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1.0 INTRODUCTION Man 1.0

N2ANTN ,WINN NONON ,NTIYN NINON
;793 DMK NINDN HY NP9 NI
5y9 | TRADINN/N2NONN YPan ) NINNY
T2y NONONN MYITL TN JOIN
1N91972 ©IMINN ,DINOM YR MUY

Accreditation, re-accreditation, accreditation
extension, and surveillance are contingent upon
compliance of the applicant / accredited
organization with the accreditation requirements,

and upon submission of information and
N2 MDY IN DY ,MP 11 Y8a)

documents supporting the organization's capability DMINN ,D7990H NPT WPIINN G2
, .

to perform inspection, calibration, or testing VAN OPTIH M1 195 1PN M2

activities in the requested scope. Review of NIDVLN W PTIA MIN NI NIVIND
documentation supporting the abovementioned PN MPIA) MY PPTIN MIAPY DIRYNNI
capabilities prior to the assessments allows for ,OM D) DX2»NN ,NDNDNIY MPYON INN
proper preparation and effective assessment. /N12NONN VPN NN NTNINND MDY
Handling the assessment findings, and continuous NTN)) YNINN TINN DY NPNIY TROINN
surveillance of activities included in the scope of TNNOT DY (0192 MY SV — TNNN
accreditation must also be documented by the AN

applicant / accredited organization. ISRAC shall
assess the submitted documentation (and where

required - the actual operation).

2.0 OBJECTIVE non 2.0

VNN NARNNA I TIND DY DN NIVNH
NN ,DOMOIN OPNINDIIAN DNPNI

The aim of this procedure is to define, in

accordance with the relevant international
19000 YP29N N MNNN MY

standards, the requirements for organizations
WA 2YND WO YTINN IR TH0M /

requesting accreditation / accredited organizations,
and the information to be submitted to ISRAC.

3.0 SCOPE man 3.0

3.1 ISRAC's requirements for MIRDIN MYIN MYITVYPS 3.1
organizations applying for accreditation / /YT NINDN /MINDN Ypann

o . . M9 /7 ManIn
re-accreditation / extension / surveillance.
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"IV O
4.0 APPLICABLE DOCUMENTS 0w @2nvn 4.0
4.1 ISO/IEC 17011: Conformity Assessment — wOuNNY - 4.1

General requirements for accreditation bodies

accrediting conformity assessment bodies.

4.2 ISO/IEC 17025: General requirements for ONNRINY 4.2
the competence of testing and calibration

laboratories.

4.3 1SO 15189: Medical laboratories — mONRNINY - 4.3
Requirements for quality and competence.

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

bodies performing inspection

4.5 ISO/IEC 17043: Conformity assessment — WONNR XY 4.5
General requirements for proficiency testing.

4.6 ISO/IEC 17034: General requirements for MONNINY - 4.6

the competence of reference material producers.

4.7 Document number 1-611002: ISRAC and MTIN :1-611002 79010 THON 4.7
its Accreditation Process. MPNIN NONDNN TYNN MYIN
4.8 Procedure number 1-681001: Policy and N
Evaluation of Proficiency Testing Performed by nYPYTN :1-681001 190N 5Ny 4.8
Accredited Testing & Calibration Laboratories. TIDPR MININD NOWM NN MYIN

MONDM D1 NPT MTIYNI
4.9  Procedure number 1-000006: Requirements M7 : 1-000006 7900 5N 4.9
for Organizations Requesting Accreditation for N9N0N DXYUPIANN OMNNIND MYIN
Sampling. OWTH
4.10 Procedure number 2-432009: Handling 29V : 2-432009 1900 b 4.10
Deviations from ISRAC Policy and Procedures. MYIN OOMIN NPITHN DN
4.11 Procedure number 1-661004: Validation NPT : 1-661004 99010 5mn 4.11
Policy for Test Methods. PPTIAN MVIY DY NPIN NYN2
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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.

5.0 DEFINITIONS

See procedure number 1-000023.

6.0 RESPONSIBILITY

6.1 Organizations scheduled for assessment and
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 What are the prerequisites for accreditation?
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)

and shall send them together with a signed form

:G-119-005 19010 Toon 4.12
PYTA MDY NN NOVTN

N92p 5N :2-621001 Ynn 4.13
NN MINDN DY NPT

TN : 1-000023 790N Hnn 4.14
TPNINDN MWYIN YDNDNI MIVNYNN
TV NONONY

mynn 5.0

.1-000023 9901 5Ny XY

manN 6.0

YR PN 91 TN MIN 6.1
NININ ,YTNN NIRDN ,NINON

P72 Y5 I N9NDN KDY MPYS ,N2NDN
DNRNNA DAY INRINN ,MYIN DY INN
q01N2) N3 DN MOLNINN ,MYITH
(MP*aN BI0M MYIN M MYITH
AN NONONY ONIND

noow 7.0

mTPHRN MYATH M 7.1
M2N0N NYIAPO

912y NDNON HIAPY KON NTIVHY NN DY
DOXNIN TNYD MDY ,NNNDN NPT NVOY
;Y 9NNV 1 N2V DXVNINN

PTIN OOVYPINN OMVIN - 7.2
,NANIN N YTNN NONDN/NINON
DYINDNN NN MWD 1Y

NV NVNVY 1 NP2V DVNMNIN
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number T1-000014-03 (published on ISRAC's

web-site):

Note: If ISRAC has the need to translate some of
the CAB's documents, those documents should be
sent in word-format. The translation shall be
given to the CAB.Completion of form T1-000014-
03 is a requirement for accreditation and
extension assessments. An organization requesting
an extension during a re-accreditation assessment

is required to fill the form and send it to ISRAC

T1-000014-03 990 DY TN DMIN
.(MWYIN NN DOMNON DVN) DINN

2200P DIINS WITN MY 7TP3 : YN
D200V MISYS )VINT VDI )0 IN
L0200 10077 D207 Word UNDT7192
NING 19002

7v>77 7077 T1-000014-03 p9orv npsvi
N 773N VTN 719007 5770 1Y
7190077 PT20 NP2 713N VP07

WDIN MIZVI) DOV NIN NIVS WIT) wTINY
PTIV NINIZO D200 INY DY T IS

together with the other documents towards the re- -YINY 11280777
accreditation assessment.
manan | Mo nrAh) myrT 9901
nan9n 190N
178 (a}4]
N J 9901 THRDM) PIIND NN THON 1
.DINNY XO»N (1-611003
J 8T POV JPNY ONNNA XN NI al
910N NTAYNN
\ PN MYITY NHRNNZ MDNRN TITH 2
MPN P \ \ 19I0) MYV MVYAT IN NINONN
PN
— ,21MNN DY NN 9215N DPTIN /D2)MIY
(om71y .90 TINN ,NOMN
,IPYT : NPMINPNRN MNDIYAD OYOM) 3
\ N N OPTPN /DY 19IN) NPNA,0INT ,OVPD
990/ ,3 N0 ,2NNN DY : X H91ON
(N2NONN 9p>N2 NNIVYN
NOT OINN DIRY) DY DIINDN 4
TN 295 TNN 295 \/ \/
N(=pR i)
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N8
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M>¥an NoH
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-2 MONNWNY NN
PT (Proficiency Testing) / MA
(Measurement Audit/ ILC (Inter
Laboratory Comparison )
MNA% X N/YTNN NVIYA /OINNA
DV NN VI 55N MIDIND NNYIN

PYO NN
7.3.3.4
Y 7ooma
NOY ONNNI)
myan
(0w wND

PT -n ©nn2 M>yoan Y5 Hv D10
052,11 T NN ,107Y) MPITA NHN)
NNV NTIYHN NINNIN ,02120
NPY/MNI/MPIN ,D>INN DXINNWNID
MW 1DV OINT NNNY
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NINSIN T NONTN NIV /DWW TN
VY YW NPNIT INNN IWRD .NTIVD
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N9DIN : 19D ,NPYTAN NN MNYON
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7.3 Guidance regarding some of the

prerequisites:

7.3.1 Performance of tests as a prerequisite for
accreditation:
7.3.1.1 ISRAC requires the performance of at least

10 tests, if possible, using the method for which the
accreditation is requested, as a condition for laboratory
accreditation for the performance of the tests /

calibrations.

e 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.

e The results of at least 5 of these tests must be

positive (where relevant).

o 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).

7.3.1.2

requirement is not applicable:

In special cases, where the above

e The laboratory shall inform ISRAC and specify
the reason. ISRAC shall review each case in
accordance with Procedure number

2-432009.

OPNIPIN MYIIT MNIN MINAn 7.3

1N9N0NY DTPI ININI MPrTa YA

7.3.1

mMp>1a5 NTayn nonon MmN mvan  7.3.1.1

nVXWYWA ,MNAY MP>7a 10 DY N1¥°32 DOV NN

ATV 992 N9NRDNN NYPIAN NPOY NPYTAN

DYIN ININ DN 29D IYSID MP>TAN
WX )M ,NDNON NYPAN POND NTIVNN
NINND MW '8N

Moya NPNY MAM»N MP>TAN 11 5 NMINaY
003259 IYNI) NPIAPN NINNIN

V5N DMIYIN 9510 NYIND NTIAYNN DY
5NN ,INIVNA NPYTAN TONN YNINN
NPAN (9212) TV NNTN NPV /OINTIN
.(1-000006 1991 511 NN NTIVN

MR T NINMN 0N DN OMpra 7.3.1.2

T R)AR

P PO MY TOOY NMNTO V> @
595U 9D T DYPN NIV .DINNN

.2-432009 1901 51 97y NIPN
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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).

7.3.1.3 Preconditions for the accreditation of control

and surveillance organizations:

ISRAC requires the performance of at least 10
surveillances, using the method for which the
accreditation is requested, as a condition for the
accreditation of a control and surveillance body.
¢ The control and surveillance 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).
7.3.14
requirement is not applicable the organization shall
inform ISRAC and specify the reason. ISRAC shall
review each case in accordance with Procedure number
2-432009.

In special cases, where the above

7.3.2 Validation of test methods

7.3.2.1 Laboratories requesting accreditation for
standard methods, or for methods that have been
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

,DXTNYN DMIPNA N NTAVHN ,PNONT @
IUN NPT NOVOW DY WTINN ST Y8IH
YN 95 MNON DIXMYY WINOIWIA NN
(1-661004 1991 NN NXI) NP>TAN

NP2 MNIN NONONY ONTPM oNn - 7.3.1.3
:MPPN

SV X212 NP NP2 G0 NINDN MINND MYIN
NYPIN MDY NVOWIA ,MNAS OMP 10
NamJalvipiy

DYIYIN 99255 NINY ,MPPN NIPAGN DY e
IINN PN HNN NN PONN YSANN YYD
TIYN NP (K91D) TN

MPN I INMN DN DN OMpRa 7.3.1.4
POINDY MY T2 5y NMNTO W DY
19N T DMPN ,MYI .DINNN PN
.2-432009 2991 5NN 97y NIPN 93 SV
PN MUY Ipn 7.3.2

MYOVYY NONONI NNYHPN NTIYN  7.3.2.1
DV Y18 YT DY 92D 19PINY , MVIVI IN NMIPN
TNIYWNRD TN YHN ,INK OININ 0P

NVIYN VN 1IRY ,NIINN , NIV (MIPT)
NPINN MYITA TR NINODN NYPIANN NTIYNI
THON NNI) DPVIPN DIININNT NIAY PINVYNIN
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number G-119-005: Instructions for Test Kit

Evaluation).

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

according to a standard), e.g.:

o In-house methods of the requesting laboratory.

. Methods based on articles.

. Methods that combine more than one standard.

o Methods that are performed in accordance
with a standard, but on a matrix other than that
defined in the standard, or that have been otherwise
modified.

Organizations are required to submit a report
reflecting the method validation that was
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.

7.3.2.3 For validated methods, e.g., standard
methods, kit methods, or other validated methods,
verification is required to demonstrate that the

obtained characteristics are similar to those found in

VYWY NONDNI MIMVIYNPN NTIYN  7.3.2.2
:NONTY (Y1 299 NYXIAN NPN) MIPN NPRY

DTAVNAN DY ONSY M NOOY e
SNNRN DY NODIANND NVY e

VPN ANV DY PIN RONIY NOOY e
TN

DY IR, JPN 29 DY NYNINN NV e
IN PN TN NI NNY ORIV
.DINN DMPYA

PN DR GPYNRN AT MWD YWIND NINN
NVXVNN NPWYY IN NOVIYY YW (MISTION)
TYVPHIN VIDIYD DIXNND 27N PPN .1MIPNN
098 MYOITY MYN NNDY NTAYNN MXNINA
NN MOV .(MONT MYAIT DY) NTIVHNN
(N2NONN NTIYND NADI) NINDNN >N DY
1.... YN 9Y NODIAN DX NVIW IR 7PN NV
“In house method” or “In ...: YNNI PN N
house method - based on standard ...”

.1-661004 79901 5NN NN AN YNRY

NPOXN WY MOV NI MY 7.3.2.3
VY INNIN VP MOVIY  NPIPN MOV : NINTY
N22P NN NNYINM (MXPAN) MIYN YN
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the validation performed by the laboratory

requesting the accreditation.

7.3.3  Inter-laboratory proficiency testing (PT)

7.3.3.1 Inaccordance with International
Laboratory Accreditation Cooperation (ILAC)
requirements (see Document P9 in ILAC
publications and on the ISRAC website); the Israel
Laboratory Accreditation Authority (ISRAC)
requires laboratories requesting accreditation to
participate in inter-laboratory proficiency testing.
Participation in such programs, if such programs
exist (globally) must be proven before accreditation
is granted. 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. Participation in such
programs is a prerequisite for receiving accreditation
for the specific technology, and shall be reviewed in
the accreditation assessment. 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
heads of divisions in selecting the appropriate

programs.

NYPNN NTIYN MMNTION INNDIY DININNDN
Nam)alv/p]

D»NTIYN-)2 NN NXNYN NN 7.3.3
.(Proficiency Testing (PT))

7.3.3.1
10992 P9 700102 o) ,(ILAC) »INI»IN

PMIIND MYITY ORNNA

TPNPININ MYIN NI»NNI ,(MYIN 1NN ILAC
MNYNI MTIYNN NN MTIYN NINOND
-2 ANNPHN RNV NN GANYND NINDNI
,N9N DMN2NI MANNYN NMIND VW .0»NTIYN
.N9NONN NYAP M9 ,(ODWI) DINMPY NTNI
952 NNN NNON MNAA MONNYN DY PO
TH> MY INDW» NTIVNHN DY NPT ININOV
NN NIDNI MANNYN .NTIYNN YIDDN DY
,MNDNIV ININA NONDN NYAPY DTPI ONIN
900NN PTAN TONN2 PTIM DT RV
L IWIARD NI, NN DY IDINT MPDTY v
SYPNN MYIATL TN

ISO/IEC 17043: Conformity assessment -

General requirements for proficiency testing.

,MIVAN NN YN TN MDD MTAVHNN
N DY, MVYIL DIDND YYNI MR DM
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7.3.3.2 Ongoing participation in comparison
testing is mandatory. ISRAC's policy for PT is
detailed in Procedure number 1-681001, published
on the ISRAC website.

7.3.3.3 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:

o  Responsibility for performance and recording of
results.

e Analysis of individual PT results and long-term
PT results.

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

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

If the laboratory does not participate in PT programs,
the alternatives shall be recorded according to the
appropriate standard. 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. The report shall be signed by a

senior laboratory staff member.

7.3.3.4 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

N NNV NN IVIAp Mannvn 7.3.3.2
NN NHDINON ,NT XY MYIN NPPTI NN
.1-681001 9901 Ynna mvwan

nTavnn onon 7.3.3.3

MNNTI 590N IPIN NN 71PDNIA VIAN NTIYNIN
NPND MNAY POY OHTIN .ON MWD PT
1PN DMINRNN DXPYD INT NINAN

MIRNIND TN VINID NPINN L

MNRHIND NTTIAN IRNYNN MNNDN M)
Y TIND MZAPNNN

,DTY NMY MOV Pa INNVIN JOIN e
19) DPWIN

mMPIN  ,MPIN MRHND MM TIYN ®
1Y MAaNN

NPIDINA NONNWN NN NTAYHN DN DMIPN2

. 719NPONN JPNY ORNNA MNONN MY PT
2102 QUN, TN 1Y PT MINNIN 220 D5 0IN2
M2WAN VI MNRXIND DY MONMPNN

MNP MIAPY VIV, MIYNN /NNPNND

DTN DY ONN DIDON ADAPNNY MINNIND
.TAYNa 02

mvay mMmapyn  7.3.34

95 5V NN NNIVWI DN NTIVNN o
NN VD P NIV ,NINONN 9PN MPITIN
(PT) PNT2YN2 MINPN ARNYND NPIDN/NNION
NPYTAN VI MPTN PN NTIYHRN NANNYN
D2 ,DPHN DNINA T NNDN NTIYNI
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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 Accreditayion/extention

. The tests 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: If 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 quality manager 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 (i.e., the results deviate from the local procedure

requirements), a report shall be submitted to ISRAC

MY PT N%)0N2 NONNWN NPNX NTIVNN
MINAY MYIY UND MOTIVN NNIYI .NION
POINN PTAN 93 1A wTIN

2NN 7/ NNV NONON

DYIN ININ DN 29D IYSID MP>TAN o
YNNI YN I ,NDNDN NYPIAN PIND NTIVHN
Y25V YD NN Y10 MPrTAN MIN .ANINKRD NMIYD
(D>W> DN) NMXT /7DINTN ADVN HNN ,NMDOYIN
ONNNIN MNAY) NPYTI MTIVN NIRXIN TN
P2V NPNY MDI¥ MPITIN

Y2 700K 71N I TINTIITY 71703 1 AY0
JNVI2 DN UNID YYD

N2N0N N MP9) MYIN PTIN M0 o

95 5Y D10 NYIV MDD DNIN P (WThN
DV 1299 MP T2 NPN) PT -N DINNI MZY9N
,ISO/IEC 17043 >3 721y DNM PINNDN TOMN
NTAYNN MINIIN , 05220 NN ,MNNT N2
/7NN /MMIN,DINK DXANNVNI IRNVYNA
MW 109V DMIPT HNNY NYYa

LIANN APYNR IMNNY ,MYNI/NNPNN
NOTIVHN NNPIYIN DY TN, MYID Wi DIDN
POINN PTIAN 93 190 WTIN MNAD

NTAYNN MNNN 0N DMIPN2 o

DIVN N2 ) 2 Ma»nn PT »nana
aYND VW L0MPNRN DMIN AYITH ININ
VIVIN MIPIN MIRNIN : H9I1D) NPT MY
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within four months of receiving the results. The report

shall include the deviating results, citation of the relevan

procedure requirement from which the results deviate,
and planning and follow up of corrective / preventive

actions).

7.4 Accreditation applications

74.1

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.

74.2

assessments: the organization shall submit the updated

For re-accreditation or extension

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.

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

activities must be demonstrated.

7.6 Where possible, extension assessments shall be
combined with pre-scheduled assessments. In urgent
cases the organization may submit a detailed request,

and ISRAC shall make efforts to advance the process.

TN NTNIN 19 DY KA NWITH

INN APYNI NNIDINY NYNN /7MPNNN MIYIN
NnOAP TNNN DWTIN 4 TINA (VN
T2V MIRHND

:ONONN NYPA MAYN YON 7.4

741
NPYTA INKRD .MYIN >TIVNY DINDNN NN

YN W MIYNI NONDN NYPa Nyva

INT) N2NONT PIND MM NN NINWUNI
TYVIN NTAVNHN OY DXINY ,(2-621001 1901 YN
.pTand

NYPAIN YINN NONDN dYPTan nya 7.4.2
Sy, 7701 NN NONDNN 9PN YV DANIN
ND DNOTIWVNN DIDNDNN NN PAYNT PININD

1 N9D)I NNI) PTANN TN 2D OPYTIND ININY
YTIND TONN2 DYINODN 1AM NI (N3 DNND
NN XONON NININDD DNV PTAND TY PINKD
DX DY NIDN NON TINDDY NIV XIPY PTIan
DONNN2,MYY NIDIN 2NN NTIVNN — DIINDN
PTIEN T DY YPYINY Q0NN 1ID

¥ Y120 W NANIN NYPAY NN Yol 7.5
WNVIN NNNITIVHN MYIN MXNN 9
ANIND MDY

IYAND NPNIIVNY NANINOPTIN 7.6
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MYIM NPRIN NYPIL NNAD ¥ MNT
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7.7 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.

7.8 Timetable for scheduling an assessment

ISRAC shall act to identify a suitable Technical
Assessor. If a suitable assessor is not identified within
six months, ISRAC shall inform the laboratory, which
is entitle to request that the process shall be stopped. In

such cases the laboratory shall be reimbursed.

8.0 DOCUMENTATION

8.1 Anaccompanying 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 (check-list).

The check-list 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 1: 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

NN PTONY W pTann onvadva 7.7
2y NN DWYWN) PTIND NIY DZYNN
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9.3 Appendix number 3: Translated table from
paragraph 7.1 in this procedure.

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

9.5 Form number T1-00014-03 check list for

sending the CAB's documents.

Appendix number 1:

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,

5NN 7.1 Pyo nbav 379N nooy 9.3
TIONNRD ONIN2— M

Ny : T1-000014-02 7900 omv 9.4

9 28N HY NTIYND

nYw : T1-000014-03 190n 0w 9.5
NN IDNON MOWNRD PN

:1 9991 NAY)
M7 : 1-000014 9901 HNNY NN ANON

MP/NININ/WTNK NINDN/NNONY NPRTPN

, 1205
D2NON/NINON PTIN s RWYNN
MPY/NANIN/WINNA

N YPIAR , 00NN : PTIN IXRIPY
DYIN0NN NX MWD ¥ PTINN 7Y DOYTINIY
M) : 4NINNN DM VNN P90 BMVLIMNDIN
/19NN NPRTPN M7 : 1-000014 195010
.MIPO /NANIN /7Y TNN NONON

JIND MISN TADN 9NN DOMNNY
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Appendix number 3: Translated table 1 from

paragraph 7.1

— M 5NN 7.1 PYoN 1 1YV :3 9991 NIV
OMIND ONIN2

No.

Requirement

Accreditation

Re-

Accreditation

Extension

Surveillance

Comment

The Organization Presentation document
(Document number 1-611003), completed
and signed.

v

Checklist according to relevant standard:

The quality manual conforms to the
accreditation standard requirements (table of
contents / index, including procedure name,
version/date, and number).

v

The quality
manual is
updated
(where
applicable)

Testing, calibration, sampling, inspection
procedures (table of contents / index,
including procedure name, version/date, and
number).

Applicable documents (not protected by
copyrights).

As required

As required

A list of equipment used for testing and the
equipment's operating procedures.

v

A list of qualified personnel and authorized
signatories for methods, with their signatures.

v

See
appendix 2
in this
procedure

A table of correspondence between each
procedure and the relevant standards,
reference documents, or other applicable
documents.

8a

An updated Scope of Accreditation document
for methods, calibrations, sampling,
inspections, or other, for which the extension
is requested (a WORD form number is
available from ISRAC).

8b

The Scope of Accreditation document which is
published on ISRAC web site is the bases for
update methods, calibrations, sampling,
inspections, or other, for which the re-
accreditation or extension is requested.

Proof of participation in PT (Proficiency
Testing) / MA (Measurement Audit) / ILC
(Inter-Laboratory Comparison) in the new
field / method, or proof of registration in such
programs.

See clarification in Section 7.2.3 of this
procedure, and Procedure number 1-681001.:
Policy and Evaluation of Proficiency Testing

See
paragraph
733
(when
relavant)
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No.

Requirement

Accreditation

Re-
Accreditation

Extension

Surveillance

Comment

Performed by Accredited Testing &
Calibration Laboratories, published on the
ISRAC website.

10

A summary of all activities within the PT
(which tests were conducted, in how many
some specimens, in how many rounds, the
results obtained from the lab compared to
other participants, deviations/trends/issues
identified, discussions held, corrective
actions, planned and monitoring of
implementation). The summary will be
available, along with the current list (previous
section) at least one month before the
assessment planned.

Updated PT status table, including
information on PT programs in which the
laboratory has participated, and a two-year
prospective plan for participation in inter-
laboratory proficiency testing (PT) for each
method included in the requested scope of
accreditation. See clarification in Section
7.2.3 of this procedure.

See
paragraph
7.3.3.4
(when

relavant)

11

Statement that ten independent tests have
been conducted for each method included in
the requested scope of accreditation. The
performance should include all the test work
stages, from sampling to issuing the test
certificate. If this instruction is not applicable,
the laboratory shall inform ISRAC and
specify the reason.

See
paragraph
7.3.1in
this
procedure

12

For accreditation type A&C, where the
standard defines a wide range of test matrices
or materials, the laboratory is required to
submit a list (initial or updated) of the tests
included in the performance of the test, i.e.,
addition of new matrices, new test materials,
new calibration equipment etc. In addition to
the updated list, the laboratory shall submit
the procedures relevant for the performance
of the said tests.

13a

Validation reports for new in-house methods
or for modifications made to standard
methods and verification reports for standard
methods used by the laboratory. The
validation and verification reports shall
comply with the ISRAC policy defined in

See
paragraph
732
(when
relavant)
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No. Requirement Accreditation AccreFfﬁ;ation Extension | Surveillance Comment
Procedure number 1-661004: Validation
Policy for Test Methods.

For clarification see Section 7.2.1 of this
procedure.
13b | A sample of a validation report for PT
samples (sample validation) for each v v v
technology. Relevant for ISO/IEC 17043
only.
14 | Validation reports for modified methods. See
paragraph
v 732 in
this
procedure

15 Estimated uncertainty values for the methods See
included in the requested scope of paragraph
accreditation. Calibration laboratories are 4 4 v (when
required to add the complete uncertainty relavant)
balances.

16a | A sample of a test report/reported result form v v v

16b | A sample of a PT report for each scheme
included in the scope of accreditation. v v v
Relevant for ISO/IEC 17043 only.

17 Organizational structure chart, presenting the
organization’s structure, its position in the
parent organization, and the relations between v v
quality management, technical operation, and
support services.

18 List of field laboratories. The information See
shall include at least the following: name of procedure
field laboratory, affiliation to a permanent
site, name of the client with which the site is v v .

. . As required
connected, operation start date (or prospective
start date), and prospective operation end
date. See Procedure number: 2-614002 -
Accreditation of Multi-Sites Organizations.
19 Any other document required for the

assessment and requested by the head of
division.
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