN

5N 5221970 PTIAY WIND PINY ININN
PLY MM HY DX TH NN PN PTIN
MMOYAN D93 TINN ,NPAXN MYXIAN
PT290 DN .NINONN 9PN MDIYON
NN YITTH LY MHLHPN PNION DD
PTANDNV ITI ,PTNN DIV ,YSID PTIN
DPDOPONTY MDY Y$ID)

MY 0y 7.58

, Y2 NTHIAY DPD ONMNN DY NN
NNYN YTYIN .WAWA NTIAY MDY 59D
NYYN SWINN TY NYUKI DD )10 MVYAN
07:00-16:30

2731 0 7.59

2-650001
2-651001

A-621001
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The working hours and traveling N¥) DN MYYN NN 59100 NTIAY O
fees as reported by the Head of VY OMISPR PTII 5720 PTI2, PN UKD
Division, Lead Assessor, Technical PTINT PN INOY 1D 3 IN

Assessor or any other individual AN/MPY/NIMTN/NINRTN

working on the accreditation/

extension/ surveillance assessment.

7.60 Consultancy Ny 7.60 | 1-432000

NN 9N OV MY 551 MAanNNYn
.1900NY NN MMDINRNN

IN DTN DY NPAN IN MM 1 NPNT
IR NOIWN G0N NAY DO

SV 51172 1N 1YY MANNVN 2 RONT
DINORNN NN 90

977N IN YN0 IV 1NN 3 NNONT
operation or management of a CAB. N3V SY DI MS INAPY YD

EXAMPLE 3 Giving specific SV NI IN /) DPWHN D9N) 91NN
advice or specific training towards NN NOWA 9N

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

EXAMPLE 2 Participating in the

the development and
implementation of the management
system, operational procedures
and/or competence of a CAB.

7.61 Decision Rule AVYNN Y9 7.61 | 1-661002

MINT-IN NAVIND T INNNN DO
IYITY NHNRNN D8N TWND NTITIN

Rule that describes how

measurement uncertainty is

accounted for when stating PPV
conformity with a specified

requirement.

7.62 Assessment P1an 7.62 | 2-623001

Y152 N2NON GNP HY YHIANN POIN
,NVINRNN NN PN DY INTID NN WAPY
DYINDN IN /) (DY) DYOITIVD Y9 DY

Process undertaken by an AB to
determine the competence of a
CAB, based on standard(s) and/or
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other normative documents and for SV TN 9PN DY) DINN DMLV
a defined scope of accreditation. -N21ON
7.63 On Site Assessment N3 PTan 7.63 | 2-623001
An assessment inspecting the ALY NIND MDY NPT AV PTIN
CAB’s activity in the field and/or at I319 NI DMWY 0NN MDPNIINA
other places where the CAB
operates.
7.64 Accreditation Assessment 19190 PTan 7.64 | 2-623001
An assessment intended to evaluate | YP°3Y NIND DX TIWNY INILHY TN
whether a CAB requesting .9N0NN MYITA TY , TH0M NPND
accreditation conforms to the
accreditation requirements.
7.65 Re-Accreditation VNN 191290 P1an 7.65 | 2-623001
Assessment 2-671001
Assessment performed to renew the 93¥N NN WTNY TN 9Y Y10 PTIN
accreditation cycle. .N2NONN
A re-accreditation assessment is DXWTIN 24 TY TV WTINN NONON PTIN
undertaken up to 24 months from its | NMPN OIN NRIPDY OTIPN PTON TVINN
previous assessment date before the 999N WTNN Y825 1N DY NONONN
end of the accreditation period in PN SV TINIPNN NN Y NDOPN
order to comprehensively re- 2OV NOMINN MDMNRN NIIWN SV PTIAN
evaluate the CAB’s professional
capabilities and its support quality
system.
7.66 Extension Assessment 13NN P1an 7.66 | 2-623001
An assessment which aims to THOI PN OX TIVNY INIVNY PTIN
evaluate whether an organization IMIN NP 2237 NONTN MYNITI TOW
L D»PN NONONN GPPNY POIND Ypan XN
meets the accreditation
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requirements regarding activities he
wishes to add to its current
accreditation scope. Extension
assessments will be added, if all
possible, to future scheduled
assessments.

7.67 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.

7.68 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.
7.69 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

IYWAND NTN NN NIANIN YPTIN DY
UNRIN OMOINNN DXPTIAND

PO MNYD NN APy P1an 7.67
(5/19)

DYOVN )NIND ONX TIVNY INIVHY PTIN
NNN YO NIPNNN MNPV NN
YND DMNINN NXIPDID VN NIV ON)
.PTANMYY MNRNNN

S¥1om pran 7.68

X921 NOY DY 19D A DY TIIY PTIN
JIININ 37 TV 7093 OUPY NYN
2317 OPD72)7193 NP9 2905 , 11NN 37
PTIV7 75N D273 D2915) 92071

NN PTI 90 NIWOI /122985 DN
oV MPon

SNPN p1an 7.69

WV TIVNN DY NP ON0N p1an
N2R0NN 9PN YOIMNDIN MDPYIN DINNY
DXV TPHNM DN NANN NV
MYXIN NPYTIN MLV HY D»)OVN
MYINY NPNINPHN NPMIND NN
N2HDNN DINN DY IWPNA NNDI

2-623001

2-623001

2-623001
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guidance that ISRAC published
related to the specific accreditation
field. In this assessment the
technical competence of the CAB
and its qualified employees, the
compliance and availability of the
measuring equipment and the means
for testing, SOPs and professional
documents including reference
documents and any additional
information, are inspected, as
required in the accreditation

standard and ISRAC procedures.
7.70 Quality Assessment

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

obligatory accreditation standard.

7.71 Integrated Assessment

Integrated assessment is performing
an extension assessment with a
reaccreditation assessment which
often occurs with no additional cost
as applied in procedure number
A-621001

MIPYON DYPTA N PN ODNIDN
,DOUNNN PTIIY PDIND DV TINNPNN
NPYTAN DTN TN MPNIY NHRNN
MPYTaN NN DIWITIN DIYSNNM
D290 NPT Y9N3 ,NDNDNY MYP1IINN
991 DN MNDN Y51 DD DIVINPN
Y5732 NONONN MNPNA WITID 90N YN
v

MIN pran 7.70

NOIYN MYIIT NYNPLN TPHPNND PTIN
TOWINPHN NN NIANWNN NOIN
NOIYN NPDOVPIAN DY YN PIDY NIVNI
D212 YNIND DY NPRNNN DT NN
900N 1PN MYIN NPT INSY 1YY
2MNNN

A%wun pran 7.71

900N P79 TAXINN NANIN PTIN ION
NADN MYY NHY DXNOYY HMINNN WINN
9901 NN0 DRNNA TWHNA VMO
A-621001

2-623001

2-623001
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7.72 Office Assessment 022101 pTan 7.72 | 2-623001
An assessment performed on the TN 220010 DI ZY PN TN TWIN PTIN

MY Y955 559D IR ,INNA NP NOYY
DYINDN PTIN YINXD) DIV .PTAN NON
DMPIVIP 29 HY PINRN YK NPINNA

sole base of organizations'
documents without visiting the site,

according to complete assessment
ININN PN WX 2-623001 1901 Snnav

TADIN PHIIRD NN MOYN NOIWNY D)
DDNDNN PTIN NN .PTINN WINIAD
207 PTIN YV MY DT 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
approval of the CAB to perform the

assessment.
7.73 Surveillance Assessment M9 p1an 7.73 | A-621001
2-623001
An assessment to evaluate if an TRDI MIN DX TN MILVHY P11 2671001
. . . b -
accredit organization follows N2ADAN MYIT TIDYs Twnn
o . 9 MPY PN VaPY
accreditation requirements. ISRAC YNa M9 PR NPT PRV MY
i . MS215N MTNPH MP2D MW IR THN
is entitled to do so as a response to
) ) ) SYND MION YONY YT NANND ,NVPN
information received from 3rd party
o INNMIV NN NIDIN NN OINRNDN
such as assessments finding, severe
IR N2 NNPNN TONNA OXPTINI
complaints against the organization, »NI01 S MABA MNEN M1
capability comparing tests failure, 599D NYOR YIPY , DY NIKNYN
and misguided use of accreditation WYN N9 TWRO NI AN 1NN
logo and so on. All of which raises a TIIND DY NTNRYN TYNN 11D PID
reasonable concern regarding the .N2NONN MYITA THOMN
organization capability to stand by
accreditation requirements.
Unannounced Assessment yno p1an | 2-623001
2-671001

,0Y50D11 DNNIN HY DXINN PTIN
NOD ,y81Nn 9T DO MWD T DY YN
N9Y P T2IN YNIND DY UNID DINON

An assessment performed in

locations of an accredit
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organizations by ISRAC at all
times. It is done without announcing
a head of time. Its purpose to insure
organization's procedure

requirements follow up.

Special Assessment

An assessment performed in an

organization following coordination

with the organization, in the purpose

of checking:

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

e 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)

7.74 Accompanied by an

assessor

NNINNN XTNY YT 119) DIINDN YN
.19NONN MVIITY MPYIN

INYn PTIN | 2-623001

5y ,UNIN DINNT NN Y¥1I0N PTan | 2-671001
: N2 TN

DOY WTIN DINNIY ONPY @
M{P>9N BOONN YITID

MW 7 MYITOY NYNLNIN @
mMLYNNY DXNNA NPHN
2-9900 YN 97y vaApnnY
muoNNN NP TONN : 651001
D97 Y'Y NONDN 281 7272
Dy DYTYNN DIRNNN : N DOPTA
ANIND AN YA

DYPTANY NADIN INNN,TNYN PTIN

D215 YNXIN DINNNN OPNMIV-YTN

(NN NN YN >PTIN NPND

Y 7.74 | 2-520001
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At training checks "under
observation™ is accompanied by a
professional checker relevant test

7.75 Controlled documents

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

documents) and forms.

7.76 Assessment number

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

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

7.77 Proposal for Discussion

A uniform and fixed format for the
submission of documentation to the

accreditation and assessment review

DNON 1A NNNY ADWA NIVONA P2
SOIMDIN NPYTAN OINNAONNPN P

D970 0¥anon 7.75

STIYNN NIPA ONPDY NONY DYDNON
YNDN) DXON) 1V NON DIINON
MYIIT IIN0N VN YINPDNY , NPITN
.DYD90V) (NDITN 22NN , NPWNNPN

29313 9901 7.76

oV DN HYOV T, TN DIY 1) 190N
1YY PVINPIY MDN MY, P TAN NN
P70 9900 NN NNN

NNN MWD WO PTann ,0Na DMIPNI
PT20N 79010 IR PTANN 1901 , NN
9905/ (LLLL) p72m10 11950 nv : 1 2599
: (XXXX) X1 92901/ (NNNN) y»ann

LLLLENNNNXXXX
YOINTIN PTANN MY PPN MNad v
ANIND HY DPTANN NN

1Y v 7.77

YOIMNDT TIYIN NVIND NYIAPI NTNNX NN
D025 PTHM NINONN NVPPOY NTD
YN 979315 NNDNN N/ T
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committee as a basis for the
discussion and the committee’s

recommendation to the General

Manager.

7.78 A Testing Facility "'in- 71990 TONN” pnnypan 7.78 | A-621001
Process of Recognition™ ANNY 1797 YNNI 2WNI PN PN

A facility is considered to be in the 5y DNN ,DXWITIN DXINDNN NN YWIHIV

process of recognition if it has TYNN MYYN 50% DY) MATOIN DNV

submitted all the required .N7ONN

documents, signed a form for
joining the procedure and has paid
50% of the recognition fee.

7.79 GLP compliance N MNIPYA NNY DX APy 7.79 |  1-200000
monitoring GLP

The periodic inspection of test TIN5 APNN MIPTIN HY MNP PTIN

facilities and/or auditing of studies GLP-N MNP NPHY NN
for the purpose of verifying

adherence to GLP Principles.
7.80 Test Facility PPN P 7.80 |  1-200000

(MHNTNN (N2 NLY) DINN ,DIVIN

ND DMPNN NINAD NPNIONN NPIIYIN
.12220) MN2 PIYD DOIOP

NI DWNIAN TYN ,DMINN 27 DIPNNA
INNRDND 2NN IPNND PN, THN INNND
MNPNN NN DY ,APNNN DN OPIN I
IN TPNNDNY TWUR DPNRANYD IPNNN

PN PN IV PDLPNP

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.
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7.81 Scope/Schedule of N999N 9N Navy 7.81 | 1-000016

Accreditation

Scope of accreditation detail and N PTINY VIO NINDNN PPN NOD)

define the activities for which .N1900NN TN N2 NMDYN

accreditation is granted.
7.82 Proficiency Testing Round M MP>72330 7.82 | 1-681001
NP>T2oV>39 HY NNXR NITO MNAD

YIVID YIY NTIPIA NTAND DPADKN
NIRRT MPITA MINNN POND

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

7.83 Assessors status PMaovvo 7.83 | 2-520001

Overall status defines the activity THY9N DXY NN PTIN : 159957 DIDVLD

of an assessor/ consultant upon WIN AN NVYNN 29 Y \WP/PTIAN
ISRAC's staff's decision. DIVLDY GOV THM) : Y9I NN
Overall comment: given in addition MY INN APYRIN PYND ,PTIaN
to the status as part of monitoring. .DNIVYON
Primary status 2IYNI DIVNVD
Potential: a candidate or YN MIWINT PTIIN TONIN : 9NOKIVID
assessor in training who has NNYNN2 O NP Yy

passed the Assessor's course.
P50 vnvn 1Hrys

Active: an active assessor.
PT20 72y2 WY DY N

Non-active: Used to serve as
an assessor.

Secondary status YN DIVNLVLD

Course: a candidate prior to a LONP TONNIIN ONPY PN 1 oNP
course or during a course.
Observing: a candidate in training, | 25wa ,pT12 NPNY TOYIN : NN A9WaINa
who has observed permitted .DOPT2NA NN DY NIWINN
assessors making an audit.

Under observation: a candidate in

training, who has made an audit,
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under the observation of a permitted
assessor.

Approved assessor: one who has
successfully passed the entire

assessor's training process.

7.84 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”.

A5V PTIA NN THYIN : NN NIYINA
AN NNN DPTAN NN DY NIVININ

NN INDNNA OYD IWR P : HYIM
WINN POIN

YWY 19¥N 1IN YN DIVLY 7.84
77NN MYIYT HNYVYN ON

900N PTAN PONN DX I2Y IUN NN
NIDN NN OYUN KD TN NNYNNL UTNN

N ,DIMYYN NITON IR) PIMINNN
92y XD L(...29TY MPrS DODN DY NINN
PNV MYIN NVONN NOIAP DV 575N
222 921 NI NINN ININON WITN
MVYIN INNIY GPINA NONON NTIVN
SININD MYHINN MWD Y5 DY ov»

NNYYN IN TV 19N 1IN Y1
2NN MY

NIV DININ 2Y 571077 295 - i1 Wi?
D200 )IT 7792 MYPI777 IN 12712
LDPPTX DWWV 17902 NI IN UNID

SIPYVIS NIV DIDNDDT
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7.85 Accreditation status

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

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

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

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

The General Manager may approve,
if necessary, "an administrative
extension of accreditation™ of the

organization.

7.86 The ISRAC Symbol

919N VIVLVY 7.85

NN DY NOINDNN DIVVD 1) NVINNN
21N OV NN

DTN NXONN DX NIYRD MYIN D70
IN ININD NANIN IR/ NINDN PIYNID
259132 NN NINDN NTYN DIV NINA
DN NV SV

PTIAN 9NN HY NNYNIN NINDNN TINND
2Y MW 5730 NN TINND YaP)
aAN51) NIRON PAIYNY NINODNN NTYN
1913 AINND WU Y PIND (9700
MP97N PP TN MDNON YTYIN NWINY
.DONIN

NV IR PYYND NNONN DY DIPNI
MO NN NIND D7930N IWINN ,NDNON
9272 N NVINN NYAP MY NNPYN
ANoNnoN

MWMTN INDID DX PIVIN NINDN NV
NN JNIND 0PN G0N NINON NYIAPY
.MPY9N DOON

LTSN NN VR NN D7OINN

S5Y 119R0NN 9PINY NPYYTIN NOINDY
AMIND

MY (1Y) PO 7.86
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The logo (trademark) of the Israel TPNININ MYIN DV 1NN YD
Laboratory Accreditation Authority TV NONONI
(ISRAQC) to identify itself.
7.87 Accreditation symbol N21YNN ono 7.87 | 1-455001
Symbol issued by ISRAC to be used | TN ¥RYUID MWUIN T 5Y pann 22500
by accredited conformity PNNNNY , TRDIIN MDINNN NIIWN N
. L hlv) ) DIN P ’9
assessment bodies to indicate they TR 730 MINA NOARPAN N0
. L Rialvdlany]
are accredited, beneath which is L !
stated the relevant standard for
accreditation of recognition and the
organization’s number at ISRAC.
7.88 Reference Value o 79y 7.88
Assigned Value -The quantitative or PRI INIIMNDIN TN -ONYD TV
e . . xmn y
qualitative value that is assigned TPARR TI¥3 NRI0NI SapHn) oAPHN
. . (MNXTY 0N SY DDIPN DN M2
(accepted by convention as being
. DNYURD DINY NN IN NNPA NDTY
the true value with known and
acceptable uncertainty) to a Control
Test Sample or primary standards
7.89 Appeal vy 7.89 | 2-651002
Request by a CAB for 112°N2Y NYIRNN NIV G0N I DY NWP2
. . 9272 5V NVONN 93 S NYTINND
reconsideration of any adverse
o . . N2PDNN DILVRVLOD NNYPN NINDNN
accreditation decision related to its
. . VPN
desired accreditation status.
7.90 Test facility inspection PPN I M 7.90 | 1-200000
mMLXYY DN ,DNPNN YV INNL NPT
An on-site examination of facilities
_ ] GLP-n mmipya onmny XY N2y
procedures and practices and its
compliance with GLP Principles
7.91 Corrective Action (m7n9) Mmpamn Aws 7.91 | 2-432006
M2HNNN MNRNMN XA D9VY NNAN NOW
QNN IN I MR PTAN DY NINRNIND
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Any action to be taken when non- MNSN ,MINRN MDY MM, 001N
compliances are discovered as a MNONN ,DMINN PIY DY IN MNP
result of an internal or external NoY DINIIPHN DPTIIM MYIN 7721y

quality audit, deviations analysis of DTN NN IVNT NT003

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.

7.92 Preventive Action Ny e 7.92 | 2-432006

Any action whose objective is to NNRNN OND MDD DVIAD NNIVHVY NIV

remove the reasons for a potential TPONONIVIY
non-compliance.
7.93 Activities mows 7.93| 2-650001

,DXMPY9 091, MP>Ta ,NMNNNT M0 2-651001

N MTYNN

Including samplings, testing,
calibrations, inspections,

certification and evaluations
7.94 Accreditation Activity Nnon M>»ya 7.94

DN TN INNNN NMVIY NPLIVAN MDYN
.9NONN PYNN

Individual operational tasks of the

accreditation process.

7.95 Conformity Assessment DR NN MPYS 7.95
Activity

Activity conducted by a CAB when | m» xnn noayn 91 7 5y N53yN Moy
assessing conformity. NRNNN NOIYN NYa
Note: Activities covered by 712007177 2T 5Y DI MIWO7T - 7177
accreditation include, but are not IV, P75, N2 AN TN , 119913

limited to, testing, calibration JOPUIN, 2010 IWP 2V 190071, 77> 73

P72 )0, D0MPY) D575 , 00180
TN, Y 20N 5Y 77977, P rn

inspection, certification of
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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.

7.96 ISRAC Personnel

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

Management Review Board to
address discrepancies, complaints,

internal assessments results etc.

7.98 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

DPNI2I 715N , 11DV DV . IIN)
YT SY YNNI INIINT) 1DV T1219080
TN D190 0290

musn s 7.96

DOYNINT DMNXNN IN DN DIVIN
YN DYVLN NIV

nYMmn s 7.97

,NMON ,NINNNN MNA DIDVY NONIN NN
STV D199 DYPTIN MINNIN

P1an s 7.98

NNYI MYIN,PTINN VI TNNY
DINNY PYIXPNN OINNA DNNIN DIPTIA
VITIN NINONN 9P>N2 DRNN ,MDINN
P12 NI PTIND AN JNIND IT-DY
7210 DN TARY ,INY IN TANR ISP
nMNY D PTAn AN DN phHa nvnd
TN 92 DNDNN ,OPYINPN DINYY D)
222N PTIAY QONI,THOM PTIA
DYPTA O) NPNY DD PTANN NN
DOYNIN IN DN DY THYN1a ,NIVONI

NN 20N ¥ NT NIPNRA .M NNN PTIN
DXPTIAN 90N NIND 2D NN

PIND N2 NN PTIN DY NYTINA NTIYNI
PTANN NN IIN DO SV ITPAN
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2-421001
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some Assessors in training, as YN YT DY N0IDN N2 PTINN AN
observer or under observation. In PUIN DY MNDNNN MINND DRNNI,IND
such cases, the CAB should be NN

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.
7.99 Observer Ny 7.99 | 2-623001
2-520001
An assessor in training, a regulator MOOMT 1Y 5¥I, NN TINNI P
and any other observer whose PTINIIMANNYN NIVIRY INNK NN D)
. NN PN YR PTIIN YNDIND YT DY
participation in the assessment was
.PT7202 N2 NN GNNYN ION
approved by the assessed
organization and the relevant Head
of Division.
The observer is not actively
participating in the assessment.
7.100 Reducing Accreditation N91Y7 9°n D18y 7.100 | 2-650001
2-651001

.9NONN 9PN PON 21022 5Y PONN
NYPA NWIN N2ONN NINONY NN
.NaNNY

Cancelling part of the scope of
accreditation.
Returning toaccreditation requires

reapplying for extension.

7.101 External provider "N P9 7.101 | 1-000010

5NNNI NHN DY DNMND NIN IN DTN
MY 1D2P YNID IN MDY ,ININ PIDD
MY DI IN PON NONY TPTIND MDY
VIND INNK NNINA INK 9N 2NN DY
DINNN NI YN 192PY NTHIAY IRSIND
qDIN ,LPNINN MDD DINNY ,NMDY

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
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obligated to by another contract.
The reason for employing a
subcontractor may be cutting down
expenses, cutting down project
risks, lack of knowledge/equipment
for performing the work, need for
expertise for confirming a result etc.
Note: a part of organization is not a
considered subcontractor, for
example: an accredited

organization’s site.

7.102 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.

NYNNIN TN ,NTIAY VI TON/YT
NI NIRNIN NUNRD

YINT TINI 777273 113V TUND : 1997
PIN Y NN TR INNG , TR0V
7193Y775 2V N2 12777, )0 IN IIND
TDUP 0305

213 019 7.102

DY NN TINY YNNI Y¥INN PTIN
921070 PTIAY IWIND PTANN .OMYUNI
IR NOMN OY PNTY PR YRID IR

, DN NN NIAY NNRN DY PTIN

NN DXNDNN VINAN YN MDIND TITNH
DNN PYTAY 90N .NONDNN MYIT
NPINN NITHIND NINXIND NPT NIOP
MYITN NNX DI DIW»Y DIYNNNY

MM NY AT P 7292 .NPOVMDIN NONONN
Y200 NS5 MOIYN NONX MNNNM N

DTP .PTA0N Y¥IAN 12 DINNL DWW
SINN DY TIN YOS 7772 0OV PTINn
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7.103 Head of Division PN WNI7.103 | 27421001

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

7.104 Regulation

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

decision.

7.1051SRAC

Israel Laboratory Accreditation
Authority.

NN NN INPINN DINNIY PN YN
WNI —9NY) DT INDNONAY PN
AMNRN

18N 7.104

M>2O¥9 NINDNA 2NN NNNINN KD
7995 9IN DY NINY NPNIAN IN NIDIYD
LN IN DN ,IADN,MPN,PIN JNO)
Y12 2NN 991N DWIAPNN NYND MY
DINPN IN NNPYIL DININD DNYYON
MY DY N9IN 92 NIV (2781
,P90 0N WNY LT 29D NONOIN MOMN
IN TMNMN NOVLM DYDMNIN DINNA NPPPN
PNYD PN ITHT PN YNV DY
2 NVONN

mw47.105

MTAYN NINONY MRS NIYIN
(Mmvwan)

2-000002
,4398 NOWNN NVINN
N22 PyYo
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7.106 Hearing w'w7.106 | 2-651001
A hearing is a process in which an IINTIN M 12V TN NN DY
opportunity is given to an IMYNYN NOONN NYAP M0 )NIND
N . . NN YIND INA I YNAY 7D N2 WOV MY
organization, prior to a major
. L )92 Y PANY PNNIYL NX YNPWND IIANN
decision making in its matter, that
) NOINNN NN MOV YT, VHNNN DINN
may heart and or worsen its
al7nbhalalyl
condition, to raise its claims on the
subject in front of the decision-
making factor, so the decision may
be changed.
7.107 Maintaining Accreditation 9990 9w 7.107 | 2-650001
2-651001
Confirming the continuance of TN 9PN NINDNN TUHN NN
accreditation for a defined scope.
A method developed by a YT DY IN NPPN PNIN Y INMAY NOOY
standardization body or by other Y MI2NPN PIOIWY 20770 100 N
M b
well-established organization whose NINRD YN ANTON NP NOPOA
DMPIND PO
methods are generally accepted by
the technical sector in question and
for which validation reference is
available.
7.109 Non-standard method (509100 XY) HpN Ny NVIW7.109 | 1-000016
A method developed by the MY INMOY NV, TMPN KD NOOW
laboratory itself (in house) or by Y INMOY NOWAIN,(1PN°1) NT2Y0N
other parties, such as a research IPNN NTIYN 303 NTIVNZ \IND DM
. . . DOVP PO
laboratory, kits supplier or other. INRAN, DO pAY
7.110Coercion Termination of 1199532 N9NoN ROV 7.110 | 2-650001
Accreditation 2-651001

DPMYN INY 95 .QA-1 1NYN NPHRN PR ISRAC 2wNn 5y DINMN NIXR DN M TN YV DIPHN DIVINDD DPMYN
2020 INY1292 3-2 DTN .T292 YDOTIN 12 DY §PIN2 DN DM DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 3, 2020




MTaYN NINVNY NNINTN MYIN 0NN MHVHRYNH MITHN

Website: YES Definitions used in the Israel Laboratory Accreditation
Authority's documents
08 : D) 19010 1-000023 : 1901 5N 50 TI0 46 190N 971
Version number 08 Procedure number 1-000023 Page 46 of 50
The process of Coercion a0 X1 HY N9 1V SY Ponn
termination of Accreditation of YN ROD,TROM PTII GN SY NINONN

entire scope of accreditation without |+ TP MPNY MINT PTIIN 9N MV
Y OISN HY THPOHNNDIND NPN INKY NIN
NYTING NYPA WY PTIAN GNNY INKD
YTN N2NON TONN NN NONONY

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.

7.111 Accreditation Process nanon PonnT.lll

12001 1NRY TV NYPA NWINND MY
735N2 9TNNY ONNNA NINONN NPRAM

Activities from application through

to granting and maintenance of

o . k)
accreditation as defined by the n2nonn
accreditation scheme.

7.112 Accreditation Scheme N990" N 7.112

91) DY NONONY DIVNIN DIONM DDYD
MYIT INMX MON DMDY ,NNPNNN NN
TN, I15910 719007977 )70 W37 : 71

ISO /IEC 17020, I1SO )71z, mZa0 )N
/1EC 17021, ISO / IEC 17025, 1ISO / IEC

17024, 1SO 17034, 1SO / IEC 17043, I1SO /
.1SO 14065 -7 1EC 17065, 1SO 15189

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.

7.113Sampling program Y1 70N 7.113

TIOXTA TYIND NONMND MINNN
199 DY NENTY . RYTI N, NIDIPN
T I GOV, PNIN N

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

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

A result from a test which lies

outside the control limits.

7.115Validation

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.

7.116 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

AN ANIN7.114

MY INHD NNNNIN NPT DY RSN
.MPan

NYn7.115

MPADN MINY MYOITN TURD , MNIUN
STYVPD VIDYD

995 7772 WNRwNn ,NTTNN DM NHONT
MNYY D202 1PN DY NONN N NDTND
PINN 1D NPTNRD ) NPIN NIV
JYNND D102

NMYN 0YpTaNnh Nan7.116

MON DY MIAPY MNY DOPTIN NITO
N2 YN NINONN PNY NPNID NINON
2¥1 ToNNA ONDHN MNIRN NIIWN
.19n0N

(30.10.XX-n 9MN> X)) MY Y5 9102
117> ©YPTNN NININD NIV PR UK
,DOPTANN N0 NYIAP , 1PNV NIPYS 1IN
PTANN INX NN DTN, 09PN
TIOINMD PNITYD INXINK PN YN
.90 H72)N0 NN NNIAWM

95 PTAN M ARKPN T DY OV NIPA
SY TMONDVIND ONPIZNY PNNNN NOAV
D290 pTian

NN NONIND TIRINN OXPTANN NONIN
295 DPTANN MION

15H0NY NINONN PTIA P2 YN NNV
oY NY WTNN NNONN YP TN P WINN

1-661004
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days assignment according to NN NMINAY PTAN ORND ¥ .0XWTIN 24 DY

pricing table and its optimal DV NONONN 9PN X9 TN MY MY

division by the lead assessor. TV PONNN NN DIYNI NIN-DY MNINRD

Assessment manager is responsible N2DDNN 9PIN 19 TV

N9N0NN 9P°N2 DNNNA YAPI PTINN TYN
255 MNYNIVY PTAN O D) PNIIND DY
D27 9901 Y TN OPN TYN) XM (P12

DX DIPTIN D) DNMOPNN 872

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

An assessment duration should be
determined according to
organization accreditation scope
(assessment day mostly one day per
technology per assessor) and it
prolongs from one day to several in
a row. Some assessments are
performed in segments.

7.117 Assessment Plan PTan »on7.117 | 2-623001

Description of the activities and PTID N¥T7 DITONM NMZYON MNT

arrangements for an assessment.

7.118 Good Laboratory (GLP) oomxy n1ayn sxan7.118 | 1-200000
Practice (GLP)

A quality system concerned with the DY2YNNA NPOIWN MK NIWN
organizational process and the ,DM)01NN BN ,DMNINIY OINNIND

conditions, under which non-clinical | ,0°197N) ,D>TYINN ,0VNN ,DOYXIAN

health and environmental safety PNYD DMPIP RO DD DANTI

.N2>202) MN’I11 MN>O2
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studies are planned, performed,
monitored, recorded, archived and
reported.

7.119 Complaint AMN7.119 | 2-432007

YT HY VI LYNY 1IN MPAY-IN NYAN
DNMNNN,NNDN GNDINININ DTN DD
G0 OV IN NINPDN 9N INMN DY MNDOYaD

YN NIV TUND ,THDID NININN NN

Expression of dissatisfaction, other
than appeal, by any person or
organization, to an AB, relating to
the activities of that AB or of an

NaNN>
accredited CAB, where a response
is expected.
7.120 Certificate A1y 7.120 | 2-660001

The final product of the
791 / NONONN PONN DY OINDN 1NN

NONDN NN MPOY NNNNN NTIVH PN
9P IPNN JPNNA NION IN PIIND
1978 NI9NN NTIVN /NDNONN P70 NID)
P72) DN OMINNN NX NI JPIND VNND
DMINT INSNN MWD T DY JNIND
5112 VNNY) DRNNA NIIN/NINOND

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 / (1-000016 1901
recognition certificate must clearly | 53504 my1iyna woyns AN WK YTIN
display the fields in which the 7.9.4 PYO ISO/IEC 17011 -3 019N
organization was inspected by Y913 119NN NTIVN WNNY TISY YHIN
ISRAC and was found worthy of .OECD-GLP -n mop»1a

accreditation / recognition
(according to procedure 1-000016).
The information that must appear on
the Accreditation Certificate is
detailed in ISO/IEC 17011 section
7.9.4. The information that must

appear on the certificates for
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recognition is detailed in the
directives of the OECD-GLP.

7.121 Certificate of recognition
A formal document in English

stating that the recognition has been

granted for defined areas of

n990 nMyn7.121

179N MIN D PYNRN NOININ MDY THDN
DTN MNHNN MINNYD

expertise.
7.122 Witnessing o8N 7.122
Observation by the AB of a CAB YNINN NYDNRNN NIIWN PN DY NININN

carrying out conformity assessment
activities within its scope of

accreditation.

a0 NNDNI MR NOIWN MWD
.19D0NN 91 T DY ININON

2-660001

2-623001
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