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1.0 INTRODUCTION

Accreditation, re-accreditation, accreditation extension,
and surveillance are contingent upon compliance of the
applicant / accredited organization (also referred to as
CAB/ Conformity Assessment Body) with the
accreditation requirements, and upon submission of
information and documents supporting the
organization's capability to perform inspection,
calibration, or testing activities in the requested scope
and the existence of a functioning management
(quality) system that satisfies the demands of the

relevant standard.

Review of documentation supporting the
abovementioned capabilities prior to the assessments
allows for proper preparation and effective assessment.
Handling the assessment findings, and continuous
verification of the credibility of the processes described
in the scope of accreditation must also be documented
by the applicant / accredited organization and

evaluation of the documentation by ISRAC.

2.0 OBJECTIVE

The aim of this procedure is to define, in accordance
with the relevant international standards, the
requirements for organizations requesting accreditation
/ accredited organizations, and the information to be
submitted to ISRAC to allow its staff to adequately

conduct the accreditation related activities.
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3.0 SCOPE mnn 3.0

3.1 ISRAC's requirements for organizations
applying for accreditation / re-accreditation /

extension / surveillance.

4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17011: Conformity Assessment —
General requirements for accreditation bodies

accrediting conformity assessment bodies.

4.2 ISO/IEC 17025: General requirements for the

competence of testing and calibration laboratories.

4.3 1SO 15189: Medical laboratories —Requirements

for quality and competence.

4.4 ISO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of

bodies performing inspection

4.5 ISO/IEC 17043: Conformity assessment —

General requirements for proficiency testing.

4.6 ISO/IEC 17034: General requirements for the

competence of reference material producers.

4.7 Procedure number 1-611002E: ISRAC and its
Accreditation Process Guidance and Requirements.
4.8 Procedure number 1-681001: Policy and
Evaluation of Comparison Testing Performed by
Accredited Laboratories.

4.9 Procedure number 1-000006: Requirements for

Organizations Requesting Accreditation for Sampling.
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4.10 Procedure number 2-432006: Nonconformities,
corrective actions and improvement.

4.11 Procedure number 1-661004: Validation Policy
for Test Methods.

4.12 Document number G-119-005: Instructions for
Test Kit Evaluation.

4.13 Procedure number 2-621001: Receipt and
Review of the Organization’s Documentation.

4.14 Procedure number 1-000023: Definitions used in
ISRAC's documents.

4.15 Procedure number 1-000016: Criteria for

Establishment of a Scope of Accreditation.

5.0 DEFINITIONS

For relevant definitions see procedure number 1-

000023.

6.0 RESPONSIBILITY

6.1 Organizations applying for accreditation / re-
accreditation/ extension / surveillance, or any other
ISRAC assessment, must comply with the requirements
of this procedure (in addition to the requirements of
ISRAC procedures and the surveillance agreement) as a

condition for the organization’s accreditation.

7.0 METHOD

7.1  The prerequisites for accreditation
The process begins in an application by filling a kit

available on ISRAC website according to the requested
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accreditation standard and payment of the document
review fee:

https://www.israc.gov.il/?CategorylD=222

To receive accreditation for a specific test method, the
laboratory must meet the requirements specified in table
1 in this procedure:

7.2 Organizations requesting an accreditation / re-
accreditation / extension assessment, shall submit the
documentation listed in table 1 below (for the translated
table, please see appendix 3) according to the type of
assessment and the proper standard, and shall send them
together with a signed form number T1-000014-03
(published on ISRAC's web-site) along with any other
document requested by the head of the division. After
the initial document submission, and in case nothing
has changed in their content, the organization can forgo
re-submission and instead send ISRAC a statement that

said documents have not changed since.

7.3  Most of the documents listed in table 1 are
needed for the process in most
accreditation standards, the requirement's
relevance to the CAB is mentioned in the

first column.

Note 1: A CAB requesting an extension during a re-
accreditation assessment is required to fill the check list
for sending the documents (form number T1-00014-03)
and send it to ISRAC together with the other documents

towards the re-accreditation assessment.

Note 2: If ISRAC has the need to translate some of the
CAB's documents, those documents should be sent in

word-format. The initial translation will be completed

https://www.israc.gov.il/?CategorylD=222
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by ISRAC. However, it is the responsibility of the CAB
to update the documents in both languages. Completion
of form number T1-000014-03 is a requirement for

accreditation and extension assessments.

Note 3: Organization Presentation Document no. I-
611003 is required to be filled in the first submission
request for accreditation before the initial assessment.
Any change during the accreditation cycle must be

submitted in the Organization Presentation Document.

Note 4: Organization transfer to a new site requires it
to undergo an assessment within one month from the
transfer and in any way before conducting any
accredited conformity assessment activities. If a month
has passed without an assessment, it shall be

considered to suspend the CAB’s accreditation.
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Attached: Technical MNN WTN NN NININ
Requirement VIDWd) surveillance QMS Extension Re-Accreditation | Accreditation Requirement No.
tanie) surveillance or a new site
Extension
The Organization Presentation 1
Non 1-611003 yIxD NN TOoN
document (Document No. 1-611003), \ \
, DM
completed and signed.
Checklist for relevant standard J Y20 YNIND 2 JPNY NN NV 21B
requested by the CAB 1210N
Statement of impartiality \ D29 XIWN NID NTIAY DY NINNN 2
Procedures put in place to identify and N N SV NIDN/DINNN NIIWND DO 3
manage risks to impartiality. \ MTIAY2 DN XIWNID NP0 DN
NN
The quality manual conforms to the DY DY 191N 5910 MNN PITH 4
accreditation standard requirements NNTNNI 1IADM JNNN OY VYV
(table of contents / index, including ORPVIE) ~ ~ P
NTNIPTIVND
procedure name, version/date, and (@NOTY PM
number).
Technical Procedures for: Testing, OV, NPT DOINDN DD 5
Calibration, Sampling, Inspection \ \ \ \ POIN 9919) PT nyiown ,ny»na,0n
(table of contents / index, including
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Attached: Technical MNN WTN INND NININ
Requirement VIDOWI) surveillance QMS Extension Re-Accreditation | Accreditation Requirement No.
0TIVn surveillance or a new site
Extension
procedure name, version/date, and 17909 DN DY DY DIMNY
number). NTD
Applicable documents (not protected ,DMIIND DOIPN) DMWY DIINDN 6
by copyrights). NPT DN DPNY) T DO not
\/ TN 9O \/ \/ (DMNY required
As required by
ISO/IEC
17043
A list of equipment used for testing. \ N N N P72 WRWND TSN NDOYA 7
A list of qualified personnel and DNINNMI VIXIAN SVNN NNDOYI 8
authorized signatories for methods, .DMWN NP>TAN 225WO
with their signatures. A list is expected \/ \/ \ \
for each enterprise sites (including
temporary, Permanent...)
A table of correspondence between NNRND NOV 9
each procedure and the relevant J J J J 990NN NPNY NINRD DI Pa
standards, reference documents, or -DPINI0ON
other applicable documents.
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Attached: Technical MNN WTN INND NININ
Requirement VIDOWI) surveillance QMS Extension Re-Accreditation | Accreditation Requirement No.
Canlya surveillance or a new site
Extension
An updated Scope of Accreditation J J MY DTV NDNDN 4PN THON N10
document .MYOYAN NYPIAN 12
Proof of participation/registration in PT -1 MANNVNY NN 11
Proficiency Testin PT (Proficiency Testin not
y g y g
inCluding: 9919 required
L s by
A summary of all activities within the PT -n oynna m»yan Y5 5w 01»0 ISO/EC
PT (which tests were conducted, in DT NP2, MPPTAIPN) | 17043 and
how many some specimens, in how N72YNN NIRYIN ,0°120 NN 17020
many rounds, the results obtained from ,DYINN DYONNVND NNNIYNI
the lab compared to other participants, \ \ \ \ DIPT MY NPYL/MNDIN/MPIN
deviations/trends/issues identified, MYN/NIPNN MWD 13V
discussions held, corrective actions, TN MOV )PINNR IPYRM MINY
planned and monitoring of mowam oXxNn/PNRt PT 80y XD
implementation). The summary will be WD NI DY NTAYNN NYXID NN
available, along with the current list T, MUY WA DIPON (MY W DY
5 5
(previous section) at least one month (BTP PYD) MOITWHN NPWIN BY
2NN PTAN D Na0 WTIN MNaY
before the assessment planned.
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Requirement vIDIW) surveillance QMS Extension Re-Accreditation | Accreditation Requirement No.
Canlya surveillance or a new site
Extension
Updated PT status table, including noon NN PT owovo nbav
information on PT programs in which WAy PT nyaom by y1n
the laboratory has participated, and a (MTNY) TPV IT TIM
two-year prospective plan for NNNYN NN MANNYND
participation in inter-laboratory 555 ,(PT) ©»NTayn»a .nnn
proficiency testing (PT) at least for one PPNV MNYNOL Y52 MNON
method per technology included in the .UPIann nononn
requested scope of accreditation.
Document describing in what ways the 0N PNINN T INNNDN THON 12
organization is monitoring the validity \/ \/ \ \ INSIND MPNN NN
of results
Statement of conformity to MOYXVUN NOINNN NINNN 13
standards/specifications and clearly 9D DOVI9N/DYVITIVDD not
defined decision rules N N N N NINXNN DN DY NVLONNN r::;irzd
y
ARARRA 15189,
ISO/IEC
17020,
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independent tests have been conducted 297 MR NI M1 (10) ISO/EC
Y Y
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. . W PN 3-4 , ISO/IEC 17020 72y
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o DY M
accreditation. \ \ \
»25W Y95 NN 919D PN NMINIAN
For ISO/IEC 17020: 3—4 complete
NVH/MNDNT NP MDOYON
inspection events.
DT T MIPX/NPYTAN MINMYA
Execution must encompass all stages
of the activity, from sample receipt or
the creation of testing/inspection
records through to reporting.
For accreditation Type C, where the ,Type C vy nonon 9pn May 15
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. - 5 5
equipment etc. In addition to the WD GO, 1IN ATINNN
. . NTI2Y DX2NIN ODNDN ,NMOTIVIN
updated list, the CAB shall submit the Iy ' ! i
99y YN NINDN >0 NN
procedures relevant for performance of
‘ 1-000016 5112 MANKINNDN MYIITN
the said tests as well as documents
P9RON 9PN NITINY DIPIPY
mentioned in document 1-000016:
Criteria for the Definition of the Scope
of Accreditation
verification reports for standard J J J MY (NIPI9N) MNIYR MINYT N16
methods used by the CAB. ANINDINDIRY MYTN NMIPN
Validation reports for new in-house MYXY (TINT) PPN MHIMT 216
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Example of a validation report for PT PT 500319 9 n 0oyt nopnt )16
sample validation for each technology. 95912y (sample validation) ’\93117;
[z

v v v v NONOV ISO/IEC
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Validation reports for modified 172V MOVIYY PN MINT 17
methods. OMPY not
\/ \/ required
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ISO/IEC
17043)
Estimated uncertainty values for the MYWI NOWINN MNTIN ON 18
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scope Iy Imyoss o oo DONNHDN NN DI SPD MTAYN | required
Calibration laboratories are required to As required As required As required As required DONININ ISO/I]S(}Z/
add the complete uncertainty balances. 17043)
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and the relations between quality N N N NN MY 2OV 7Won , MIN
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List of field laboratories. The 2192 YN .NTYN MTIVND NHDOY 21
information shall include at least the TPYN ,NTYN NTIYN DY NN MNad not
following: name of field laboratory, TWN PORMPIN DY, ¥13p INND required
_y . by
affiliation to a permanent site, name of \/ 71899 \/ \/ 9% IN) NPNNN XN INNN ISO/EC
. . . o . ) 9N > >
the client with which the site is As required ©PROMY M9X "Ny (PhRno 17043)
. NTVN NTAYN DY MOYON
connected, operation start date (or
prospective start date), and prospective
operation end date.
In case of sensory testing, the CAB 5y, NMDID NPYT22 YT NI/ 22
shall present an approval of testing for ) 2V NPT NYWIN PINT NTIYNN
N9
v T N N NN IN DPVIMYIN DTN YTNY

relevant employees, or a statement that

these were verified.

As required
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Canlya surveillance or a new site
Extension
In case of a multi-site organization, the 5Y 29NN 29 NN 2T NN 23
CAB shall provide: : PADY NN
1. an SOP defining how to open, T PTHINN S .1
operate, and what are the DM, DX2YaN ,DIPN
supervision and closure NI MP97N PYINN
measurements for a temporary YW 2)D ,INT INN
site, concerning the list of NNXNY NINN OWYIIN
qualified employees for YINN Y5, MWD
issuing certificates, in all the IN T, 2P YNIND
permanent, mobile or N TN 90 N N RA)ALY
temporary site locations. As required
WNIY TV MITAYN Nnovy
List with all the temporary sites (field DV NN TINSY 9199 YN .INN
laboratories). The report will include at A12P INND TEVN ,NTWN NTIYN
least the temporary site name, the NN TV PIN PO DV
permanent site that it belongs to, the (AN 7MY IN) APANA S
name of the client that it belongs to,
SV MY DMNOND NN NN
and the dates that the temporary site is
NTYVN NTIVN
planned to be opened and closed.
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CABs with in-house methods are VAT 7PN DLW DD DININD 24
required to send the scope of DY NONPDNN >0 NI NN NDYD
. . . TN Y
accreditation with the mention the v A red v MV PIND NOIWN DM 90D Y
s require

EE)

number of the SOP in the “remarks

coloumn.
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7.4 Guidance regarding some of the

prerequisites:

7.4.1

accreditation:

Performance of tests as a prerequisite for

7.4.1.1
10 tests, if possible, using the method for which the

ISRAC requires the performance of at least

accreditation is requested, as a condition for laboratory
accreditation for the performance of the tests /

calibrations.

o The tests shall be performed according to the
laboratory's procedure to which the
accreditation is requested and were performed

during the last six months.

Note: This requirement is also valid for extension of
the scope of accreditation. Towards the
reaccreditation assessment proof is required that
technical competence was maintained during the
accreditation cycle with at least 10 independent tests.
These tests may include intra-laboratory comparison,

inter-laboratory comparison or PT.

o The test results should reflect the abilities of the
laboratory. For that reason, laboratories that report
only parameter values must demonstrate its ability
to identify the measured value. Therefore, in
analytical laboratories, and other relevant areas
where a negative response or lack of finding or
reported value is below the detection limit does not
necessarily represent proof of a reliable result, at
least five test results in which the parameters are

identified and quantified shall not be negative.

IIPNTPN MYWHT NN MINan 7.4

$N9NDNY DTPI ININD MPITa VI 7.4.1

mMp 1A NTayn nonon man mvan 7.4.1.1
NV ,MNAY MP>Ta 10 S YI¥22 DD INAN
ATV D53 NONONN NYPIAN PDY NPYTIN

DYINININ DNV 9D WD MPITAN e
WXL YN ,NONDN NYPIAN POND NTIYHN
NINKN MWD O8N

712007 92571 NANINL DI 719750 1 AIWIIT : 71T
NPOY NS, WTINY 120077 %7720 INIFS
SUINNI WITI 719007 MDY TE7P2 IOIH
IND1D 15N 2272 . 150 dN23 M2 73 10 1N95
TV OY NNV, 00T P2 TN 21995
IOV NNV 29N IN TIINN

M2 NN GPYO MPITAN MRINDY e
DYy NNNTH DTN NN .NTIVNIN
NN MM NN AR ONTNY PYY,TaVa

,IPPVDIN MTAYNA )D DY TN TN
N2VN DN DINK DMVINTI OININNIY
ANTHRN TIV IN R¥NDND ITYN IX IOV
NN NIIN2IPN NN 907 NNNN
TN WRN MNSY N3N NPYTAD NN
JUN RSN NPT MOPYN MP TN WY
DM TTRIN VNI N DOV NN
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e When the laboratory is using a decision rule, or

when the result is qualitative, the tests sent to
ISRAC must include results that conform to at

least two of the decision rule categories. In any

case, the results must be reported while taking into

account any uncertainty values established by the

laboratory.

e The laboratory is required to demonstrate that

the complete test procedure was performed for

each of the tests, from the sampling stage to the

issuing of a test certificate (inclusive) (see
Procedure number 1-000006).
7.4.1.2 In special cases, where the above

requirement is not applicable:

e The laboratory shall inform ISRAC and specify

the reason. ISRAC shall review each case in
accordance with Procedure number

2-432006.

o Alternatively, in special cases the laboratory

may re-validate each test method that is not

frequently used, before performing the test (see

Procedure number 1-661004).

7.4.1.3 Preconditions for the accreditation of control

and surveillance organizations:

ISRAC requires the performance of at least 10

activities, using the method for which the accreditation

is requested, as a condition for the accreditation of a

CAB.

NOONN Y902 NUNNYN NTIYNN IUND e
DNANTH NTIAVNHN IWRD N ,7PMPT
P02 NTAYNN DY, 7292 PMDON NRNIN
YNV MNAYY NIINNNN NININ MYID
252 .nVONNN 593 SY MNY NPINVP
N DI OY TN NYY N TN ,NIPN
NTAYHN 7Y H1IWVINY 195 MNTIN
DNNNA YNINN NVONNN D935 NPRNNM
AON DYI9Y2 MavNNnD

199N DMIYIN D20 NINY NTAYNNDY e
5NN NIDNIA NPYTAN TPONN YNAND
NPAN (9913) TV NNTN NDPVI /DN TN

.(1-000006 9991 5N NNXI) NTIVN

PN INNN 0N PN OMPRa 7.4.1.2
aplaplp)

P19 PO MY TOOY MTO V> @
95 51910 11T OMPN ,MYIA .OINRNN

.2-432006 1901 YN 9"y MIPN

DYTNYN OMPNA NDID NTIVNHN ,PIOND e
IUN NPYTA NV HID WTNN PN YNID
VN2 995 MNON DINOYY YINIWIA NN
(1-661004 79D HM1 NNRI) NP>TIN
NP2 MNIN NONONY O TP NN 7.4.1.3
: PPN

10 SV WI¥I12 NIX NONON NN MYIN
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e The control and inspection body is required to
demonstrate that the complete procedure was
performed for each of the surveillances, from the
contract survey stage to the issuing of a certificate

(inclusive).

7.4.2 Validation of test methods

7.4.2.1

standard methods, or for methods that have been

Laboratories requesting accreditation for

validated by the kit manufacturer or by any other
body, shall submit the documentation for method
verification, demonstrating that the test procedure
implemented by the laboratory requesting the
accreditation conforms to the preliminary validation
requirements for critical characteristics (see Document
number G-119-005: Instructions for Test Kit

Evaluation).

7.4.2.2 Laboratories requesting accreditation for
non-standard methods (that are not performed

according to a standard), e.g.:
. In-house methods of the requesting laboratory.

° Methods based on articles.

) Methods that combine more than one standard.

. Methods that are performed in accordance
with a standard but was adapted/changed in the
laboratory beyond the parameters defined in the
original document (such as, different measurement

range or different matrix).

Organizations are required to submit a report

reflecting the method validation that was

1951 DNIYIN Y923 NN NPNIININDY e

TV NVIND IPON DNN KON TONN YNINN
TN RPN (991D)

ApTAN MOV YN 742

MY NONONI NNYHN NTIYD  7.4.2.1
VPN 1IN YT DY 720 1IDPINY MVLIWY IN NMPN
IIYIND TN WHN ,INN DI IN,WIDIVA
NVYYN MIN I9INY NN ,NVIWN (NINPYT)
MPINN MYIITA TN NINON NYPIANN NTIYNI
THON NXRI) DPVIIPN DXINANDN NIAY ,PNUNIN

MY NHIWNY NN : G-119-005 19010

(Npr1a

NVOYY NONDNA NINYIN NTAYD  7.4.2.2
: NONTY (JPN 299 NYSIAN NPN) NP NINY

TAYRN DY ONSY NN NOOY e
SINNND Y NODIANN DOV e

PN MY OV NN NOIY NOY e
STAN

TRIPN 29 DY NYHINN VY @
92Y10 NTAYNI NNNY/NINMN
Y1PNN TRDNI DININNDN DIVNIY
IN NV DT NNV ,OWND 1)
(M opr VN

MPINN DX GPYNRN ,NT MYID YINY NINMNN
NVIYNN MNYY IN NVIYD YWY (INTON)
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performed, or the validation of the
modifications on the standard method. The
validation must be suited to the intended use
of the laboratory results, and meet the
laboratory clients’ requirements (e.g.,
regulatory requirements). The scope of
accreditation (appended to the accreditation
certificate) shall indicate "In-house method"
or "In-house method - based on standard ..."
for such methods. For more information see

Procedure number 1-661004.

7.4.2.3 For validated methods, e.g., standard
methods, kit methods, or other validated methods,
verification is required to demonstrate that the
obtained characteristics are within an accepted range

according to the relevant document. .

7.4.3
laboratory comparison (ILC). Unless defined below,

Proficiency testing (PT) and Inter-

see procedure number 1-000023, Definitions used in
the Israel Laboratory Accreditation Authority's
documents, the meaning of the following definitions:
Inter-laboratory testing, Proficiency testing, Intra-

laboratory testing.

Note: Under certain circumstances, Inter-laboratory
testing may be used as an alternative to a PT scheme.
When a laboratory does participate in inter-laboratory
tests it should define the acceptance and rejection
criteria of the comparison test. Comparisons between
branches in the same organization are not considered

comparison tests.

TYPNRN VYD DONNND 29N NPINN .DIPNN
098 MYAITY MYN NN NTAYNN NIRNINI
NOND MVLIVA (MO MYOIT HVNY) NTIVHN
(N9NONN NTIYND NADI) NINONN 9i2>N1 DVY
NP D 5y NDDIAN NX2 NVIYY IN VTP NVIYY
“In house method” or “In ...: PONINI PNIND N
house method - based on standard ...”

.1-661004 19901 M) NN 2NN YTNRD

MDPOIN MY MY NI NIY  7.4.2.3

Y INNXIN VP MO NPIPN MLV : XIT
NVYWYN Y NN (MXPT) NIUN YN
.DOYON THONI DININNDM VINYAN YTTNI NTNW

3TNN OX XONX .ILC-) PT AXMWN 7NN 7.4.3
MOLNNN MITHN NN ,PND NINK
MmN ,1-000023 9901 Y2
TPNINDT MYIN YOI MYVHNWNN
S TNITHINN MYNVYND ,MITAYN NINOND
INTER -NVYNTaYN P2 Mp>1a
J(LABORATORY COMPARISON (ILC
PROFICIENCY -nnnyn mpr1a

DPNTIYN TN MP>Ta (TESTING (PT

ON .ILC )7 PT )77 D25523 INNW/T NP3 : 7177
D209D29271 DN P TINZ POV ILC NYNIP 717IV0
JINNWYT NP TDINNIN SV 719070 19390

IPN N IINIT D290 13 NI 7273
JINVYT 2INIPS mavn)
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7.4.3.1 The laboratories requesting accreditation
are required to participate in inter-laboratory
proficiency testing. Participation in such programs,
if such programs exist (globally) must be proven.
Evidence of participation in at least one program for
each testing technology used by the laboratory shall
be submitted to ISRAC with the laboratory’s

documents.

A laboratory seeking accreditation/expansion
will send a confirmation of joining such a
program for each technology requested for
accreditation. In case Comparison Testing is
not available, the laboratory shall present an
alternative plan for the results quality assurance
including comparison of the laboratory’s results
with the testing results of an external
individual. The document should be sent to
ISRAC together with the application
documents. Evidence of satisfactory
participation in PT is a preliminary requirement
for accreditation in the specific field when

available and appropriate.

Preference is given to programs conducted by
known organizations, if possible that conform

to standard requirements:

ISO/IEC 17043: Conformity Assessment -

General Requirements for Proficiency Testing.

Laboratories may use the information available
on the ISRAC website, or request assistance

from the ISRAC quality administration and
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ISO/IEC 17043: Conformity assessment -

General requirements for proficiency testing.
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heads of divisions in selecting the appropriate

programs.

7.4.3.2 Ongoing participation in comparison
testing is mandatory. ISRAC's policy for PT is
detailed in Procedure number 1-681001, published
on the ISRAC website.

7.4.3.3 Laboratory documentation

The laboratory shall specify the handling procedures
for received PT samples in its standard operating
procedures (SOPs). The SOPs shall detail at least the
following:

e  Responsibility for performance and recording of
results.

e  Analysis of individual PT results and long-term

PT results.

e  Comparison method between different methods,
technicians, equipment, etc.

e  Documentation of result analysis, deviations,
recurring deviations, etc.

Records shall be kept upon completion of each PT
results cycle. The records shall include reference to all
the results and shall detail the required corrective /
preventive actions following analysis of the results, if
needed. The report shall be signed by a senior

laboratory staff member.

7.4.3.4 Follow-up and reporting to ISRAC

. The laboratory shall maintain a controlled list
of all the tests included in the scope of accreditation.
The list shall detail the inter-laboratory proficiency
testing program(s) (PT) in which the laboratory
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participates, and the frequency at which each test is
performed as part of the program. If the laboratory
does not participate in any PT program, the report
shall specify the reasons for non-participation. An
updated list shall be submitted to ISRAC at least one

month before each scheduled assessment.
First Accreditation/extension

. The tests meant for accreditation shall be
performed in accordance with the procedure submitted
to be accredited by the organization and shall have
been performed during the last six months. The test
shall include all the phases of activity starting from
sampling/sub-sample (if applicable) up to the test

certificates (at least half the tests must be positive).

Note: [f'this requirement seems not applicable, the

Head of Division shall be consulted by the organization.

° Prior to the ISRAC assessment (surveillance
or re-accreditation) the CAB shall prepare a table
summarizing all the PT activities (type of tests, name
of the organizer and weather it is according to
ISO/IEC 17043, number of samples, number of cycles,
results obtained by the laboratory compared to other
participants, deviations / trends / identified issues,
discussions held, and planning and follow up of
corrective / preventive actions). The summary shall be
submitted to ISRAC with the updated list at least one

month before each scheduled assessment.

. If the laboratory results in the PT tests require
inquiry, a report shall be submitted to ISRAC within fou
months of receiving the results. The report shall include

the deviating results, citation of the relevant procedure
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requirement from which the results deviate and planning

and follow up of corrective / preventive actions) and at

least two months before any planned assessment.
7.5  Accreditation applications

7.5.1

organization shall submit the documents to ISRAC.

Initial accreditation applications: the

After an initial review and evaluation of the
organization's readiness for accreditation (see
Procedure number 2-621001) an assessment shall be
scheduled in coordination with the laboratory.
Remark: ISRAC may decide not to proceed with
further assessment based on the review of the
documented information. In such cases, the results
with their justification shall be reported in writing to
the CAB.

7.5.2 For re-accreditation or extension

assessments: the organization shall submit the updated
documents no later than two months before the
scheduled assessment (see Appendix 1 to this
procedure). If the documents are submitted during the
last month prior to the assessment, and if due to the
late submission the assessor is required to reread the
documents and study a new version of the same
documents - the laboratory shall be charged additional
fees, based on the additional time spent by the

aSsesSor.

7.6  Applications for extension: assimilation of the
current ISRAC requirements in the organization's

activities must be demonstrated.
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7.7 Extension assessments can be combined with
pre-scheduled assessments. Please contact the head of

division to discuss the meaning of such combinations.

7.8 Payment should be made at the pre-assessment
stage (full fee for surveillance assessment, 50% for
accreditation / re-accreditation / extension
assessments) as detailed in procedure number

1-611002.

7.9 Timetable for scheduling an assessment

ISRAC shall act to identify a suitable Technical
Assessor for performing an assessment within two
months from the date of reviewing the official binding
documents. If a suitable assessor for a new field of
activities is not identified within six months, ISRAC
shall inform the laboratory, which is entitling to
request that the process shall be stopped. In such cases

the laboratory shall be reimbursed.

7.10 At any point in the application or initial
assessment process, if there is evidence of fraudulent
behavior, if the CAB intentionally provides false
information or if the CAB conceals information,
ISRAC shall reject the application or terminate the

assessment process.

7.11 A CAB shall be in the status "organization in
unitization" or "in process" for a period of up to two
years. As long as there was no progress in the
accreditation process in the time period of 24 months,
the CAB shall be required to repeat the phase of
submitting the documents and payment of the

document review fee.

YD TAM NANIN OPTAN YA TINND Yy 7.7

DY N\VIPNY Y LUNIN DINND 91952 WINND NONDN
S NMIYNRYNN NN DYDY YVINDIN PNRN YN
.DOPTIN DI/ TINN

DYVYNN DN PTONY W pTann o adva 7.8
50% ,MP>9 PTaNn MY XIN DVYN) PTINN NIY
(N2NN/YTNN NINDN/NINPDN PP TIN NIY
.1-611002 9901 YN LNND

P00 TV NYIAPY oy Ny 7.9

VINDAD NN MWNPN PTIA NIPRD DYAN MYIN
DY5NDNN NPT DN DOYTIN TN PTIN
T2y OXNNN PTIAINMN XD NN .0¥2NNN
MYIN NYHIN,0WTIN 6 TINA WTN OINN
TPONN NPOIN VITTO TPRWI W NTIVND

.12 9N QOOM NIPNRN

MY Y PoNnNa v Yoa nmn nna 7.10
,DINON YT NINDN IN PIIND T 7PYON
IN DYII0NN NPYTA TONN NN PIOAN MYIN
ONOND PTAND TONN NN PPN

IN MDA DIVVLDA X¥P» NN 7.11
NYNIA NOW DI .0V TY DV NMPNY 7 PONNAY
NAPN ToNN NINONN TONN DITPY MDY D5
NN A5V DY NIND YDIRD YIT» DV TIN 24 DV
.DY1NDNN NPT NN DYV DXINDNN

DYN DPMYN INY 95 .QA-1 NRWN MNP PRI ISRAC 2wnn Sy DORYMN 19N 0N 71 TN YW D PRHN DIWINGD DPMYN
2026 720090 1-1 DTN . 7292 IDSTIN 12 DY 9PN DM DIPIN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other copies are
uncontrolled and are only valid on the date printed. Printed on September 1, 2026




Website: Yes

NP /N9NDN NANIN /YINN NINDN /NINDNY NINTPN MYIIY
Prerequisites for Accreditation / Re-Accreditation / Extension /

Surveillance

27 :ND 190N

1-000014 : 9901 5NN

32 7 30 19010 971

Version number: 27

Procedure number: 1-000014

Page 30 of 32

8.0 DOCUMENTATION

8.1 An accompanying letter shall be attached to this
procedure where sent via e-mail (Appendix number 1).
8.2 Documentation of receivable CABs document
will be performed by the Head of Department using
form number T1-000014-03 (checklist).

The checklist shall be signed by the organization
and/or the Head of Department. Hardcopies shall be

scanned and saved in the organization’s folder.

9.0 APPENDICES

9.1 Appendix I: Letter of introduction to procedure
number 1-000014: Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

9.2 Appendix number 2: example for a list of
authorized personnel to perform test / inspection/ any
activity for which accreditation is requested

9.3 Form number T1-00014-02 Notification to
Laboratory of Application Status.

9.4 Form number T1-00014-03 check list for
sending the CAB's documents.
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Appendix number 1: :1 9991 NaY)

Letter of introduction to procedure number 1-000014:
Prerequisites for Accreditation / Re-Accreditation /
Extension / Surveillance

To:

Subject: Assessment of Accreditation / Re-
accreditation/ Extension / Surveillance

Please be reminded to send two months prior to the
Assessment date, all the documents according to the
table mentioned in procedure 1-000014
Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

For your convenience, please find attached the
document for presenting the requested scope
regarding your organization.

With best regards,
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