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1.0 INTRODUCTION Nan 1.0 ona 0om

This procedure is a reference
procedure to all the documents of
the Israel Laboratory Accreditation
Authority (hereinafter “ISRAC”).

2.0 PURPOSE

The purpose of the procedure is to
facilitate ISRAC procedures to any
reader, to understand the meaning

of terms written in ISRAC

documents.

3.0 SCOPE
This procedure shall include all
definitions used in ISRAC

documents.

4.0 APPLICABLE
DOCUMENTS
Not Applicable.

5.0 DEFINITIONS
Not Applicable.

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

documents.
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7.0 METHOD nown 7.0

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

Documents.

7.1 Periodical Fee

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

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

7.2 Document Review Fee

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

Division.
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7.3 Impartiality

Presence of objectivity.

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

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

EE S

“independence”, ‘freedom from

conflict of interests”, “‘freedom
from bias”, “lack of prejudice”,

» o«

“neutrality”,

FE T

airness”, “open-

EI TS

mindedness” “even-handedness”,

“detachment”, “balance”.

7.4 Verification

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

are achieved.
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EXAMPLE 3 Confirmation that a
target measurement uncertainty can
be met.

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

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

assessment in general, pertains to
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NSO IN I AN SV 11019077

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

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

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

An organization that assesses
conformity of products (including
services) to specified requirements.
Any organization performing one or
more of the following conformity
assessment activities: sampling,
testing, calibration, inspection,
certification and evaluations that
can be the object of accreditation.
Note: Whenever the term
“conformity assessment body” is
used in the text, it applies to both
the applicant and accredited
conformity assessment bodies,

unless otherwise specified.
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7.6 Organization in a mMY9°na M 7.6 | 2-000003
recognition status D001 NPYTA NN OPVYYW INND PHIN
An organization is considered "in
recognition” after having paid the
documents review fee.
7.7 Organization in Process PoAmaMIN - 7.7 | A-621001
2-000003

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

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

50% of the accreditation fee.
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7.8 Recognized testing
facility (see also:
Approved/Recognized
Assessment Body)

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

7.9 Accredited Conformity
Assessment Body

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

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

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

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

7.13 Mobile Site (designated
by M in scope)

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

7.14 Main Site

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

7.15 Branch

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

7.16 Test

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

Calibration, testing and inspection
are included in this definition.

7.17 Inter laboratory

Comparison
Organization, performance and

evaluation of measurements or tests

(Nava M =5 92901) 19 9N 7.13
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on the same or similar items by two
or more laboratories in accordance
with predetermined conditions.
7.18 Proficiency Testing (PT)
Evaluation of participant
performance against pre-established
criteria by means of interlaboratory
comparisons.

7.19
Within laboratory Control Testing

Intra Laboratory Testing

Program.

7.20 Rare Tests

The frequency of performance may
affect the laboratory's competence
and capability to perform a test
(and/or calibration and/or
surveillance activity). Naturally,
tests that are performed daily are
different than a test that is
performed once a year.
Accordingly, ISRAC has
determined that method verification
is required for the rarely performed
test each time the test is performed.
Another possibility is the
performance of independent testing,
initiated to save one skill for a given
period (the period could be an
accreditation cycle). The nature of
the verification will be determined

by the use of the results.

(PT) mnyn mpr1a 7.18

THD GNNWN DO HY DWINdD NOIYN
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M9 mpr1a 7.20

NNNNPNY TPMNNPNN NNPYI NN DY
IN/Y DD INA) NPT YNAD NTaYN Y
LAUND MUY, NINDN (MDD NDWo

N PN .NPYTIN NN DY NI MPTN
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These requirements shall be
specified in the organization's policy
statement and in the specific SOPs.
The organization must submit
references to support the definition
of "low frequency" for each test,
and specify how personnel
competence in the performance of
the test is maintained.

7.21 Assessor

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

7.22 Inspector

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

7.23 Team Leader

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

An assessor appointed to manage
the assessment/audit. He is a
member of the assessment team,
who prepares the assessment plan,
leads the assessment team, inspects
the CAB’s quality management

system, makes decisions regarding

P13 7.21 | 2-623001

725 ,y825 N9N0N 9N DY INNY DTN 2-520001

IO SV PTIN ,PTIN INSN PHND N
NOND TIYHN

Ypan pma 7.22 | 1-200000

PN IPNN NPYTA PTIN YSIND DTN
SNIY DY TININDT MWD DYLVN PPN

.GCLP p1an wGLP ownna

992 p1a 7.23 | 2-623001

P70 5INM0 NPINKRD NN DDPY P2 2-520001

PTAIN NN O MY P71
RapilaVipnjalviahy)

5N NX I TYN PTAN NN 1IN
P70 ,PTI0N N NN PN ,PTINN

DY MNRN DI NOIWYN NN PTIA MIN
MONMNNN MOVLONN DAPN ,PTIN PININD
92 PTANN NN NN INMN ,PTINN YINIAD
595 NP DY OININN,PTN YIND NOMN
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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
of Division in ISRAC.

P70 NIYT NION DY NPANI ,DINRNNNN
Ahvam

NN 9211 PTIA NN YW NONON PTaANnd

SPND YN 21D MmN

7.24 Technical Assessor MWINPN P1a 7.24 | 2-623001
A technical expert who has 5951 Ty WK p¥1pn onmna ano | 27220001
completed a all qualification 92N .2-520001 571 %99 MWINN MIN
requirements according to P70 VN7 ONINN WN PTINN NN

procedure number 2-520001. A PN PNIND HY TINSPRN MPWIY

member of the assessment/audit G0 TINN Y NYPINN PHN IMNI

team who performs the assessment M DNV DORNNA PIIND DY NINONN

of the technical capability of the .DNN POY XYY/PT1A

CAB regarding specific fields

within the scope of accreditation

according to a signed assessor/

advisor form.

7.25 Technical-Lead Assessor Dram-sNpn pa 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.

Note: A technical-lead assessor is
not qualified to fill the requirements
of the team leader in regard to

managing an assessment team.

D) TMIYY NYNHN TR SNEPN P12
12 ONEPN PTANY DI NNXNO NPV
N DY Nann

THOM N DM-INEPN PTIA : NN

MYPN 992 9210 PTIaN MAIN NN NONY

.DPTIA NN DD
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7.26 Interested party

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

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

including consumer organizations.

7.27 Raw data Audit

A comparison of raw data and
associated records with the interim
or final report in order to determine
in the inspection whether the raw
data have been accurately reported,
to determine whether testing was
carried out in accordance with the
study plan and Standard Operating
Procedures, to obtain additional
information not provided in the
report, and to establish whether

practices were employed in the

1y hya 7.26

GPPYIN YW PNY DY PNIN N DTN
Namlalvighl

D SV P2IYS ONPINID PP PIY 1T
P2V DNPIY PPY 1Y ; 719007 12WY
290 Y D2201100 IN DIUINYNIT 19N SV
D227 VNI 197

LT19007777 90 NN 21595 029192 123y 25y
OIPINIMAY ,iIINIT N1DIW7T 290

L IND ININNY VYN SN PY 071 IINNP0)
D705 D291 (7190 077) 11122251 22y
D>INN OPNIUNY DI PY IN OPN5U0
- 1375 ,09N5U00-N5 OININ IN
.D229998 D2ININ

DYMM NIpa 7.27

NNV D»HNI DINN) DY NIRNYN

NI DY YN IN DM NIT DY DNYPN
INNT OPNYNN OIINMN DN P10 NIAPD
VNI IPNNN DX NAPY 1D, 103

YT PYND ¥ ,0°9N0 NNO5NY ORNNA
NN’ DN VAP ,NITI NN ROV qON
.DOPINI Y9 OMNMIN

2-000002

1-200000
2-623001
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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 (x3 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.

7.31 Accreditation body (AB)
Authoritative body that performs

accreditation

7.32 Certification body

A body that performs certification.

YPTAND DX NMVIMNMDI N PTIN MY
YNDN NPPOY YINN 952 IPP¥2 NONON
PYTA MOV NPINN

NP2 Mm»ay 7.28

MRXIND DI X 9¥I0N NNV M)
NPV 2+ ) DMIPNIN 95% 2 MSIAPNNN
.NITIN MNP D) DINON NON M (PN

AYIYe MMay 7.29

0PN 99.7% 9911 NNV M)

NINND NN RN (PN NYVO + 3)
NVYPIA NTAYHN NN NNN ,NON MDD
JPTON MIPNN NNV

(19N B AN9) P12 IN M 90 7.30

212 MININ MDOYANN NNN YN TUNR 9N
:19N0NY NN9D NP

P DT OV NPN/NPYT,INT
D01 HY NYT NNN 1NN NN ,NTYNN
Mp>T1a

A90n 9 7.31

.N200N YXIANH NYNN 9N

NTYNN 9 7.32

OTYNN OMPY YIINN 9N
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7.33 Approved/ Recognized VNI IX 99 91 7.33 | 2-650001
Assessment Body PN M2 NION/NYWKR Y29 WX P 9N 2-651001
A CAB which has been SNOWNNN NNNN ST OY PN IN
approved/acknowledged by law or Rubl Salaryl
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 NN IN MYINN NINON YDPY PTG
by ISRAC or an AB which has DV TN NN DIDN DY DINNN NINON
signed a Mutual Recognition .NIVAN DY ,N2NON 9
Agreement of accreditation bodies
with ISRAC.
7.35 Colleague Accreditation nNRY 7o 9 7.35 | 2-000001
Body
Foreign AB (Outside the borders of NYTH MY XINK) I NONON NIN
Israel) and /or Regularity authorities MYI) NPNVINT MMV IR (DRIY
(Israeli governmental authority or MINIRANITIN TPIRIY NINVOY
foreign) and /or Professional EFI, 15 0nna 95m IN) wspn
organization (@ recognized MW 0y N9wa NIPwa Syon (ISTA
organization, like EFI) that P 9N NONONY
cooperates with ISRAC in the
accreditation of CAB.
7.36 Root Cause YN 0 7.36 | 2-623001
The origin of a deficiency or other | ¥ MY DM .NINN NONNN NN FW NPN
non-conformance. Root cause is the KD NP NOIDIN AON MIND
most basic reason for the deviation's skl
occurrence.
7.37 Sampling oMy 7.37 | 1-000006
A part of statistical skills pertaining TPLVOVD MNP FY PEN IMN NN
to the selection of individual YN NITTIA NPIXN YW NNIY NYINN
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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
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

NIV IDIVIIND DY YN 1IN MNNIN
YN NI

TNNY N9 NYNOVI AVNI DINTN
INDNY OV PTANY NYYTIN

: DYNIN DXADWNN 259 OWTN POIN

NIV IOOVIND DI -
VN N

0T NNON MDD -
DOVPN IN DIV NXIIP
STYTRD Y

oV DT NV NN -
IN DOV NXIIP
095 12°82) DIWYPRN
NP TPN NNON ,DIINT
N DTN MDY MINIY
DN ,NVDP NOIN NN
,IITN NN YAPY VI
LTI NN OWIUN T8O
Nala)pm)|

;77972 N791) MINSHN MY 7.38
;9999 ANYN 913 N, NP1 ANYD
(19) O NI4T

TV MWL POIN ININDAN 1PN
0TIV NINYT MYNNNI MPT IYIND
DYNYY DOXIPI DD MTIYM NP> T1a
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are sometimes called test certificates JNRNNI 21D MMT NPYTA MTIYN
and calibration reports, respectively. T2 NRPPOIND 572N 12VTH D NIV

It should be clarified that this is

only a semantic difference.

7.39 Accreditation N970N MYt 7.39 | 2-650001
Requirements 5¥ 112 MIRNNN IR MPTHIN NP 2-651001
Instructions that define the criteria DY TR0 NPNY YT, TINYD PTIAN 9NN
the CAB must meet in order to be AN O
accredited by ISRAC. MNXNIND MIAINN NINONN MYWIT
Accreditation requirements consist MY MNNN ,DPNXPNN DIPNN
of the instructions of the technical MYIT AMN M0 MTNHVHD NN

standards, ISRAC requirements and MYIN MNIN THDHNI MNPDNN N

special guidelines that define them. | ~(1-611002 7901 7301) ,n300NN TNM
D>TYPNN 20N YINDNI MYIN Y91 191
DM MP3 29N ,NTYNN NPT X910

LOMINN

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

7.40 Decision noYNN 7.40 | 2-651001

5, TPPO NIRNIN DY NODIAND MPON
ANIN NDIN IS MDIPI MYT NN

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

7.41 Annual assessment plan MV OXpTan 900 7.41 | A-621001

N9NDNN 9PN OMINN P71 2D 190N
AN DY

The number of the Assessors
working days taken from the

organization's accreditation scope.
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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
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.

7.44 Fixed scope of
accreditation (Type A)
Accreditation scope whereby the

object of accreditation may not be

n91900 90 7.42

1220 NPAXAD NMDINRN NN MWD
.N9NON MN N NYPIIAN

(C 2on) winy nanvon 99rn 7.43

NOIYN Y9NY IWINRNN NONONN GO0
NDITIND DMV YSIY NIDOINN
DINNA DINYNIN DINN DIVNIN)
95 NYIINNN NI 9N DY INMOND
.1900NN 9N T DY IWINY

NN DXNXNND NTAVNHY IWINN NINON 9PN
,UTN OPIVN NPYTAD NONDINN NVIYN
DYVYIND 2571 NANINY N

PYINI VINOWY I ,DONNDIDN/O¥IVNIN
92 NONONN NNDNI MINHIN NN VTN
IMIN NN NN D DY Wpad vapnd

YN NONON PN 2D WIXTND ¥ .NONONN
YT DTN PIPPY ©IONY IWINRD IO
DTIP 9923 NY IUN ,NPNIIN DI NPrT7aa
.19NONN 9PN 120

(A o) NPwp Nanon 9p>n 7.44

NYINT 12 NPV DD NIIYY NIRDN 9N
MIYIN OV MR NOap

1-000016

1-000016

1-000016
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modified without prior approval by
ISRAC.
7.45 Accreditation NN 7.45| 1-000016
Third-party attestation that refers to 92N 5N XN POV T2 PONN
a CAB assess the CAB for the MPYWIMN NN NN JMA DY )NIND
demonstration of its competence to NPT YN PTII M IV VPN
carry out specific conformity
assessment tasks.
7.46 Withdrawing N997/09990 HHoN 7.46| 2-650001
Accreditation/Recognition 2-651001
Cancelling accreditation/recognition NN J9INA NI9N/N9NDN 91V
for the full scope.
7.47 Voluntary Withdrawal of NN NIDN/NMON NN 7.47| 2-650001
accreditation / recognition 2-651001
Process of voluntary 19901 9P°NY NINDNN YW NY¥IN 91V
accreditation's/recognition IPONIN NON
cancelation in full or in part of its NN POND YPIAN PIND 12 NIPN2
scope. Head of Division should 73 NTI PNN UK, NI INONON
verify its request in written format. | DIPN2 1MIND NND NN NYPA N2APNN
In this case no need in an 01201 TNY PN T NIPNA )N NINONN
Accreditation and Assessment WNY : PTINM NINONN NPPOY AT
Review Committee gathering. Head TMOINAN INK IPYR 72 SKANK PN7
of Divisions should manage its NN INPINKIY DINNIND MYIDN

o . NYTN NYPA NYIN N2»NN NONOND
organizations decisions. -
Reaccreditation/recognition requires
a submission of a new accreditation
application.
7.48 Granting N990/091n00 Npayn 748 | 2-650001
Accreditation/Recognition 2-651001
Awarding accreditation/recognition 5¢ TN 9PPNY NION 7 19RO 1NN
for a defined scope of accreditation. .N2NoN
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7.49 Extending Accreditation nansn 7.49 | 2-650001

2-651001

Adding conformity assessment PN NONN NIWN MNZ2¥9 NIDIN

activities to the scope of 2RoNN

accreditation.

7.50 Receiving Authority nHUNDD MYSHD 7.50 | 1-200000

The unit within the Regulatory 95 HY TIRINKRND NNV MY NN

5S¢ NN NN NPYNIN MDD
.PIV1a ©/IN DI

Authority which is responsible for
all administrative actions to permit
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 19NDNN 9PN PYN I 99 1INT NN
place for all or part of the scope of IN 717952 PWY) NID7/NINDNN NOYUN
accreditation. I8N
Suspension of 0S¥ NIDN/NINONN DIV NN TPYYN

accreditation/recognition is made by | T¥7¥ ;117300 19PN 151/ TH0M PTa
PTIAN PO MIVAN 1NN DY,V OXN
NMPN TONNA 1IN/ TRO NPADY INND
ANMYYNY M2ON DN DX ,NIYYNN

coercion or by an organization
request. Suspension means a
cancellation of the
accreditation/recognition for a
minimum period of 6 months with
the option to reaccredit itself if the

reasons for its suspension have been

lifted.
7.52 Objection mnn 7.52 | 2-651001
CAB objection not related to the DILVLDY MYIN JPINRY THOW ) MTINN

MTNNN SUND (MY TIHI) NINONN
MP9) TAPN PTN WX DY NOINN 12X
IN (NPT INN ONSPN PTaN ,01Pvna
PVINPN NPNID

accreditation status (in opposed to
appeal) for example a decision to

perform a special assessment
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(surveillance, technical repeated re-
assessment etc.) or technical issues.
7.53 Accreditation and P730M N9NONN NPPOY N 7.53 | 2-650001
Assessment Review Committee 2-651001

A committee consists of

one/two/three members who review ,0°72N NYIDYW/OMV/TNN N2 NIV

the assessment file and assess the NN MY PTAHN PPN NN NIPIDN
findings of the NNDNNY PIIRD MPYIV/DIPTIN INSNDN
assessments/organization SV N9NDNN 28 9272 D7oMN MN92
competence and advises the General DINR P NN 273N .PTIN RN

Manager on the state of APTN A0 POY PTANI IPOYY IONND

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

of the committee.

7.54 ISRAC Law muah pn 7.54
National Laboratory Accreditation ,MTAYN NINONY PPMININ MYIN PIN
Authority Law, approved by the 1997 —ymwnn

Knesset on April 2nd, 1997.

7.55 Test technology NP1 HMNONBY 7.55| 1-000016
A test technology is the NDDIAN MYY NP>TIN NP N NNV
combination of the test matrix DXPTINN MY NABNN NN MWD
(Group of products) TPIIYN DR
and field (Type of test), see form L2120 VYND ,DMNINNN DI NPININOV
number T1-000016-03: table of DX NNV : DOPON NN MAINN
Technologies. (NP 712 ©INN) NP>TAN NI (DPIVN)
nY2av : T1-000016-03 ©V NN
NPNNOVN

There may be sub-fields, which will | >T2 X2 X2 IWR ,D)0INN >NN PN 15
1NN MNYNIV YW NI THIN NV
9P>N NADI PANNY 2PN .70

not be reflected in the definition of

technology financially. The writing
1270 M0 WITIN VDL NINONN
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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.

VN NPIYN T IRYM ININOVN
.19NON2 IWN MP 712D

7.56 Small Technology/ aMmnImNav /Mup MMV 7.56 | A-621001-22
A-621001-23
Technology a
M b
A technology with a single NVIVI NTTIA NV NYY PNINOV
. . Y 4 TY DV OMSPN PTIN NYNTN
and simple method requiring
. 77 ,7M0P a avN D N1 PNINOV
a professional assessment of
qP>N2 TADIN PNIND YV ONINI
up to 4 hours. A technology
) NIDN NNX MINTNOV NN NINONN
can be considered small,
) o 1237 A-D DTN
only if the organization’s
scope of accreditation
includes at least one
technology classified as a
regular A.
7.57 Assessment technique NPYTA NPV 7.57 | 2-520001
Horizontal Assessment technique 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 technigue for

Forward Trace

DIPAN NPITA NPV
NYNNY NHDNDN NHIRND ON ONN NPT
AN N DN NIIYNA ONDN 2359 )0
TONN 7 NPYTA NNIND THINTIPI NHPNRNN
TNV NPRNN ON NOTY IN IPTIVY
.DY29NNN 7 MP 1IN 92 2N NY NN

MPYY NN NPXTI NPV
D”9Y
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An examination from the beginning
of the process or test and through its
completion, or from a particular
point in the process to the next point
on the time scale. For example:
examination of a test from the stage
of receiving the order through
forwarding a test report to the
customer (in this case, for example,
the examination will include the
manner of receiving and recording
of the order; the work log; the
authorizations of the employees
recorded in the work log; the
manner and documentation of
sampling; the manner of completion
of the manual and/or computerized
forms; the manner of documentation
of raw data; control of the test
results; approval by authorized
signatories; printing the test report
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

TV NPYTAN N PONNN NYNNN N1NIA
NTIPID TONNA NNXR NTIPIN X NNPDY
DV NN :HWNY I PN DY NINAN

I NN NYAP A5WN SNN NPYTa

P T2 NA) MPYY NP> T YT NPONY
Y2V, NIIINN DI NYIAP 1IN OWnd
YWY D/TAIYN DY MONDN ,NTIAYN
OIN, DTN NNDOTN I9IN,NTIAYN NP2
IN/Y 2T I9INA NPITAN YDV NN
0NN DY TIYINN NPV 9INY AWNINN
,IPYTAN MNNN DY NP2, 070500

MT NOATN ,NNINN NYINN YT DY NN
MT NN ,NPYTAN MT NN NPT
TN NNy, MpoY Np>Ta

NNNRY MDPY NN NPT NPV
MDD N9 MDPYN DY NN OIN
NONNNN NTIPI TV PONNN 9ION N1NA
N2 INTIPN NTIPI NNX NTIPIN N WY
NMNON NP>TAOW NPNA DN . PONNa
NYIAP SN NPYTA NYT KXY 12 2OUNN
(9295 PYD NNA) NPYTAN WX MINTIN
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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;

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

— interviewing.
7.58 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.

mMavN NPT MP2IOV
INIID NONON G0N T HY IOV MOV

pTIn
TN 21950 219> , 7199771 1172900 - 719Y77
I MSIIW )N

;AN PTIN -

;19N -

; OPIPOP NPPD -

; OONID NPPD -

FATTO 103 -

TIPPY P73 OOVINI NPPD -

; TINN PNTIVH-)2 TINNYT)

PPN MNP -

YN0 P70 -

JIIPNT -

N Y 7.58

NNN TNIYY ,NDNDN 9N OT Y NV DTN
NPNMIN IN YT PADHN ,PTIA YW INPINN
1N PTIN NINDNN PON 12D DINAD

SONNDNY 19IND PTIN YNIN

MN32YT 2950 7DD 9N NI : 7777
197777 N 71V

2-623001
2-520001
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Note: A technical expert is not
expected to have assessor
qualifications and training.

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

an effective and efficiency matter.
7.59 Working day
The term day refers to a business

day at ISRAC according to 5
working days per week. ISRAC

TONN NN NN Y NI OOINPND VY
MWINPN NV .MYIN HY DYPTIAN NIV
Y NYIN P, P Tann 2adv Hoa D
DIV INA 15N ,MNON MY, MmN
MWINPNN ION NN DN NN .DINSHN

) NIV NYIIND PTIAN VINAN NN
MYITYOMIY DRNNA NN MDY
MvIn

5N DX2AN P10 WHNDY POND ININN
DY, NPIDOY DY DITH NN TIN PTIN
MMZO¥AN 595 TINN ,NPANN NIYNIAN
P70 NON .NINONN 9PN MNDON
GNNN VITNTY LY MHLNN NION DD
PTANNVY YT ,PTANN DIV YN PTIN
PDOVPANDY MDY YN

nay oy 7.59

,7IYI2 NTIAY OPY ONMNN DY NN
NNPND TN VAV NTIAY M 59H
NYWN SWINN TY YN D> BN MIYIN
07:00-16:30

2-650001
2-651001
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opening days are: Sunday until
Thursday 7:00 am until 04:30 pm.

7.60 Assessment Day

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

extension/ surveillance assessment.

7.61 Consultancy

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 Decision Rule

Rule that describes how

measurement uncertainty is
accounted for when stating
conformity with a specified

requirement.

7.63 Assessment

2731 0 7.60

WNT N¥ND) )12 MYV NN D100 NTay o
99 IN XYY ONSPN PTIA,D0 PTIA,PN
PTI0Y IWPNa SY N
.I57/MPY9/NANIN/NNRDN

W 7.61

NN 9N OV MY 551 MaNNWn
.119N0NY NHON NIINNN

IN DY DY NPON N MDD 1 NNNT
IR NOIYD G0N NI DI

DV 917902 INX DWW MONNWN 2 NOMNT
INRNN NN D

19T IN YN W 1NN 3 NHNT
NN DY DY MM NRIPY NXPNI0
VW NI IN /Y DMOOWAN OO 2NN
IR NN 9N

nNOINN DY 7.62

MINTFN NAVING TS INNND DO
PVIITY NHRNN DINNND TYUND NTYTHIN
IINID

P1an 7.63

A-621001

1-432000

1-661002

2-623001
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Process undertaken by an AB to 152 N2NON 4N T HY YN POIN

determine the competence of a ,IVINNN NIV 9N DY INDD DX WIPD

CAB, based on standard(s) and/or DYIDDN N/ (D) DVITVD 9y

other normative documents and for 2V ATND 9PN 53 DINN DPDONIN

a defined scope of accreditation. 1I0oN

7.64 On Site Assessment 99N PN 7.64 | 2-623001
An assessment inspecting the NLYA PMIRN MY NPT Y PTIN

CAB’s activity in the field and/or at I¥19 NIN DNIY DINK MDIPNIINA

other places where the CAB

operates.

7.65 Accreditation Assessment 999N PTan 7.65 | 2-623001
An assessment intended to evaluate | VP’ IIND DR TIVND IMI0NY PTIN

whether a CAB requesting 199000 MYITL TR, TH0DN NPNY
accreditation conforms to the

accreditation requirements.

7.66 Re-Accreditation VNN N3129N Pran 7.66 | 2-623001
Assessment 2-671001
Assessment performed to renew the AMNN DX WIND 1IN DY Y8INN PTIN
accreditation cycle. Re-accreditation | 24 7y 79y wTnn NoNON PTaN .NOPONN
assessment is undertaken up to 24 NNIPOY DTIPN PTINN TN DOWTIN

months from its previous YINN YNID 1N DY NONONN NMPN DIN
assessment date before the end of DV TIVINPNN NDIDN DY NOYPN NN

the accreditation period in order to NIDIND MINN NIWN DV PTIAN 9NN
comprehensively re-evaluate the DY

CAB’s professional capabilities and

its support quality system.

7.67 Extension Assessment 13NN pran 7.67 | 2-623001
An assessment which aims to THDID PHIIN ON TIWNY INTVNY PTIN

evaluate whether an organization MR MMZ$9 235 NONON MYIT2 T

meets the accreditation ©7pN NIBONN P12 PO Ypan XN
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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.

7.68 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.

7.69 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.

7.70 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

IYIRN NN INNN NIANIN PPTIN IOV
JUNID DNIINNN DOPTIND

MIPHN MY NN APYN Pran 7.68
(n'7929)

DYOVN NIRD ONX TIVNY INIVNY PTIN
NN YD NP MMV NN
ND DININN DX IPIID VN MNP ON)
.PTANIOYY MNKNNN

Y891 pran 7.69

.N92 XOW DYDY 1901 N9 DY TV PTIN
TIPINN 37 MTIVNS Y3 OWPO :HIYD
23N D202217992 NZ29 2905 , 110NN 27
PTINT PON D TI2 029001 92777

IINI PTI2 90 NOWOI 7122985 DN
oV Mo

swNPN p1an 7.70

VNN TN DY NPPO 550N PTIN
900NN GP°N2 YOIMDIN MY DINND
DYV TPHRNNI HYINT NPINN NDOPWa
MYXNN NPYTIN MYV SV D)DLVN
MYINY NPWNNPNRI NPNIND NI
270NN DINN DY IYPNA NNDID

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.
7.71 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.

7.72 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

MPYON DYPTA NY PN ON9DN
,DOUNINN DTNV PIINRD DY TINNPNIN
NPYTIN DTN TN MPNIY NONRNN
MPYTAN VINAD DIVYITIN DIYNNIN)
DYINDNI NPT ODN) ,NDNONY MYPIANN
951 DN INDN D15 DXV DMINPN
Y732) NONONN MNPNA WITID 90N YN
MvIn

MmN pran 7.71

NIV MYOIT NYNLNA TPNPNNN PTIN
TPOVNNPNN NN NAWNN NN
NIIYN NPDVPIN DY YT PADY NIVNI
DYDY YNIRN DY NHRNNN NTNDY DN
N9NONN PN MYIN NPOTN IINY PV
MNP0

anwn p1an 7.72

990N P70 THXINN NANIN PTIN NN
NADN MDY KOHY DXTPYD HMINNN WTNN
9901 HMNIY ORNNA TYNNA VNAND
A-621001

2-623001

2-623001
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7.73 Office Assessment 05001 pTan 7.73 | 2-623001

1IN OINON DIV DY PN TN TN PTIN
57N 9995 9595 TN ,INNA NP N9
DY9NDN PTIN YN DI .PTA0 NON
DMV 29 BY GIND WX NPINNI

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

according to complete assessment
MNINK PR WRD 2-623001 19010 SNy

TRDIIN PHIIND NN MOYN NIIYND D)
DYINUNN PTIN NNN .PTIND MNNID
9% PTan by MY NmyTa 2597

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.
7.74 Surveillance Assessment Mp*a p1an 7.74 | A-621001
2-623001
An assessment to evaluate if an TRDW MNIN DX TIWNZ INIONY PTIN 2671001
. .. > > -
accredit organization follows 12NTNN MY TIYs YD
I . 9 MPY PTAN MIPY THINYI MYIN
accreditation requirements. ISRAC YNO M0 PTIN PRI RV MY
. . MO51DN MTNPN MPX MY IR THPNH
is entitled to do so as a response to
) ) ) SIND YR YONY Y70 NANND ,NPPN
information received from 3rd party
o NNV NN NIDIN NNI OIRNNN
such as assessments finding, severe
IR N2 NNPNN TONNA OXPTINA
complaints against the organization, 5N 5WD MMHN NINEN M3
capability comparing tests failure, 9901 VLN YIOY , IHYH IRNYA
and misguided use of accreditation WYN N9 TWRO DING .Y 1NN
logo and so on. All of which raises a NN HY ATPRYN TYNN 11D PID
reasonable concern regarding the .119NONN MY1IT THOMN
organization capability to stand by
accreditation requirements.
Unannounced Assessment yna p1an | 2-623001
2-671001

,090D10 DMNIN DY DXINNA PTIN
NOD LyNI2N 0T DD MWD YT DY Y¥IANN
NDY P70 YNIND DY UNIN DN

An assessment performed in
locations of an accredit

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

requirements follow up.

Special Assessment

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

7.75 Accompanying assessor
At training checks "under
observation™ is accompanied by a

professional checker relevant test
7.76 Controlled documents
Documents to which documentation

control applies. These documents

include procedures (policy

NNNRNN XTNY YT 19) DIINDN 99N
900NN MWYATY MYPYaN

INY0 PTIN

2¥ ,UNIN DINNI NIND YNIAND PTIN
DY WTIN PNINNY DNV NNAD 1IN
SY YNV IN MPAN DIDNN YITID
DNNNA NIPNN MY 7 MYIT

2- 9901 YN 97y DapnnY MLVONND
281 9272 MVONNN NYAP TONN : 651001
DONNNN : NI DPTIA D9 HY NONON
ANIND 22N YA DY DX TYNN

)7 DXPTANT NADIN INNK ,THN PTIAN
NP2 032127 YRIN DININNN DOV
(NN NNI) YN OPTIN

MY 7.75

NNON 7NN NNN AYW1A NIVYONL P2
DOIMDIN NPYTAN DINNAONNPN PTIA

0299131 099N 7.76

STIWNN NP DMDY NYNY DIINDN
YJNDN) DIINI 199 NON DIINON

2-623001
2-671001

2-520001
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documents, performance MYIIT IINDN YN IINDIY  NIPTH
documents, professional .DX09V) (NDVTN X20DN  NPNSPNI

requirements documents, training

documents) and forms.

7.77 Assessment number 731 99010 7.77 | 2-623001

DV DN YOV T ,PTAN Y 1NN 19PN
19 PPN MDON NIY ,PTIAN NN
PT20 9900 NN NN

NNN MWYN WoN PTann ,0Na 0*PNn1a
P7201 99010 INWYI PTINN 190N ,NNAY

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.
7901/ (LLLL) p712nn y05n mw :n 259

: (XXXX) %7790/ (NNNN) yoxn
LLLLNNNNXXXX

YOMNMDIN PTINN NIAY MPIN NN W
ANINRD DY OOPTINND NMPOINA

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

7.78 Proposal for Discussion Mo ¥ 7.78 | 2-650001
A uniform and fixed format for the | *©IN7 TW N NWIND NI NTNN 1NN 2-651001
submission of documentation to the D035 PTINM NIV NPPO? NN

accreditation and assessment review NN 273305 ANIDN TN T2

committee as a basis for the

discussion and the committee’s

recommendation to the General

Manager.

7.79 A Testing Facility "'in- 70990 PPoNNA” P ypan 7.79 | A-621001

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

7.80 GLP compliance
monitoring

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

7.81 Test Facility

The persons, premises and
operational unit(s) that are
necessary for conducting the non-
clinical health and environmental
safety study. For multi-site studies,
those which are conducted at more
than one site, the test facility
comprises the site at which the
Study Director is located and all
individual test sites, which
individually or collectively can be
considered to be test facilities.
7.82 Scope/Schedule of
Accreditation

Scope of accreditation detail and
define the activities for which

accreditation is granted.

7.83 Proficiency Testing Round

ANNY NN TONNA AWN) IPNN JPIN
5y DNN ,DYWITIN DIINONN NN YINY

TONN MYYN 50% DY MOIVNN DN
RaRiialy

1 NPV NRY NN APYN 7.80
GLP

TNND APNN NPNN DY HONMPN PTIAN
.GLP-n numipya nmny MmN

Ypnn ypm 7.81

(MNTNM (N2 NLY) DINN ,DIWIN

ND DMPNN NN NPNIONN NPIVIN
.12°20) NN PIYY O»IOP

NP OYXIAN YN ,DMINN 27 OMIPNNA
INRNN 2599 IPNNN PN, TN INNRD
MNPNN NN DY ,APNNN 5NN OPIN I
IN TPRNNY TYUN DONANYN IPNNIN

PPN PN VN NDOVPIP

19171 990 Nay 7.82

N PTINY LION NINONN PN NOD)
9NONN MM JNY NMYaN

mMN MpPr1a11v 7.83
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At least one set of test items NP>T250°79 5V NN 17T MN9D
provided to the laboratory at one YD YT NTIPIA NTIYNI DOPAONN
point in time as part of a proficiency NRPRN MP>TI MINNN PIND

testing scheme.
7.84 Assessors status PMaovve 7.84 | 2-520001

Overall status defines the activity N5Y9N DNY NN PTIN : 7199957 DIVLVD

of an assessor/ consultant upon WD MY NOYNN 9 9y Y/
ISRAC's staff's decision. DILLOY GOV T : PHY YN
Overall comment: given in addition MDY NN APYNNN PIND ,PTIAN
to the status as part of monitoring. .DNIVWON
Primary status 2NYNI DIVNLD
Potential: a candidate or YN WINPT IN TANIN - ROXIID
assessor in training who has NYYN2 ©PTA DN 12y

passed the Assessor's course.
P20 vnvn 1Hrve

Active: an active assessor.
P20 72y2 VOV 109y N

Non-active: Used to serve as
an assessor.

Secondary status NVUN DIVNVD

Course: a candidate prior to a OMNP TONNIIN ONP NN 10N
course or during a course.
Observing: acandidate in training, | 25wa ,p712 NPNY TV : A8 NIWINA
who has observed permitted .DYP 7202 NN DY NIWININ
assessors making an audit.

Under observation: a candidate in
A5V PTIA NPNY TRV : NAYY NYYONA

training, who has made an audit,
TN NN DYPTAN MINA DY NIVINN

under the observation of a permitted

assessor.
Approved assessor: one who has NN NNOXNA OO IWN ,PTIA: HYIM
successfully passed the entire .VINN TONN

assessor's training process.
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7.85 Status ¢’the Information ig
not updated due to non-
completion of administrative

requirements’’

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

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

shall be modified to “suspension”.

7.86 Accreditation status

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

to convene Accreditation

YWY 19N 1N Y1INN DIVLVY 7.85
2IENININM MYIIT NNYVYN IN

900N P70 TONN NN T2Y IUN PNIN
NN NN OOVN ND TN INDNNA WINN

N ,DIMYYN NITON OR) PIMIAONNN
92y XY (...239TY NP9 DIDN DY NNINN
PNIYa MYIN NVYNN NYAP DWY H7oINY
52PY YO N PNIND INDNON WITN
MYIN INND) GPINA NONON NTIVN
SININD MYINT MMYIN DI DY DWI»

NNSYN N HYA 197N 1PN Y1INRNY
NN MUY

NIV O2ININ NIV, 5771971 295 : 7177
D20 I 77993 IV IT77 IN 105>
LDIPTIMW DIWID 17902 NI IN UNIV

SIPYYTV0 N3V DIVNDDT

9NYN VIVLY 7.86

IR DY NONRDNN DIVVD YN0 NVINNN
9ro3mn bv ndn

NTVIN NXDNN AN NIYRND MYIN 79N
IN PXIND 2NN N/ NINON PIYND
15912 NN NINON NTYN ©IDY NIM2
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.D>2N DYV HY

PTIAN NN DY NNIWRIN NINDNN TINN
2y MVYIN 57230 NPNN TPINND YIP)
aANOD1R) NINON PAIYND NINODNN NTYN
1919 INRY WNRWN 1T PIRN (07N
MPY97 YPTANY MONDN YTYIN 2IWIND
.DONIN

NOHWIN TPYVNY NNDNN DY DMIPNa
MOT NN YNIND 79301 TWIND , 10NN
9272 D NVONN NYAP MY MIPVN
Rimjalviy)

MWMTN INDIN DX PIIN NINDN NINDIY
NN ININD 0PN G0N NONON NYAPD
.MP>9N DOON

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.

7.87 The ISRAC Symbol MY (D) ono 7.87 | 1-455001
The logo (trademark) of the Israel TPDINDN MYIN DY 1NN 1D
Laboratory Accreditation Authority MT2YN NINONI
(ISRAC) to identify itself.
N99090N ouno 7.88 | 1-455001

7.88 Accreditation symbol

Symbol issued by ISRAC to be used
by accredited CABs to indicate they
are accredited, beneath which is

stated the relevant standard for

NN WHW/ MYIN YT 9y Pomn 9900
PRNNNY , THDINN NYPNNN NI 9N
IMINM I90M) NIINN N N PN YW

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

7.89 Reference Value

Assigned Value -The quantitative or
qualitative value that is assigned
(accepted by convention as being
the true value with known and
acceptable uncertainty) to a Control

Test Sample or primary standards

7.90 Appeal

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

7.91 Test facility inspection

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

compliance with GLP Principles

7.92 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.

oI 79y 7.89

SN IN STINON TIWN -ONPN TIY
YIINNM TV NNODN HAPNN) ONHN
(MXTI 90N HY DHNPH DT M
DVUNT DIND AN IN NP NITY

Ny 7.90

95 SV NYTINN NPNIAY YNIN T DY NYPA
NNYPN NINONN 1272 DLW NVINN
VUP12nN N2RDNN DIVRLOY

99NN 1P Yy Mpra 7.91

MY DYONI,DNPNN DY INNI NPT

GLP-n mmapya onmny nXy nTay

(57109) Mpnn Nys 7.92

M2INNN NNIRNN MNXA DOV NNIAN NIW
DN IN NI MODN PTIN YW INNIND
NMZN ,MDINN MNIYI MM, 00N
MXONN ,DMINN PIY MY IN MIMPD
NOY DYNSPNN DXPTIAN MWIN T
DI DX YNNY NIVNI
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7.93 Preventive Action Ny NP 7.93 | 2-432006
Any action whose objective is to NNNNN IR M0 HVIY NNIVNHY NI
remove the reasons for a potential APINNIN
non-compliance.
7.94 Activities moye 7.94| 2-650001
Including samplings, testing, ,DXMP 0PI MP T, MNdNT MIID 2-651001
calibrations, inspections, ANPNI TN
certification and evaluations
7.95 Accreditation Activity N2noN MY 7.95
Individual operational tasks of the | TN TN> IMNHN NPIVII NPZIWHN MPWN
accreditation process. NPONN THNN
7.96 Conformity Assessment IR NIIYN MY 7.96
Activity
Activity conducted by a CAB when | mynsxnn noawn qn o1 9y nowan moys
assessing conformity. NNNNN NN Nya
Note: Activities covered by 712007777 2T 2Y 710190077 IN2Y977 : 7177
accreditation include, but are not ,IPD ,INPPTA0 , NI PN TN 119910
limited to, testing, calibration, S OPVIN 207123 MWD Y 190077, 7717772
inspection, certification of P73 )50, D2 PY) 22227017, 071800
management systems, persons, TIVIN ,ITY 210N SV 7312977, 1018
products, processes and services, DINIPIIION IOV DU7 IVN)
orovision of proficiency testing, YT Y NN TININTT 1277 111219909
JIVONIT IO W0 D290
production of reference materials,
validation and verification. For
simplicity, these are referred to as
conformity assessment activities
being performed by conformity
assessment bodies.
7.97 ISRAC Personnel MY s 7.97 | 2-421001
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Internal or external persons carrying
out activities on behalf of ISRAC.
7.98 Management Review
Board (MRB)

Management Review Board to
address discrepancies, complaints,

internal assessments results etc.

7.99 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.

DOYNINT DOMNNN IN DN DIVIN
YN DYLN NNV

noNN N 7.98

,NMON ,NMINNNN MNA DIDVY NHMIN DIND
STV D9 DYPTAN NINSIN

P1an s 7.99

NITYI MYIN ,PT0N NN TNND
DINNHOMNNPNN DINNA DXNMN DOPTIAA
YITIN NONONN PPN DXNNZ ,MIINN
PTI2 NI PTANN INK JDINRD IT-DY
NN 0NN TARY AN I TR ONNPN
MIND 9D PTan AN DN PpNHa nvnd
TRN 92 DINDNN ,DMNNPN DINYY D)
220 PTAY qoNa,THOM PHaa
DXPT2 O) NPNY DD PTINN MINA
DOYNIN IN DINN DV THYN1 ,NIVONI

NN 201D ¥ DY NIPNI .NMIY NNN PTIN
DOPTIAN 190N YIIND 27 NIV

PINN N2 NN PTIN DY NYTINA NTaYN2
PTANN NN YN YO SV IPPON

YR T DY 1IN AN PTIND NN
WIN YW NINKNNN MINND ONNNA PN
NN

2-421001
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7.100 Observer NOIN7.100 | 2-623001
2-520001
An assessor in training, a regulator MO, Y3, NIWON PINNI P

P70 IMANNYN NIVIRY INK NN I
NAIXN PN YR DTN PIIRN T DY
.PT202 NOOY9 NN GNNYN N

and any other observer whose
participation in the assessment was
approved by the assessed
organization and the relevant Head
of Division.

The observer is not actively

participating in the assessment.

7.101 Reducing Accreditation 19100 9PN DISNS7.101 | 2-650001
2-651001

Cancelling part of the scope of NIRONN 9PN PIN 51073 5 7O

accreditation AVYPA NN N2»NN N1OHDNY NN

Returning toaccreditation requires NN

reapplying for extension.

7.102 External provider MWN P90 7.102 | 1-000010

21NNNI NN DY DMND PNIN IN DTN
MY V2P YN IN MDY ,ININ PIOD
MY91 99 IN PON NIV ITIND MDY
VINT INN DTN INX 9N 2NN 7PHY
DINNAN NI YN 192PY NTIAY NINSINY
DIN, VPN NIV DINAY , NPDY
NPNNINA TN ,NTIAY MINID TPN/YT
NYTO) RSN NMUND

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. | WIN7 7102 77273 172Y00 TWND : 9871
Note: a part of organization is not a PN 17 NN TODNI NN, TOOIIN
7772Y7772 2V XD 13777, )0 IN IIND
TP Vo325

considered subcontractor, for
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example: an accredited

organization’s site.

7.103 Pre- assessment

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

one day.

7.104 Head of Division

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

7.105Regulation

A binding rule of conduct within an
economic or social activity that is of
a general nature (such as law,

regulation, circular, procedure or

2731 079 7.103

DY NN TIXY )NIND YD PTIN
92191 PTIAY IWINND PTIND .OMYNI
ININD NOTN DY NPT PINRD WRID NN

,MDONN NN NAY NN DY PTN

NN OXNINN VINAN ODNN MR TITH
DN PYTAY Q0N .NONDNN MYIT
NYINK NITIND NI NPT NP
MYITH NNX D DIW»Y DIYNNIN)

NN XY N3 PTANI .NPVINDIN NINONN
Y2)D NPYYD MOIVN NINX MNNNM N

DTP .PT20N YN I DINNA DY
SRR O TIN YOS 7772 05V PTan

PN WN7.104

GNN RN INPINN DINNIY PINT YR
UNI — PPNY) DT ININONAY PTIAN
9NN

8N 7.105

M2O¥9 NN 2NN NNNIND KD
993 991N DY XINY NPNIAN N NPDIYD
,ININ IN DN NN, PN ,PIN D)
Y1 2NN 9PIN DX22APNN NONI MO
DXIMNA N NNPYIA DONIND DNOYON

2-623001

2-421001

2-000002
,4398 NOVNN NVONN
N22 PYO
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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.

7.106 ISRAC

Israel Laboratory Accreditation
Aduthority.

7.107 Hearing

A hearing is a process in which an
opportunity is given to an
organization, prior to a major
decision making in its matter, that
may heart and or worsen its
condition, to raise its claims on the
subject in front of the decision-
making factor, so the decision may

be changed.

7.108 Maintaining Accreditation

Confirming the continuance of

accreditation for a defined scope.

MY T DY NIN 12 NINY (278D
,POD 0N WNY T 290 NONDIN MOMIN
IN NN NV DYOMIN DINNA NPPPN
12Y9 TIN5 9T PR NV DOV

2 NOONN

mvH7.106

MTIYN NINONY NININDD MIVIN
(Mmwan)

WY 7.107

NNTIN N IV TON NIN WIDY
TPMYNYN NOONN NYAP MNAD ,ININD

NN YIND IN/ 12 YN YT NI WOV I1MYa
92 T PNIYA PINYL NN WNRYND IANN
NVINNN NN NMIYIY YT ,VONNN DIV
VNN

12290 M9°v 7.108

TN GPNY NONONN TYNRN NN

2-651001

2-650001
2-651001
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7.109 Standard method (1°0910°0) NIpn NV>W7.109 | 1-000016
A method developed by a YT DY IN NPPN PNIN Y NNMAY NOOY
standardization body or by other 2Y MYNPR PMLIVY 2071 120 NN
well-established organization whose NISE? Y1) 217N WP NOPON
PN PO
methods are generally accepted by nNPNI PN
the technical sector in question and
for which validation reference is
available.
7.110 Non-standard method (7097300 RY) NNPN XY NVIW7.110 | 1-000016
A method developed by the MY INMBY NVIY , NIPN NI NOIW
laboratory itself (in house) or by 1Y INMAY NOWIN,(1P13) NTVNN
other parties, such as a research PN NTIYN 10D NTIVNT \INKD DI
laboratory, Kits supplier or other. ANRAN,DOP PAD
7.111 Accreditation termination N9noN N>OW7.111 | 2-650001
The process of Coercion termination QPR X191 HY 19 91073 5w PHIN 2-651001
accreditation without enabling the STROI NPAY NN PTIAN 9N MIWON
CAB to return to accreditation, only | 1w 8N YW YNDIIH NP INKD NIN
after a minimum period of six NYTIND NYPA LY PTIAN GONY INKD)
months and after the CAB VTN N9NON POIN YN NoNoNY
submitted a new request for
accreditation and will go through
with a new accreditation process.
7.112 Accreditation Process NonoN PYINT.112
Activities from application through N20DN NN TN NYPI NUINN MW
to granting and maintenance of 5N ITHNNY OXNNA NINONN NPRNM
accreditation as defined by the 1ARTNN
accreditation scheme.
7.113 Accreditation Scheme N219H 75N 7.113 | 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
17021, ISO/IEC 17025, ISO/IEC
17024, 1SO 17034, ISO/IEC 17043,
ISO/IEC 17065, 1SO 15189 and ISO
14065.

7.114 Sampling program

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

weather, river flow and more.

7.115Deviation in the result-

A result from a test which lies

outside the control limits.

7.116 VValidation

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

Y97 DY NINONY DWINN DIHNM DD
MYIT IMN MYN DY ,NINPNNN NN
TN ,IN5210 719007977 )70 IIWPIT - 777
ISO / 1EC 17020, I1SO )15, moa0 1N
/1EC 17021, ISO / IEC 17025, ISO / IEC
17024, 1SO 17034, 1ISO / IEC 17043, 1SO /
1S0O 14065 -7 IEC 17065, 1SO 15189

112°)10 NN 7.114

,TITN TYIND NONDNN MIDNN
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M NN NRIMIN NPT DY IRNIN
.MIpan

Worn7.116

IN DNDN TYPH YIDOY DY MPIA0N NN
NPDLPMIN NPRI NPADN TIT DWW
ANDD MAIPIN MV TV

095 7772 WRYNN ,NTTNRN DN NNNT
MNYY , DN )PIN DY NDNN D NTPTID
PIND 1D NTTNRD D) PPIN NI
DUNRND D102
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measurement of mass concentration
of nitrogen in human serum.
7.117 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

DMYN 0XPTanh MPdn7.a17
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11727 ©YP TN NYNIND NIV PRN WK
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IDIND NITYI ININK PN YR
.19N00N 972)N0 NYIND NNV

395 DTN M RPN T DY VY NIPa
DY PHRPVAIND DNPIZN PNNNN NYIV
202N PTIANOT

NN NN DIRINK DXPTANN NONIN
W90 OYPTANN NNION

N9NONY NINONN PTAN P2 PN NNV
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NN MNAD PTAN DRND ¥ .DOWTIN 24 Dy
S¥ N2NONN GPIN X9 TV N0 MY
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.9N0NN 9PN X TYIND
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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.

7.118 Assessment Plan

Description of the activities and

arrangements for an assessment.

272 NN 7.118

P70 YIS DATONM NMPYON NNON

2-623001

7.119Good Laboratory (GLP) oomxy n1ayn sxn7.119 | 1-200000
Practice (GLP)
A quality system concerned with the DY5°97N2 NPOIYN MK NIWN
organizational process and the ,D2I0INN DN ,DONINIY DIININD
conditions, under which non-clinical | ,0°197IN1 ,0>TVINND ,DXVNN ,DOYNIAN
health and environmental safety PNYD DNPIP RO DD DANTI
studies are planned, performed, -N2202) MNI11 MNPV
monitored, recorded, archived and
reported.
7.120 Complaint nNYNT7.120 | 2-432007
Expression of dissatisfaction, other | 7 Y, MY YN N MPIV-IN NYaN
than appeal, by any person or ONMNNN ,NDNON NI JNIN IN DTN 9D
N

organization, to an AB, relating to G0 YW IN NINON 9N INMN TY MDY

o 7798 MY TIUNI , TR0 NINDIRN NIIWN
the activities of that AB or of an

_ 12N>
accredited CAB, where a response
is expected.
7.121 Certificate NTYN7.121 | 2-660001
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179N /7 N2R0NN TONN DY INDN INNN
NONON X MPIY NINNN NTIVN NN
9P PPN PN NN IN PININD
199X NI9NN NTIVN /NDNONN 9PN NID)
P72) DN OYINNN NN NI JPINA PNND
DMINT INNNN MYIN T DY )NIND
5112 VNY) DNNNA NIDN/NDNONY
.(1-000016 7901

N2NONN MTIVN WNND TIX IWUN YTININ
7.9.4 9yo ,ISO/IEC 17011 -2 v M9
WD NIONN NTIVNI WNNY TINY Y NIN

The final product of the
accreditation / recognition process is
the certificate that informs the
customer of the scope of
accreditation granted to the
organization or the scope of
recognition in the research facility.
The scope of accreditation /
recognition certificate must clearly
display the fields in which the
organization was inspected by
ISRAC and was found worthy of OECD-GLP -nmaoprs
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.

7.122 Certificate of recognition NN AMYNT.122 | 2-660001
A formal document in English N72N MY %D TYNN HIIN DY THoN
stating that the recognition has been DTN MNHNN INNT
granted for defined areas of
expertise.
nasn7.123 | 2-623001

7.123Witnessing

Observation by the AB of a CAB
carrying out conformity assessment
activities within its scope of

accreditation.
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