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1.0 Introduction Nan 1.0

The final product of the accreditation / NTIVN NN NN /7 NINONN TONN DY YNDN ININN
recognition process is a certificate that presents YPTINI 172N N PIND NINON DX MPOD NPNHN
IOINT MIPYY ¥ NONDNN G2 NADI NP IPNN
MYIN P HY ININD P72 DN DIMNNN IN N2
INNDIY (PMYINY 2 1oND) MTIVHD NONOND NININDD
1- 9901 5NN VNYN) ORNNA NIIN/NINOND DIINI

the client with the organization's accreditation or
recognition or scope of the research facility. The
scope of accreditation clearly presents to the

client the areas in which the organization was

examined by the Israel Laboratory Accreditation (000016
Authority (hereinafter: "ISRAC"), which were

found to be worthy of accreditation / recognition

accordingly (detailed in Procedure number 1-

000016). 023X NIONN NTIVN /N2NONN PN NN NTIVIN
The certificate and the scope of the accreditation PN TN IWN YN NN T2 1PIND PINY
/ recognition certificate should clearly present the M50 9PN NADIY NYIITN .NDNONN MTIYNI
information that should appear in the ISO/IEC 17011 ypna nvon
accreditation certificates. The requirement for a

scope of accreditation is specified in standard

ISO/IEC 17011. WM NIONN NTIVNL YNND PISY YN
The information that should appear on the .OECD-GLP -0 m20p7>72
certificate of recognition appears in OECD-GLP

directives.

2.0 Purpose non 2.0
The purpose of this procedure is to define the NODI NP TINN NN PTHINT NN MY 5NN DY INILVN

process of producing the scope of accreditation, | 1323 TIRY NI2NN IN NINDOVNN MTIVN ,NINVNN 91N
,MPPN N2WA MVLIAND NN DY ,NNDM NTIVIN
NPT MYIN DM ANNIN TUN ,NTNN) NPV
NIPSN DYV OR )TMIY NN TY ,NNMVIN)

the accreditation or recognition certificates and
the structure of the certificate and its contents, in
order to ensure proper, transparent and uniform
operation, which complies with ISRAC’s
procedures and policies and ensures, to the extent

possible, not misleading the customer.
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Scope

This procedure defines the procedure for
producing the scope of accreditation, the
accreditation and recognition certificates,
the structure of the certificate and its

contents.

This procedure requires all accreditation
certificates for testing, calibration and
inspection organizations issued by
ISRAC, as well as for recognition
certificates for testing facilities issued by

ISRAC.

The procedure deals with the following
issues relating to the scope of
accreditation, certificate of accreditation
or recognition: expiry, process of

issuance, publication and contents.

Applicable documents

Israel laboratory Accreditation Authority

Law 1997 [clause 5].

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

assessments bodies

ILAC-G18: Guideline for the Formulation
of Scopes of Accreditation for

Laboratories, Reference Material

momn

9PN NADI NPAN TON AN PTHI MY DN
)2 ,N19NN N2NDNN MTIVN ,NINONN
.NDIDM DTN

900NN NITIVA Y 120 2NN N DI

YT HY MPANNN NN YD ,NPITA NNIND
NPNND NIINN MTIYN 22)D D) D ,MYIN
MYAN T DY MPANN IPNN

NADID DOYINN DININ DINWNA POIW DNNN
:1179NN X NINONN NTIVN ,NINONN GO0
210N DYDY, NPANN TOIN 9PN

01°Y? 021VN

,MYTAYN NINDNY TPMININ MWIN PIN
[5 YD) 1997 -31wnn

TPONIN NI

TPOMIN NN
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4.4

4.5

4.6

4.7

4.8

4.9

4.10

4.11

4.12

Producers and Proficiency Testing

Providers

ILAC-G28: Guideline for the Formulation
of Scopes of Accreditation for Inspection

Bodies

EA-4/17 M: EA Position paper on the
description of scopes of accreditation of

medical laboratories

Procedure number 1-432000: Quality

Manual

Procedure number 1-200000: GLP

Manual

Procedure number 2-421001:

Organization and Job Descriptions

Procedure number 2-651001: The
Decision Process Regarding the
Accreditation Status of Conformity

Assessment Bodies

Procedure number A-621001: Financial
Arrangements for the Process of

Accreditation and Recognition

Procedure number 2-650001: Measures to
be taken for Suspension, Termination,
Voluntary Withdraw, of
Accreditation/GLP Recognition

Procedure number 2-651002: Hearing

Procedure number 2-671001: Surveillance

of Accredited Organizations

TPONIN NI

TPINN NN

MNN TITI : 1-432000 1900 NN

GLP 7971 : 1-200000 1901 57

NI MININ AN : 2-421001 790N NN
DYPPON

mMLSNNN NP TONN :2-651001 190N DN
DYP T2 O HY NONDN A¥N 9272

D»901 070N : A-621001 9901 5N
179NN TONN NINONN PONNY

IN NMYYNY DTON : 2-650001 19010 NN
N9N0N NYHY

VIV : 2-651002 9901 D)

DMININ DY MPr9 :2-671001 1901 DM
(npla}alva}a)
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5.0

5.1

52

5.2.1

Procedure number 2-614002: Procedure
for the Accreditation of a Multi-Site

Organization

Procedure number 1-611012: Instructions

for Accredited Calibration Laboratories

Procedure number 1-000016: ISRAC
Policy and Criteria for the Definition of
the Scope of Accreditation

Procedure number 2-623001: Planning

and performing the Assessment

Procedure number 1-000023: Definitions
used in the Israel Laboratory

Accreditation Authority's documents.

Procedure number 1-000018: Policy
concerning Signatures on ISRAC

Documents

ILAC-P14: ILAC Policy for Measurement

Uncertainty in Calibration

EA-4/02: Evaluation of the Uncertainty of

Measurement in Calibration

Definitions

See Procedure No. 1-000023 for the

meaning of the relevant definitions.
Technology

Technology is the test unit on which

ISRAC bases the pricing for the assessments

and the annual fee.

YINN-2T PNIN NONON : 2-614002 190N DN

DNINY NMIWAT : 1-611012 99010 SN
5199 DINOIN

NPPTR-NONON 9N : 1-000016 19010 YN
19001 9PPN9 DNIPIVIPY MYIN

P70 Y182 1NON : 2-623001 19010 Y1)

MWNYNRN NITHN : 1-000023 99010 5N
MTAYN NINONY NININDN NIYIN YINDN2

NV MIYIN NPPTN : 1-000018 799010 YN
MVYIN YON0N Sy NN

TPONIN N

TPOIN IND

MY

MITHNN Mynwnd 1-000023 99010 S XA
YOLIMYIN

999990

NOOAN NPOY NPITIAN NTN N PNINOV
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5.2.1.1 Technologies in all fields, except for
calibration, consist of two parts: a product
family and the test type.

5.2.1.2  There may be sub-subjects of
technologies, which are not expressed in the
definition of a technology in financial terms.
The text that appears in a bold, italicized font is
the technology and the rest is a subdivision into

tests in an accreditation.
5.3 Type of activity

The activity type of the organization stems from
the standard for which it is accredited, for

example: an organization that is accredited for

ISO/IEC 17020:20XX is defined as having the

activity type: inspection organizations.

A table detailing the types of activities by
number of devices and their order of appearance
in the accreditation certificates and their scopes

of accreditation:

Standard
ISO/IEC

Activity type

Testing
*17025:20XX

ISO/IEC

Calibration
*17025:20XX

ISO 15189:20XX
ISO/IEC 17020:20XX

Medical Testing

Inspection

Proficiency Testing Provider | [SO/IEC 17043:20XX

Reference Materials Producer | ISO 17034:20XX

* Note that a number of activity types are
attributed to this standard and a distinction must
be made between the various activity types for

the different accredited organizations.

219 VYND ,DMNNN DO NPNYMOL  5.2.1.1
PYTAN NI DX NN : DPHN NWHN MDD

YN, NPNTNIVY DRV OINN P PN 5.2.1.2
1NN MNDNIV DY NITHIND MV >0 INID KD
171 MO YHITIN VNN YNNIV ININ IYRD .0
YN MPITAD NNIVN NPIVN N IRYM INIINOVN
Kak)alvipkl

MmN N 5.3

, TR0 NXIN PO PNNN YN TNDIND DY MDY 1O
YPNY TROMN YN : RONTD

: MDY N0 Oy 9m ISO/IEC 17020:20XX
IPPAININ

Y1901 97 MMM N DXVNN N2 NYAV PNY
: DMPNADI NINONN MTIYNI DNYNN ITO) DIPNN

m>yan Mo PN

*ISO/IEC 17025:20XX

P13

oV | *#[SO/IEC 17025:20XX
I1SO 15189:20XX
ISO/IEC 17020:20XX

ISO/IEC 17043:20XX

NI9I-NPITA

Mo

NN XMV NN
nmyn

DI OIMN NI | [SO 17034:20XX

Y2) IIY0 )0 1900 MONPY 1T )PN5 22 35 oo *
TR IIN NIY TIINTT TI2558977 200 123 7779779
.o ooNos
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6.0 Responsibility

The overall responsibility for the process of

issuing a certificate and scope of accreditation is

assumed by the head of division under which the

organization operates.

6.1

6.2

The head of the division under whose

action the organization is issued the

accreditation / recognition certificate

(hereinafter: “head of division”) is

responsible for:

6.1.1

Making sure of preparation of
the accreditation / recognition
certificate and scope of

accreditation and produce it to
the organization in accordance

with this procedure.

Making sure of the correctness
of all details of the
organization and the extent of
the accreditation before they
are delivered to the

organization.

Granting the organization its
accreditation / recognition

certificate.

The assessments managers are

responsible for:

6.2.1

Opening and filling in test form
No. T2-660001-01, checklist for
issuing of accreditation /

recognition certificates.

»INN 6.0

1121 NADIN NTIVN NPAN TONNY NYSIDN NPINND
A0V QRN MMINNA DY NIND IUNX PR YR DY

1NAY PMNIND TUN 9NN UNI PN 6.1
DINNA 130 N30 /NNVNN HNHYN NP
(7NN YN £19119) 191290

1991 /N290N NTIVN MON RTND 6.1.1
INONNNDY NONON G0 NODN
.Y 9D DNNNA NIND

XM PIIND 09 DD MND) XTI 6.1.2
ANINRD DN 2D NONONN

/79N0NN NIV DX PNIND PIYND 6.1.3
A9 NYONN

$0OPTANN MYNM NPINNY - 6.2

T2- 9901 DNV NN NINYY NINSY 6.2.1
NPANY PN NPV ,660001-01
.1991 7 NONON MTIYN
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6.2.2

6.2.4

6.2.5

6.2.6

Preparing a first draft of an
accreditation certificate and
scope of accreditation or of the
recognition certificate, for the
organization requesting
accreditation / recognition,
respectively, before the first
assessment and according to the
details received from the head
of the division and sending by
e-mail (or any other way that
the organization choses) for

approval.

Receiving confirmation of the
organization by e-mail for the
content of the certificate and
scope of accreditation or
recognition certificate, in
accordance with the type of

organization.

Filling in and documenting in
the database: QSOFT
accreditation / recognition
documentation cards and an
A7 and CE organization card,

respectively.

Forwarding the information to
the network administrator for
updating the website of ISRAC
in accordance with the
recommendation of the

accreditation and assessment

NTIVN SY NNVYRI NOLYL PONY

SV IN N9RDNN 9P NADIY NINDN
VPN YNIND ,NIONN NTIVN

9%, NNINNNA NN /NP0
DYV197 Y92 NYNRIN PTINN

ANYTI MDY PIND YNIN APV
INDY NINN TIT DI IN) MINIVPON
SNYVIND ININD (YIIND

MNIVPON INITA PMIND NYIN DIAPY
190NN 9PN NAD NTIVNN 19IND
NDY DNXNNA NN NTIVND IN
ANIND

QSOFT : ©M)N D02 TYNYY NOonY
D092 N1IN/N2NON TN POV
(NNINNN2 CEY A7 YN

DYY NYIN DN YNN NN PIVND
MYIN DY VITOINRN INN NITY
NYPPOY DTV NNONND DNNNA
9119 NVONM PTANN NONONN
22 NNNYN

6.2.2

6.2.4

6.2.5

6.2.6
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review committee and the ,MW 9D 1:\2_Ergonim\13_Teudot
decision of the General Manager .T2-660001-01 9901 DV NTON)
that is saved in the path
I:\2_Ergonim\13_Teudot by year
and delivering form No. T2-

660001-01.

6.2.7 Confirming sending of a MIND NADN NTIVA NMOVN TUND 6.2.7
certificate and scope to the 050N YY INNND Nad1 PTIAN
organization subject to it signing D”3U27N PMAIN NITOM MP29N
the surveillance agreement and MR

settling its financial obligations

to ISRAC.

6.3 The Finance Deputy General Manager NYYHNY DI2VIN D790 IMINNA 6.3
and legal advisor are responsible for: NPVIVYND
Sending to the organization a surveillance T2-671001- 7901 DNV) MPS DIDN TNIND NDYD
agreement (Form No. T2-671001-01 or T1- oV NYIYNN YYNN NINN TNND (T1-200000-09 W 01
200000-09) for signing by the authorized A-621001 1901 5N ORNNA JNIND

signatories of the organization, in accordance

with Procedure No. A-621001.

6.4 The General Manager of ISRAC is VAN DM IINNA 6.4
responsible for:

NI ,NIDNN /NDNONN NTIVN DY DINNDY IWUND
DN DMNNIND NINDNN 9PN

Approving and signing the accreditation /
recognition certificate, scope of accreditation for
accredited organizations.

6.5 The quality manager is responsible for: SMDINN DN NPINNT - 6.5

The quality manager is responsible for tracking DNNN VIV INR DIPYY MDNN DN NPINNI

the execution of the procedure.
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7.0 Method OV 7.0
7.1  Establishing effective period P nyap 7.1
7.1.1 Effective period of accreditation 19200 NTIYH 97N 7.1.1
certificate
7.1.1.1  Accreditation for an NMPND MM MHIND Nonon 7.1.1.1
organization is given for a NoNDNN NTIWN .DOMVY DY
two-year period. The D5 .NNNNA,0PMYO NN
accreditation certificate is N2NON PTIA T BV
issued for two years, YOI AIBEAN AP
correspondingly. Every two ,2-623001 9901 HYNNY ONNN2
- .PTA0N XY NION
years an accreditation
assessment is conducted for
the relevant accreditation
scope, in accordance with
Procedure 2-623001,
Planning and performing
the Assessment.
7.1.1.2  The accreditation certificate npanmn MONoNN NN 7.1.1.2
is first issued upon the MIIND NINON DY NMIYNRID
accreditation of the N9NONN NP DN NOPIM
organization and is valid 277230 2NN TIND 29 DY)
from the day of receipt of TVINND DMV OIN TV (MYIN
the accreditation (according DY M2 M
to the date of the letter of
ISRAC’s General Manager)
to two years from that date
less one day.
7.1.1.3 A new version of a PANN NTIYN DY NWTNNONY 7.1.1.3
certificate will be issued as DY NIPY : ND) TN 95
necessary (such as: a %572 VNN, (NNIRD
change in the name of the
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organization), as detailed in

this procedure.

7.1.2 Validity of the accreditation scope 191201 9220 NI 97N
7.1.2.1  The validity of the scope is 9PN N5 NN 9PN 7.1.2.1
subject to the validity of the NPAIN TINN NADIT .NTIWNN

NNRNIN NI TIY 9D 9PN XM
NTIYNN TIY U NWTN DO
P93 YN NID) .9PIN2
/NANTN MAPYI : NONTY
INND NONON DINNY /NDHY
21931 2NN

certificate. The scope has
an issue date and it is valid
as long as a new version has
not been issued and as long
as the certificate is valid. A
new scope will be issued,
for example: following an
extension / termination /
reduction of accreditation
after a letter of the General
Manager.

7.1.3 Validity of a recognition 11999 HHYN 9N 7.1.3

certificate

7.1.3.1  Recognition for a research MM PN PINY NN 7.1.3.1
facility is issued for two TWI DIV 75 .01THVD
a2 wINN NI5N PIIN
,’DJNT\ﬂ NI20NN PTIN
,2-623001 1901 HNND DXNN2
.PTANN WINY ION

years. Every two years a
recognition assessment is
conducted again for the
relevant recognition scope,
in accordance with
Procedure 2-623001,
Planning and Performing
the Assessment.

7.1.3.2  The recognition certificate NPAYN NIPDNN TN 7.1.3.2
is first issued upon the 17907 1NN DY NIYNRID

TIND 29 DY IPNNN JPNND

NOPIM MWIN D790 aNoN

giving of recognition for the

research facility, according
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to the date of the letter of DMV DN T NJ2IP DN
ISRAC’s General Manager T TVION

and is valid for two years
from the date of its receipt
less one day.

7.1.3.3  As necessary, a new version DYIN DO PN, TNNO95Y  7.1.3.3
of the certificate will be 1% 972 VNI NTIVNN DY

issued as set forth in this

procedure.
7.1.4  Special cases oINYN OMIPN 714
In case the General Manager's letter was issued 9PN 392397 NN 577330 ANIN 12V NIPNI

NPN NOINN NN MAPD ¥, NIIN/NINONN

NYPN) 97930 2NN PINND DNNNA 1797 /NDNONN
95 19»N0N DN DPMYNI NIIN NPNY VY N
39991 WNIN WTNNI NION/WTNN NONDNN Y900

prior to the last accreditation/ recognition date,
the effective period of accreditation/recognition
shall be set according to the General Manager

letter's date (this period could be longer than 2

. L 9PN

years in case all the re-accreditation/ re-

recognition processes have been finalized before

the valid date).

7.2 Draft building process OPL NI PONN 7.2

7.2.1 Building of a draft scope of N9NOVNN 4PN NADI HY NLL N 7.2.1
accreditation

7.2.1.1  The situations that constitute a basis NOPL NN DO DNNNN OXANNN 7.2.1.1
for writing a draft scope of :112NDVNN 9N N9
accreditation:

7.2.1.1.1  New accreditation. VTN Nonon 7.2.1.1.1

72.1.1.2 Extension or preparation for a AUTNN N9N0N PT2HY MDD IN NANIN 7.2.1.1.2

repeat accreditation assessment.
7.2.1.1.3 A special surveillance assessment D>IPN NRTI) TN MPI PTIN 7.2.1.1.3

(for example in cases of a medical TN T DY PN DTN NYTIN OV
M TP DY N NYTIN N
[(D”INN 29 071 IN2 MVIYW/DTN

laboratory notice of relocation of
equipment or an organization’s

notice on relocation of
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7.2.1.1. 4

personnel/methods in multi-site

organization).

Notice by the organization of its
wish to remove some of the
methods in the scope of the

accreditation.

In these cases, the head of the division will

forward a request of update to the scope of

accreditation to the assessment manager.

7.2.1.2

7.2.1.2.1

7.2.1.2.2

7.2.1.2.3

7.2.13

The documents accompanying the
draft certificate or scope of

accreditation issuance request:

Letter of the General Manager of
ISRAC (see Procedure No. 2-
651001).

Documents that are detailed in
Procedure No. 1-000014, in new
accreditation or repeat

accreditation.

Approval by the Finance Deputy
General Manager and legal advisor,
in the case of change of a legal

entity.

The head of the division will forward
the relevant reference documents for
preparation of the initial draft of the
accreditation scope of accreditation to
the assessment manager. The head of
the division will relate to the
definition of the organization and its

name in Hebrew and in English for an

PN PONY MINT DY NI NYTIN
.19N0NN GPPNAY MVLIVNN

7.2.1.14

NODIY NITYD NYPA GPIND YR DAY’ D)1 DMIPN2

.DPTANN NOMND

NPAN NYPIA NX OMNDNN DIINDNN
: NAVIN IN NTIIVIN DLV

2- 990 DN NN MV D931 anon
(651001

1- 9991 YN DXVNONN DIINDN
9NN N NYTN NONONA,000014
TN

NPY HY 2NN, 09D H7IIND NN
DPLIYN MY

NN OPTINN NOMND PV PR YN
NION TNXY DMVIMNDIN DINMM YINON
qP>0 NADI HY NINYRIN NOVPLN
NITIND ONMM YIND YR .NNONN
TDIND ,PDNINDY NIV NI PDIND
P2 TI9NY,NPITAN MINX HY PN
P29 DINY NN MYXIANT MP>T2
MMV ,(P) M1ap 9NN MySINnn Mp Tl
N NN IMNOY 191 (M) ) IR (T)
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exact reference of the test sites,

separate the tests conducted at a

reference site from tests performed at

a permanent (P), temporary (T) or
mobile (M) site and classify the

accreditation: flexible accreditation

scope (C) or rigid accreditation scope

(A).

7.2.1.4  Scope of accreditation structure

The scope of accreditation contains a breakdown

of the methods/ tests/ calibrations and testing

activity for which the accreditation is given. The

scope of accreditation consists of a first page,

which contains identifying details of the

accredited organization and the signature of the

General Manager, followed by a breakdown of

the accredited methods/ tests/ calibrations and

testing activity. The methods / tests/ calibrations

and testing activity are arranged by activity and

technology type.

Each standard (or activity type) begins with a
new page and each technology is detailed in a
separate table. Accessory template is saved in
the folder:

mva\onmnx\Teudot 13\o>naoi\nyian

The scope of accreditation is issued in English,
the fourth and fifth columns (the columns on the
right of the site column) being shown in Hebrew

too. The scope of accreditation font's type or

size shall not be changed.

7.2.1.4.1 A title row detailing:

W (C) ¥I1I) NONON 9PN : NONONN
(A) PYP NoNnoN 9N

NoNONN 9PN NI MAn 7.2.14

/ MOYOYN VIV NN DY NINDNN PPN NI
N’ DAY NN MDY DIDPIN / MPITAN
TIYN 2599 NINONN 9PN NADI .NDNONN
THOINN PIIND DY D3N DXV HION ,NYNI

/ MPYT2 7 MOVLIVN VP, TYNND D791 NINNI
MP T2 /7 MOLOVYN .DINDIIN NN MDY DYIPD
MYYN NO 29Y DITIDN ,NINI MDY DDP/
PNONOVM

991 VTN TNY XNNN (MDY N0 IN) JPN D
1Y NN .NTIN NP2V NVNBN ,MNINOV
;PPN NNNY

NYIANMD NN Teudot_13\DMNINNIVA

MTINYN TUNRD ,TPOIND PN NINDNN PN NI
INND NTINYD PR NITINYN) NPWINNM TPYIIN
.>92y2 0) NN (Site)

NADIN Y9 HY VNN TN IN D AN INIVYY PN

X NVBND HIMD NV 7.2.14.1
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A. The type of activity and the structure for
which the organization is accredited
B. The organization’s number
7.2.1.4.2  Further to the title, the name of the
qualified organization and the
address of the reference site will

appear.

In a multi-site organization or an organization
consisting of a number of subunits, the names of
the fixed sites or branches and the telephone
numbers will be indicated.

The manner of breakdown of the activities
conducted at the various sites / branches of the
organization will be described in the scope of
accreditation table, the breakdown of the tests
for the site being indicated in the Site column.
7.2.1.4.3  The bottom of the first page will

show:

A. The date of issue .

B. The page number out of the total
number of pages of the scope of
accreditation.

C. The signature of the General Manager
of ISRAC.

7.2.1.44  Emphases for the structure of the

scope of accreditation table follow:

A. Each technology has a separate table.

B. The tables are arranged in landscape
layout.

C. The title of the table has a light gray

coloring and the name of the technology

TIND THDIM PON JPNM MDYIN NO N
NN 190N .2

ININD OV Y9 NIMIY TwNna 7.2.1.4.2
OINMN ANKR NN THOINN

, TN ONN 901D 25NN PNIN INX NN 27 )NINA
190191 D90 IN DIWIIAPTN DIINND MNY I
)A5vN

D90 /DYINNI MYXIANT NMIDOYIN VI 9N
DY TWYNRI ,NIDIN NDAVA ININ )NIND DY DINYN
ANNXN) Site -N NTIIYA PIND INNRD MPrTIN

WA NYKRIN TNIYN NdPHNN1 7.2.1.4.3

.(date of issue) NPAN TINN N

.NA0IN STINY TO TINN TNYN 90N A

VIN D7om ndnn - L)

:NODIN NDIV MAND OOWITYVOND  7.2.1.4.4

D799 1YV ,NONOL 5D

1092 2MIY MITIDN MNYIVN A
.’landscape**

DY) WON 7ONI NIYAX) NYIVN NIMD L)
NN MLNY PN) MV AN AN TPNINOVN
:(MPNYNOLVN NN
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is italicized (sub-technologies are not to NIMON YYD MTIVN PN [
be italicized): TN NNWN NN
[ In calibration laboratory scopes, NINODN NPITA MTAYN ONIDIA [
the title consists of a single row. MIPIY NNV : MMV SNYN NIONN

ov) .NP>TaN N0 YN NNNNNN
LTPYNNDY DAY NDNOVN

accreditation, the title consists
of two rows: the first row
contains the name of the
product family. The bottom
row contains the test type. (The

name of the technology in

Hebrew and English).
The following actions must be taken to assign 21a5 ¥ NP INYNOVY NPYTAN NVOY THVD
the test method to an existing technology: :R3NIN2
All technologies will be documented in Form : T1-000016-03 1901 OV YTIIN NPNINDVN 57D
No. T1-000016-03: table of technologies. In 712150 DY M1V 5N I NIPHNI .NPNINIVN NDIV

19NN 9N NI NLPVL NYY YW AN PITY Y9 N
A9 YN MPUNY NN 9 1Y NHN PITI DNIDTY

case of change in a technology name or any
other comprehensive update, an updated scope
of accreditation draft must be created in real

time for each organization related to the change.
: 119N0N NYPA NYAPNN TUND

WNN ,OPI/NPITA/NOVN DY DN IO VW N
PPOINA NNV MITIYNN YNIDI NNNI
:NAVWMNN

When an accreditation request is received:
A.  The name of the method / test /
calibration must be checked for in the
laboratory scopes of accreditation
971N2/0°n3v)/Teudot_13\0MN IRV
database saved in the computer folder:
Rashut\Ergunim\13_Teudot/Nispachim/

betokef
, DD NDY DTN APINYNY ¥ 0V DYP DN al

oy, HPD 7/ NPYTA/NOIYN Y09 NN POIIND W
N2 ONPNN MNY NX) DINMN 1PN DY 9

test / calibration must be added according P90 NN AT ,MYIY DIPNN TIT NINIY
to the name of the reference standard (the L(0INVPNI FWAIN YINNI IN ONPNN

B. If a name exists, it is to be copied. If it

does not exist, the details of the method /

names of the standards may be found

through the standards at ISRAC, through
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the website of the Standards Institution of
Israel or by free searching on the

Internet).
Sy NOOIN OV / NPATA /NVIVM DTN 2
DR PN ¥ OINMT PN ONON PYD

C. If the method / test / calibration is based

on a certain section in the reference
M2y Reference Documents NT10y1a 9yoN
document, the section must be stated in
91 912y Standard/Method WN 915 >NaD)
the Reference Documents column for

o o .DXNADIN
calibration scopes of accreditation or a
Standard / Method for the remaining

POINY 90N YN MY 7In house”
D.  If the method has been developed by the

DIN 9 DY, (MIYN) Remarks NnTinya
: NOYTD ,NONNDN NTAVHN DY DIINDN

.Based on AOAC 920.117

laboratory, “In house” must be written in
these columns and in addition, in the
Remarks column, the applicable
documents on which the laboratory relied

must be added, such as: Based on AOAC
I N NTNS ¥2 o059 072 020073 : DIYD

920.117.
,T1-000016-04 190» 700192 (DP>708) 7777377 TN
Comment: In relevant fields the definition of the . opPI0P N5
matrix will be verified in document number T1-
000016-04, Matrix table. . 19NN 29057 MND 72145
7.2.1.4.5 Scope of Accreditation types: Calibration ) CMC 85 ¥ —5p3 mTayn e
e (alibration Laboratories — state the ND 9915 (Measurement Capability
CMC (Calibration Measurement N ;919N NN, IP3H WNISPYIN
Capability) including calibration site; D>V HPIN NNV DINN ,TTH/OIN
measurand/ calibration instrument /, NV ,NTTHRN MNTOIN , DWW YD DD
calibrated parameter, measurement IN DINMT THON INA DI N NPTIN
range and additional parameters where 7901 5112 IR RYND I20M VYA .; TT0)
applicable; measurement uncertainty MDPYI MYIN NPPTN : 1-611012
method or procedure/ reference TIINNID MPTY ATTNI MINTION ,ﬂ’)\‘?ﬁ\))ﬁ
Rophap

document . For additional data see
procedure number 1-661002: ISRAC
Policy on Metrological Traceability,
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Uncertainty of Measurement and

Reporting Statements of Conformity.

* Testing Laboratory —the type of DYIMNN ND NN PV W —APPTaMTIN o
materials or products being tested, the MP>7aN ML>WYN 07NN DININM IN
methods and tests performed; the SV DINMN THON IN PN ; MYNINDN
standard or reference document of the .NVWN

method must be stated.
e Inspection Bodies — the domain, ,MPY9N ,0INDN NN PIND YW —NPNINMIN e

activity, standard or reference document .IVXWN DY DINMN THON N PNN

of the method must be stated.

e Proficiency Testing Providers — the ,NPIONN NN PISD YW — ANNPHN MNANOIPID e
schemes, type of PT items, and TT0IN 22D DO ,NNNPHNN NN PV
measurand including characteristics. .DY9INN 591D

e Reference Material Producers — the type MINND NN KT ¥ — DI IIMINNINY e

,DINMN V9 IN N NYIVN ,OINMN
DY DOVPN N2 NN ,DIIMINN IN AN
DN DY TIY MXPNY TN

of RM, RM matrix or artefact, property
or properties, and the approach used to
assign property value.

7.2.1.4.6 Additional Information:

Q0N YN 7.2.1.4.6

An explanation of the types of accreditations (C
VAP N v — AN C) NINONN OND DY 120N

or A — flexible or fixed, respectively) appears at
o .NADIN DY NNVYNRIN NYIVN NPNNNA YN (NNPNNNA
the bottom of the first scope of accreditation

table.
7.2.1.4.7 Order of Data: (ONMANTO 7.2.1.4.7
Sorting within the accreditation scope tables will £17N22 YA ,NONONN 9PN NINIIV TIN PN
be done as follows:
A.  The tables and number of the standard MM2oYad DNNN JPNN 190N MNJIVN VT N
will appear according to corresponding AMIND
order of types of activity.
B.  Sorting will be done in alphabetical order NPNINIOVN OV SW ABC 297 Nuy» N0 al
of the name of the technologies in NYIIN ITO NYIIPT YN’ IWUN ,1PDNINI
1220 NNV D5V — NPNINOVN

English, which will be used for

determining the order of appearance of TPRNIY
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the technologies — each technology

having its own table.

C. In each table, the various methods / tests /
calibration / test activities are sorted
alphabetically by the column defined as
the first: the column on the right of the

Site column.

Comment 1: Sampling is defined as a
technology to all intents and purposes, and a
laboratory that is accredited for a test method
and sampling of that method will consider the
testing and sampling as two separate
technologies.

Comment 2. In case of a flexible scope a remark
will be added: For Type C details see list no.

Comment 3: In case a testing includes use of
Merck kit login to

https://'www.merckmillipore.com/ to the search

field, enter the kit number that the laboratory
assigned (first 6 digits without dots) and enter
the Supporting documentation. The product
number (10 digit number without dots) is the
number which shall be written in the scope:
Merck kit xxxxxxxxxx

7.2.1.5  The head of the division will examine
and confirm that the draft
accreditation scope that has been
prepared by the assessment's manager

corresponds with the accreditation

scope requested by the organization.

SV /MPrT/MOLIVN NMIMNN ,NYAV YD TINa 2
5v ABC 770 9% nmvin N»Na mooya /
PYNRY DTNV : INIYRID NVTINID DTINYD
.Site -N NTNYY

TUND 92T 220 i12N000 1T O T: 1 NN
TN S OV TD) 717273 NOIWS N200W 717IV0
NVPNIVI0 2NV OVIT) 772737 13UN? IV

N7

POIZ VITI V20) 120077 92277 SV 7717703 1 2 NIYD

For Type C details see list no. : 2377277 JIN
Merck 5v U2 VIV VW 72732) 7TP2 : 3 NN

9N https://www.merckmillipore.com/ 1IN OID7715 v

71TV D277 1900 IN 1229715 , 19077 71TV

-5 OI7ID) (1770 55 DINVNT 1117990 6) 771700
2904) Product number-77 .Supporting documentation
IDINT V2 )N 1907 D (T2 NIZ 17190 10 )2

Merck kit xxxxxxxxxx : N377 )9INI NODI2

NADI NVYV YD IWUNN IND PRI WK 7.2.1.5
NYMIN T DY MY NINRONN G
200NN GPPNY NYIRNN ,DXPTINN

ANINRD T DY UPanw
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7.2.1.6

7.2.1.7

7.2.1.8

7.2.2

The assessments manager will send
the draft scope of accreditation for

approval by the organization.

In case it is necessary to update the
scope of accreditation draft, following
the assessment, the head of the
division must forward to the
assessment manager all changes and
updates in the accreditation scope no
later than fourteen (14) days from the

end of the inspection.

The assessments manager will update
the accreditation scope by the date of
the accreditation and assessment
review committee in order for it to be
used in the decision-making process
in accordance with Procedure No. 2-
651001, the Decision Process
Regarding the Accreditation Status of

Conformity Assessment Bodies

Building of the draft accreditation

certificate

The assessments manager will send the

accreditation certificate and scope to the

organization for final approval.

7.2.2.1

7.2.2.2

A file that 1s defined as a draft is to be

sent

Before sending the scope of
accreditation, the validity of the
version must be removed and changed

to XX. XX XXXX.

JIND NYIND NOYN DYPTANN NOMIN
.19D0NN P21 NI NVPL NN

,NADIN MLV NITYA TNN NINN NN
YN PINRN YR DY ,PTINN MAPYa
DMPYIYN DD NN DOPTANN NOTNY

N NONONN 9PN NADIA DMNDTYM
PTA0N 0INN (14) TWY NYAIND INND

qP°0 NODI NX ITYN DIPTANN NOMN
NPPOY NTYNN DM TY NINONN
TONN2 wHYIY TN DY PTIANN NONONN
2- 9901 NN >3 Y MOVONNN NP

9272 MOLONNN NYAP YN ,651001
.DOPTIA DY9IN YV NONDN I8N

N9NVNN NN DY VPV NI

7.2.1.6

7.2.1.7

7.2.1.8

7.2.2

,N12NONN 4PN NI NIV ,NDVYN DXPTANN NOMIN
I NYIND ININD

NOPVI ITINN XIP MDY v

92NN NN TINY W ,NI0IN NNV ND
XX XX XXXX -2 199009
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7.3 Process of issuing accreditation
certificate and accreditation scope after

assessment before publication

The General Manager of ISRAC announces her
decision on the status of the accreditation to the
organization, based on the recommendation of
the accreditation and assessment review
committee, by an official letter that is
disseminated in accordance with Procedure No.
2-651001. To the extent required, the General
Manager informs the organization of the
possibility of submitting pleadings in writing in
accordance with Procedure No. 2-651002.
Based on the General Manager’s letter, the
assessments manager will open checklist Form
No. T2-660001-01. This form will accompany
the documents that are necessary for the issuing
process.
7.3.1 Structure of the accreditation

certificate

The accreditation certificate will be issued in

Hebrew and English.

7.3.1.1 The accreditation certificate will be

1ssued in accordance with the format

saved in the electronic folder:
mv\omnIN\13 Teudot\o>naoi\nyian

See example in Appendix No. 01.

7.3.1.2  The certificates contain:
7.3.1.2.1  Israel's symbol
7.3.1.2.2 ISRAC’s logo

NODI NINDN NN NP PPUAN 7.3
01999 %9Y P73 INNRY NINON 9PN

DILLD MTIN NNVINN DY NYTIN MWD D7D
NPPOY NTYNN NXONN DDA LY, JNIND NONON

9 JY X9 MDY 2NN MYSNNIA ,PTINM NINONN
NYTIN 979307N ,WATIV 93 .2-651001 1901 DM

2- 990 D11 97 MIYVY AN NYIN MIYIN DY )ININD
.651002

DMV DXPTNN NONIN NNON ,H7I)HN ANDN DIOA DY
NN M 090 . T2-660001-01 7991 3N
PNN TONNY DINININ OIDNONN

N220HN HNYN Nan 7.3.1

JPDNNY NYI2Y MAYA PANN NINONN NTIVN

VNN OXNNA PN NONON NTvn  7.3.1.1
S TIMMVPORN NPPIN NHYN

nyan/onao\Teudot_13\0mnIN\MYA

.01 9901 NADII NNONT NINI

MY MTIYNN 7.3.1.2
T nSno 7.3.1.2.1

M ono  7.3.1.2.2
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7.3.1.2.3  The number of the standard / TRDIN DMA/PA DY ONPN Npnn von  7.3.1.2.3
standards by which the APNN OY GPINN MW JNIND

organization has been accredited

and the effective year of the

standard.

7.3.1.2.4  The number and name of the ,NVONIN MYIT THON DV 190N
regulator’s requirements document, MYTH DORNNA THOIIN IR NN
if the organization has been YNOWNNI TIVN DY) MVYIN DY MOMmuN
accredited in accordance with NN TPNVOY MY IN

common requirements of ISRAC
and a governmental ministry or

other national authority.

7.3.1.2.5  The type of activity of the (MIYTHIN NINI) PHIND DY MDY N
organization (see definitions) with NN 1D MNIN DY NTION TIN
separation of calibration S NOTY PN NN Y DO NPT
organizations and testing ISO/IEC 17025:2017

organizations operating under the
same standard, for example:

ISO/IEC 17025:2017.

7.3.1.2.6  For inspection organizations, the SYNINRD N D) PIN MPI MDNIND

type of organization will also be TYPE A, B, or C
stated: Type A, Bor C

7.3.1.2.7  The title of the certificate: 101 N2NON NIV - NTIVRN DIMD
“Accreditation Certificate No.  ” ,()NIND 290N)

(the number of the organization),

7.3.1.2.8  The name and address of the NN NN, TRDIND )NIND NIINDY DY
accredited organization, which JIND TINA NONOIND NTNN
identifies the accredited unit within

the organization.
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In the case of a multi-site organization, the

address of the reference site will appear.

7.3.1.2.9

7.3.1.2.10

7.3.1.2.11

7.3.1.2.12

Date of first accreditation.

Valid date of accreditation

certificate.

The signature of the General

Manager of ISRAC.

Comment to accreditation
certificate: “This certificate does
not constitute confirmation under

article 12 of the Standards Law”.

The meaning of the comment is that the

certificate

does not constitute confirmation of

the laboratory being a laboratory approved by

the Commissioner of Standardization of the

Ministry of Economy and Industry. If a

laboratory is interested in being a laboratory

approved by the Commissioner of

Standardization of the Ministry of Economy and

Industry, it must contact the Commissioner of

Standardization and follow the criteria

document

that is published on the website of the

Ministry of Economy and Industry.

7.3.2

The head of the division will
reexamine the draft certificate in
Hebrew and English to make sure of
the correctness of the details of the
organization appearing in the
certificate. In addition, he must
examine the scope of accreditation

and make sure that it matches the

LDINMMN INX NIND YN MINNX 27 NIN DY NIPNI

YN ONoN Pann 7.3.1.2.9

.Onon nmyn 9o 7.3.1.2.10

AN Srom npvnn 7.3.1.2.11

NN DTINN : NONON MTIYNY Nwyn 7.3.1.2.12
PIND 12 PYD 97 NN NN
SONPNN

YN NI NN NTIVNN XD NN NIYNN NIVHYN
2¥ INNNN MY NIVINDD NTAYN NTIVHN DY NNPND
N2 .YYNM NYIDIN TIVN DYVN NPPNN
NNNN MY NIWINNDD NTIVH NP NIMIYHD DTV
DY NMWYNM NYIYON TIVN DYLN NPPNN DY
TINN TADN 29 DIV NPPNN DY NNNNY NND
MYYNM 199990 TIVN AN DONINN DTN

NTIVNN DLV NN WY IND PIND UK 7.3.2
Y079 NNDI RITNY NIDNND M2
Y 12 193 .NTIVNI DY PININD
DIV INNRNN TN NADIN NN )INIY
NONON 7272 MVIN D70 NVONN
919311 AN NNPODNN,NIND
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7.3.3

7.3.3.1

7.3.3.2

7.3.4

decision of the General Manager of
ISRAC concerning accreditation of
the organization, which is
summarized in the General Manager’s

letter.

The assessments manager will send
the organization the updated scope of
accreditation for its final approval
within five (5) workdays of finishing

the action on the corrective action.

If corrections are received from the
organization, the head of the division

must examine and approve the update.

The organization must confirm in
writing the final draft of the scope of
accreditation through an email
message within five (5) workdays.
The absence of a response from the
organization will be considered as

consent.

Once the confirmation of the
organization for the certificate and/or
accreditation scope of accreditation
are received or five (5) workdays after
the approval request date, if not
approved by the laboratory, and
subject to the issue of the General
Manager’s letter, the assessments
manager will prepare a certificate and
scope of accreditation and will
forward it for signing by the General

Manager of ISRAC. The General

NODIN NN NIND NYYN DXPTINN NOMIN
(5) NINRN TIN NON YNYIRD 1OTIVIN
70921 190N 0PD INKRD NTIAY MWD

2Y )NINNND ONPON DOYIAPNN NN
NTYN AWUNRD PNAY PR WRD

NPMDN NOYVLN NN AN IWNRD HNIND DY
TIN 9N NYTIN NMYYNIND NIDIN DY

MY NN 1NN N .NTIAY 2D (5) NYIHN
.50 T PNIND

G271 NN NTIVND JNIND NYOIN HIAPNN
N7y "M (5) NYINRN DIN IN NONONN

MY IR NI DTN ,NIYIRD NYPL TINN
;971931 ANDN NNIIND NI952Y,NTIVHIN
qP°0 NADI NTIVN DXPTAN NYMIN ON
NPNND 9>2yM PDF VNN NINONN
INND ,NMVAN D70 .MVAN DO
TPN9DN NTIVNN NN PIAYN ,NNNNY
.DXPTANN NOMINY OIMINNN
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7.3.5

7.3.5.1

Manager of ISRAC, after signing, will
deliver the certificate and its scopes of
accreditation signed to the assessment

manager.

Additional actions after issuing the

certificate and scope of accreditation:

In new accreditation, the Finance
Deputy General Manager and legal
advisor will verify that a surveillance
agreement is delivered for signing
with a payment demand to the
organization (see Procedure No. A-

621001).

Note: a certificate and/or scope of accreditation

certificate will not be sent without a

confirmation of receipt of a signed surveillance

agreement (original) and without the payments

being settled.

7.3.5.2

7.3.53

The assessments manager will update
the accreditation / recognition status
update card in QSOFT (application
A7). Information concerning the
accredited organizations and
accreditation/recognition status is
updated on a daily basis in the "search
laboratories" section on ISRAC

website.

The assessments manager will copy
the current certificate into the “in to
the internet” folder and will inform

the responsible network administrator

NTIVNN NPAN 9D MADN MWD
: NADIN

NSV DX90ON H7IIND ,NYTN NINONI
NP9 DIDN NNMDY XTHN NOPVIVNN
51 NXI) ININD DIPYN NYIIT NdINND

.(A-621001 1901

7.3.5

7.3.51

NDD 7150077 92071 NODI IN/) 71TIWN NIV XD - YD
1177077 P DPPR) OINN NIF29 02077 1237 5Y NN
OISV

NITY DV NN ITYN DPTINN NOMIN
DY) QSOFT -2w N151/N200NMN 28N
D00 DININD YAV Y11 (AT
MPTNA TYNND N9 / NONONN DIVLD)
TN MYIN SV VITOINN INNI PN
SIYTAYN VIDNY

TIDTYN NTIYNN PPNYN OXPTINN NOMN
NN YTM in to the internet® N»p Ny
DN TYN DDIAY ININKN NWIN DN
N InNNa
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that he must publish the updates on

the website.

7.3.5.4  The announcement on the website (5) DYOIPN TN YN NI DI 7.3.54
will be made within five (5) days of 702 ,579307 AN NNNINN DI
the General Manager’s letter being PNM2INN 5O NN NNYOWN NTAYNM
issued, if the laboratory has completed -A-621001 1901 51 97y MY

all of its commitments to ISRAC in

accordance with Procedure No. A-

621001.
7.3.5.5  The network administrator is NN ODID NWIN DN NPINNL - 7.3.5.5
responsible for publishing on T2- DMV NX HDPY INND , MVIN
ISRAC’s website, after having 9PN NI NN ,PVMPIN 660001-01
received relevant Form T2-660001-01 12NN DTN IN DTN NONONN
the updated scope of accreditation or .to the internet N2V OO DY NOTIVHN

recognition certificate of
organizations, based on the to the

internet table.

7.3.5.5.1  For a new laboratory: VTN NTAYND 73551

Following the sending of the letter of the N5MI 5y ,JINT 577930 2NN NSV MAPYL
MINN D9 1 TOIN 2D NTND DPTINN

DY PN MYIN 2953 NIRN DY NPDVIVDIINITND
N2 PYOY PYNnD oNITON

General Manager to the organization, the
assessments manager must make sure that all
administrative obligations of the organization
towards ISRAC have been settled and only after

they have been settled proceed to the next

section.
7.3.5.5.2  For an accredited laboratory: :NONOM NTAYND  7.3.5.5.2
The website of ISRAC must publish the scope NODIN NN MYIN ¥ LITOPNN INNL DV ¥

,MYIN NN DN DXIANN NINONN DIVLD)
mMLONNN NYAP TOIN 2-651001 990D DN VNOND
NYIN YN .DXPTIA DN YV NONDN 28N H2Ta
NNOYI NN TYNDY INNRD DXVIN MOYND ININK
20NN

of accreditation and the accreditation status
stemming from them on the website as set forth
in Procedure No. 2-651001, the Decision
Process Regarding the Accreditation Status of
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Conformity Assessment Bodies The network
administrator is responsible for uploading the
details to the website and documenting this in
the checklist.
7.3.5.7  The assessment manager will file MTIYNN DX PHONN DOPTINN NOMN 7.3.5.7
certificates and scope of accreditation ININT MOV MTIYN NOPINI NI
.00 NRIP NMYOIN DY 9N MYNNNI
9901 DNV DY NNNINN WXL TYNM

in the socpes' file and will send it to

the organization by mail with

approval read and delivery and YN NN NRPYI . T2-660001-01

document the above by signing Form APRIDA MTIVN 7713
No. T2-660001-01. The check-list

shall be filed in the relevant scopes'

folder.
7.4  Process of issuing a recognition 1990 YN RPN TONN 7.4
certificate
The process of issuing a recognition certificate is NPAN DV MY NMYT NION NTIVN NPAN TONN
similar to that of issuing an accreditation : 797 1019 NONON NN

certificate except for the following:

7.4.1 Upon receipt of the request for 2 9PN JPNNA 1IN NYPIAN NYAP DY 7.4.1
recognition of a research facility for 172NN 9PN DN PND WNI 22y GLP
GLP, the head of the division will N51NIY (T1-200000-01 DMV *9D) WPIANN

transfer the requested scope of NTIVN NOPY MONZ DPTINN

recognition (per Form T1-200000-01)
to the assessments manager for

preparing a draft certificate.

7.4.2 Structure of the recognition certificate 199NN NTIVN MIAN 7.4.2
The recognition certificates are issued in English. TPDNND NOWI MPANI NIINN MTIVN
7.4.2.1 The recognition certificate will be issued VHNAY ONNNA PONN NN DTV 7.4.2.1
according to the format saved in the folder: : PN NNYN
I:\2. 13\019X_Teudot\N1)2am o Nav) NPIMDINSONTeudot_13\0MMNIN 1:\2
See example in appendix number 1. 19991 NYDII NONT NN
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The certificates contain:

7.4.2.1.1

7.4.2.1.2

74.2.1.3

7.4.2.14

7.4.2.1.5

7.4.2.1.6

7.4.2.1.7

7.4.2.1.8

7.4.3

ISRAC’s logo

A reference of the GLP statement of

principles

The fields of recognition (ISRAC
GLP Compliance Monitoring Unit)

The title of the certificate:

bE

“Recognition Certificate No.

Name and address of the recognized
organization, which identifies the
recognized unit within the

organization

The date of first recognition
Valid date of the current recognition

The signature of the General
Manager of ISRAC on the

certificate

The quality manager will make sure
that details of the research facility
appearing in the certificate are correct
before approving the draft recognition

certificate by the research facility.

7.4.5 Update of the recognition certificate at

ISRAC website will be done according to form
No. T2-660001-01 by transferring the updated
certificate to the folder “TO THE INTERNET”

by the assessment manager and updating the

website by the network administrator.

:DMDN MTIYNN

mwan Yno

GLP nmpy 70010 0N

ISRAC GLP ) nvonn »mnn

(Compliance Monitoring Unit

01 NN NN : NTIVHN NIMD

"

NN DN LI PIHINND H1INDY OV
YIND TN NN DTN

MNYNIN NIDNN TIRN

PRIV NN GPIN PINRN

DTIVNN DY MWD 79310 NPINN

PN Y079 NPRNN KT DINNN KM
NN 299 NTIYNI DWNNN IPNNN
APNNRN PNN MY NN DTV DOV

DY VITVPNN INNI NIDN NTIVN NITY
T2-660001-01 99D DIV 977y NYY> MVIN
TO 7 NMPIND NMIITYN NTIVNN NIV MY
, 0P 729N NONN T DY "THE INTERNET
MY HPNN DVY DRNNA INND NI TV
Dvan Y
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9135 197011 990 NODI BIDID PITY 7.5
/95 DNYYIN DNINDNY
PN NYDIN/ DN

7.5 Update and publication of scope of
accreditation for entities whose

accreditation has been suspended/

7.5.1

terminated/ reduced/ voluntarily

withdrawn

In cases of suspension / termination /
reduction / voluntary withdrawal of
the accreditation or recognition (see
Procedure No. 2-650001), the
secratary will ask the organization to
forward within seven (7) days of the
day of receiving the notice a written
commitment signed by its
management that it will not use the
original accreditation certificate or its
scope of accreditation, a copy of the
certificate or scope of accreditation in
a manner that may mislead customers
or endanger the reputation of ISRAC
and that its customers have received a
report on the suspension, reduction,
removal of accreditation and the
expected effect of this. An
organization whose accreditation has
been removed must declare that it has
stopped using any reference to the
accreditation. See Form No. T2-
660001-11, undertaking not to use the
accreditation certificate or its scope of
accreditation, which will accompany
the General Manager letter concerning

suspension / termination / reduction /

NN /DINNN /NDOY /7 MYV DY DPNa
S5 NNI) NIONN IN NINONN DY NNIN
MXINDN NN WPan (2-650001 19010
NN 5PV 0PN DD (7) NYAV TIN PAYND
YT DY NNPINN 2AN521 MANNN NYTINN
NTIVN VIDIY DYV KD D NN

PNV ,NADI DY NPNPNN NONONN
D10¥1N 19INA NONONN 4PN N NTIVRIN
SY VN NHY NN JOOY IN MNPY NMIYLNY
Y2)D NITIZDP PIIMPD 21 MYIN
990NN NI0N INX DINNY ,7PYWNN
INDNDIY PIN DY TN NN NYAWNN
992 VNNYNY 209N ¥ PNNND N0
T2- 9901 DMV NN .NINODNY YNIN NN
MTIYNL VIDY OND MIA»NNN ,660001-11
aNONY 9NN IWN ,NODI DY NONONN
/DINNN /NDYOV /7 TPYVN 1272 D700
.1797N IN N2NRDNN YV )ININ NI0N
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7.5.2

7.5.3

7.5.4

7.5.5

7.5.6

voluntary withdrawal of the

accreditation or recognition.

At the end of the suspension period, if
the organization meets the
requirements of ISRAC, a new
accreditation / recognition certificate
shall be issued as detailed in the

sections above.

When an organization is reinstated
after termination or voluntary
withdrawal of the entire scope of
accreditation / recognition this will be
considered as first accreditation and
the accreditation certificate will be
issued as first version of the
accreditation cycle and the
organization will be given a new

number.

An update of the scope of
accreditation will be made according
to the details appearing in Procedure
No. 2-650001. See example in

appendix number 1.

The valid date of the scope and
certificate of accreditation will change
according to the decision date of
ISRAC or receipt of the laboratory’s
request for partial suspension /
reduction of the accreditation, valid

date will change accordingly.

The head of the division will transfer

the updated scope of accreditation

TOIND TINY> DN PYWNN N9PN DN
/190010 NTIYN Y PANN ,MYIN MyTa
DXPYDI VIONY DRNNA NYTN NN
20V

NN NIONN IN NDOWUN NN TNIN IWND
927N AVWN> N1DN/NDNDNN 970 XIDN Y
P91 N2NONN NTIVM NNWYNRI NINDND
TNINDY NDNONN MNINN DY NNHYRI NONA
VTN 990N YN

DNNNA YSID NONON 920 NI NITY
N .2-650001 9901 YN NN VIPID
.01 9901 NODIT NONT
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7.5.7

7.5.8

7.5.9

7.6

within five (5) workdays at the most
from the day on which the partial
suspension / reduction of accreditation

takes effect.

An updated certificate will not be sent
to an organization whose accreditation
has been suspended fully / terminated,
except for an organization under

voluntary suspension since he remains

under ISRAC surveillance.

Each October (the latest), the
assessment manager will review the
QSOFT module »organization card”
and will update the list of
organizations whose accreditation /
recognition will expire at the end of

the following year.

The Finance Deputy General Manager
and legal advisor will send those
organizations a renewal of the
surveillance agreement, a payment
demand for a periodical fee and a bill
for 50% of the cost of the
reaccreditation inspection in
accordance with Procedure No. A-

621001.

Temporary accreditation statuses for

an organization

7.6.1 The assessments manager will
add on the website of ISRAC the
text: “The information is not

updated due to non-completion

PYUNN GPINY NDI2Y DPN INPN
.N19N0NN DY DISNN/NPONN

19INT NNYYIN ININDNY N IND
, DTV NTIVN NOWIN KD NYOWI/NROND
NI PYYND XYM NIN N2Y OYNY
MYIN MPYA NNN INWY INNRND

VPN YTINA ININNDN DI MY TN
QSOFT D’ NN DYPTa00 NYMIN NPON
DIMNIND DY NDOWI PIM NN DOV

NAPIYN MY NON DNIDN/ DNONONY

NOWN NPVIYNN NIV D9DIN D’OIND
NYIT,MP9 DODN YITN DININ DNIND
912y PNIAVN PNNPN NN Y DIYVN
DNNNA YTNN NONONN PTIN MOYN 50%
.A-621001 790N DMId

7.5.7

7.5.8

7.5.9

MIND DIINT NONDN AN 7.6

NNIN DX POIN OPTNN NN

PTIVI IR YR - MYIN 1NN
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7.6.2

of administrative requirements”,
for laboratories whose
accreditation / recognition status
has expired and that for reasons
of not settling administrative
duties, their accreditation status
has not been updated (See
Procedure No. A-621001). In
this case the head of the relevant
division will issue a deviation in
QSOFT. The General Manager
of ISRAC will send a “change in
laboratory status” letter
according to Form T2-651001-

18 to the relevant organization.

Administrative extension of

validity of the accreditation

7.6.2.1 If the General Manager of

ISRAC has given an
administrative extension to
the validity of the
accreditation for the
organization, an
accreditation certificate

and/or scope is not issued.

7.6.2.2 In this case the head of the

relevant division will issue
a planned deviation in
QSOFT. According to the
General Manager's
decision, the assessment

manager will state in the

MIN NITON OX DY MDOM X9
DIVLD PTY KD, NPDVIVDIPNTN
A- 1901 HM) NXI) DY NONONN
GINN YN 1T NIPN2 (621001
NOIYNA NPIN NN POINDIN
anon NOYN MYIN 9703 .QSOFT
DMV 290 "NTIAYN DIVRVLD NPY”
DOMPIN NIND T2-651001-18

9NONN GPIND NOMIN NIIND 7.6.2

GPIND OOMN NOIND MMM O 7.6.2.1
91930 YT DY ININD NOINONN
INA DTIVD DYPON XY, MVIN
.119N0N 9P NAD)

YOMDIN PROYNI M NIPNA - 7.6.2.2

NIYNA NNNND NIIN NN
917930 AnNonY oxNNA .QSOFT
D092 DYPTIAN NI PN
QSOFT-2w N151/N590n TN
NOINNN NOY NINNN >TIN NN,
TN .N2NONN GPIND NOOMN
99 YAP» NINONN GPIN NONN
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7.6.2.4

7.6.3

accreditation / recognition
documentation card in
QSOFT the dates of
beginning and ending the
administrative extension for
the accreditation validity.
The start date of
accreditation will be set
according to the end of the
administrative extension.
7.6.2.3  The announcement will be
made by the network
administrator on the
website of ISRAC, so that
along with the name of the
organization the following
writing shall appear:
Under administrative extension dated:

XX/XX/XXXX

to: XX/XX/XXXX

Tracking of an administrative
extension for the validity of the
accreditation is done at the
responsibility of the assessment
managers through the valid date of the
status in the organization’s card in

QSOFT.

Other temporary status are detailed in
Procedure No. 2-650001.

NOINNN NP TN DYD
OYNININ

NYAN SN MY YN 0IDI9N 7.6.2.3
DV T8OV 5 ,MVYIN 1NN

£A19» JNIND

s TINDN NI NOINDA
XX/ XX/XXXX

L XX/XX/XXXX : PIND 1Y

GPINY DPOMIN NIIND NN APYN
MO NPINNI YXIANN ,NINONN
DIVLD GPIN PIRN MYNNINI OXPTIIN
.QSOFT -aw »Inn D002

5102 DXVNN DINK DMINT DIDIVVLD
.2-650001 7901
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7.7  Current updates

7.7.1

7.7.2

7.7.3

The letter of the General
Manager will be distributed as
stated in Procedure No. A-

621001.

Each month, the network
administrator receives by email
from the assessment manager
the “update of accredited
laboratories and their
accreditation fields list” and
“organizations whose
accreditation has been
terminated, reduced and
voluntarily withdrawn”, based
on which he will update

ISRAC’s website.

In addition, the assessment
managers send regular updates
to the network administrator on
accreditation or recognition

status.

8.0 Documentation

8.1  The accreditation/recognition status and valid dates

are kept in the QSOFT database, the accreditation /

recognition documentation card (historical data
until 2014 is saved in Makact05” and “ISRAC

follow up” tables that are saved in the folder:

mwa/onnIN/teudot).

Valid certificates are kept in the following folders:

0’9V DINOTY 7.7

N5 DRNNA NOY D7O)IN ANON 7.7.1
.A-621001 99010 Y2

"N NN DN HaAPN ,WTIN TN 7.7.2
NITY” NIV NN ,OXPTINN NOMINN
NN MINDIIN NMITAVNIN NIV
NYALV NN TN 9 DY 7 INDNON
, NP9 DNONDNY DININY
D02 DY N8I NIDIN ,NNSDIN
VAN INX DX O TY

: N2D 2°M)2 NHIYI NNIANN

NN MTIVHN NI NI Teudot_13\0MMNIN 1:\2

MY NYIN DMND DXNOY) 90N 7.7.3
DLV DMITY,DXPTANN MONIN
.199NN IN N2NDNN 28N HY

T n

,9PINN YIRM NIIN/NINDNN DIVLD

TN ©vV15 ,QSOFT 0NN ©0121 D NNY
,2014 TV Ty DONVLDIN DINNI) NIIN/NINDN
ISRAC » -y » "Makact05 mn52v1 o>y
;PP N2 M »follow up

.(rashut/ergunim/teudot
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[:\2. 13\ IX_Teudot\971n2\0°N9D)
[:\2_13\0" X . Teudotqgpin2\oMVIP\
Archive shall be filed under:

[:\2. 13\0)N_Teudot\21>59IN\DN9D)I

8.2 Form No. T2-660001-01 accompanying
the process of issuing the certificate,
copies of the original certificates and
scope of accreditation / recognition will

be filed in the organization folder.
8.3  Tables kept in the folder:

8.3.1 List of accredited laboratories
and their accreditation fields

table. Kept in the folder:

[:\2_13\0»nx . Teudot MTaYNN NNIWI NITWN

INN2
8.3.2 Table of organizations whose
accreditation has been
terminated, reduced, voluntarily
withdrawn.
8.3.3 The assessments manager will

keep the certificate and scope of
accreditation in the appropriate
electronic folder:

Rashut/ergunim/teudot.

8.4  All scopes of accreditation and
certificates of a given calendar year are

saved in a corresponding folder

Rashut\Ergunim\Teudot 13

:INAN NPPINI MNNY GIN2 MTIYN
9INA\0>NaUNTeudot_13\070M N .1:\2

9PIN2\MVIP\Teudot_13\020)IN .I1:\2
;NN Y IIN

2N\ NIN\Teudot_13\0mNIN .1:\2

7o N MoNN T2-660001-01 795010 09w
NPNPNRN MTIYNN OPAYN ,NTIVRN NPAN
PON2IPNN NIDN 7/ NINONN 9PN YNADN

ANIND

:MPINI MMNYN MNDIV

MONDINN MTIVHN NIYI NHAV 8.3.1
2>M2 MHNYI JNINON MINM
: N2AN

8.2

8.3

NN MTVHN NPOWI NITWTeudot_13\07NIN 1:\2
AN2N0N MDIND MDNOIN MTIVNDD NPV N

,NPOYI DNONDNY DININ NYAV 8.3.2
N N0, NNNMIN

NTIVNN NN NDYN DOPTINN NOMIN 8.3.3
NN NINONN PPN NODN
: IINNNN NINIOPOND

.Rashut/ergunim/teudot

TITIOP MY DMK DY MTIYNM DXNA0IN D
INNN N¥ONNI OMINWI

8.4

Teudot_13\DMNIN\MYA

DYPMYN IRY 55 .QA-2 NN NPHN PV ISRAC 2wni HY DIRNDIN NIN DN DT TADN DY DTN DIVINDD DXPMIYN
2021 92I0PINA 4-1 DITIN .T292IDHTIN 12 DYDY GPINA DM DMIPIAN DON

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 October 4, 2021




Website: YES

9201 9950 SNV MNIYN

Certificates and Scopes of Accreditation

24 :ND7) 190N

2-660001 : 99010 5NN

46 710 39 1901 97

Version number 24

Procedure number 2-660001

8.5  The scopes of accreditation are saved in
an appropriate folder, the format being:
KXXXX -Y:

8.5.1.1 K — prefix for the entire number

8.5.1.2 XXXX — the number of the laboratory

as four digits

8.5.1.3 Y — the number of the version of the

same scope of accreditation

8.6  If the scope of accreditation is being

prepared and has not yet been
disseminated to the laboratory (new
accreditation, any extension, change of
address, etc.) it will be saved with an
addition to the name — NotYet and inside
the details on the nature of the change
will appear, usually highlighted. The draft

will be saved in a draft folder.

At the end of the preparation, the new,
approved version of the scope of
accreditation and/or the certificates are to
be transferred to the “valid” folder and the

previous version to the “archive” folder.

To this end, the current version of the
scope of accreditation must be transferred
to the “to the internet” folder with the
change of the filename from KOXXX to
AKO000X, signature of the General

Manager and also save as a PDF file.

Page 39 of 46
IUND ,IRNN NXNNA DN ONIDIN - 8.5
:KXXXX -Y N0 n32ann
990NN Y90 N Pp—K  8.5.1.1
M990 Y2INI NTAYNN 1900 — XXXX  8.5.1.2
NADIIMN DY NOVDN 90N —-Y  8.5.1.3
NTIYNY XN DIV MONA NN NP2 8.6

N2IND NPY PNYII NANIN ,NYTN NINDN)
NotYet - OV NODIN DY 1MW NN (1)
70 — NPYN MNND VIPIN YA D91

0PV NYNNI IIYN DLV .WITIN

NYINN NONN DX PIAYND W ,MDNN DINA
PPINY MTIVNN IN/ NADIN HY NIWINDN
PPINY NNTIPN NONN NN 79PN
SN

SV MSTYN NOMN NN PPNYND v 75 OVD
MY DY TN 7to the internet” NMPIND NADIN
NN ,AKOXXX -5 KOXXX -n N1pn ov
.PDF X2)p5 03 MY 5790 nndnn
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8.7

9.0

9.1

9.3

9.3

9.4

9.5

At the end of the issue of the certificate /
scope, an accreditation / recognition

documentation form (A7) is to be opened

in the QSOFT database.

Appendices

Appendix No. 1: examples of an
accreditation certificate and recognition

certificate

Appendix No. 2: Template of Published
Status Reports on ISRAC Website

Form No. T2-660001-01: checklist for
issuing accreditation / recognition

certificates.

Form No. T2-660001-10: cover letter for
surveillance agreement — recognition

according to the OECD-GLP principles.

Form No. T2-660001-11: undertaking not
to use the accreditation certificate or its

scope of accreditation.

0022 NINAD ¥ NADIN/NTIVNN NP DDA
N791/NM2n0N TN 090 ,QSOFT Sv 0N
(A7)

[=Rdal2ip)

900N NTIYND NINDIT : 1 71901 NID)
190 NTIYVM

DMNIN DIVLO MNIT NN : 2 190N NAD)
MYIN NN OYNDONNIN

MW NI T2-660001-01 1901 OV
.91 7 N2NON MTIVN NPANY

M9 2NN : T2-660001-10 990N DNV
OECD- mIpy 29 Dy 17191 - MP D01
.GLP

MNY MNP : T2-660001-11 990N DNV
.1PNADI Y NONONN MITIVNA VINOIY
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Appendix Number 1: Examp]es of NINON n"””nb MINNINT : 1 99017 NAD)

Accreditation Certificates and 930 MNym

Recognition Certificates
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Suwnd ‘ )'l niTaun nnoaY n'niINta niwa
§%’ Rac-we / Israel Laboratory Accreditation Authority

L
S

Testing Laboratories ISO/IEC 17025:2017
Accreditation Certificate No.

Conformity Assessment Body Name:

Main site address:
Valid from: Until:

The organization was assessed by the Israel Laboratory Accreditation Authority (ISRAC) and found to be worthy of
accreditation to the detailed schedule attached.

The schedule is an integral part of this certificate and is numbered with the above certificate number.

Accreditation demonstrates technical competence and operation of an internationally recognized quality management
system.

The organization accredited by ISRAC complies with the standards / requirements mentioned above, meets the
technical competence requirements and management system requirements that are necessary for it to consistently
deliver technically competent results. This accreditation is granted in accordance with the requirements of the standard
ISO/IEC 17011:2017. and entails periodic surveillance and reassessment by ISRAC to ensure that the organization
continues to comply with the accreditation requirements.

The accreditation is valid provided that the organization continues to meet the criteria as laid down by ISRAC.
ISRAC is an EA-BLA (European co-operation for Accreditation Bi-Lateral Agreement) signatory.

This certificate does not constitute an approval in accordance with article 12 of the standard law.

Date of first accreditation: Etty Feller
General Manager
Israel Laboratory Accreditation Authority
Date of signature PageNo. 2 of 5

DYPMYN IRY Y5 .QA-2 NNIYN NPNN PV ISRAC 2wN1 HY DIRYMIN NINR DN N TADN HY DTN DIWVINDT OXPMIYN
2021 92IVPINA 4-2 DTN .T292IDHTIN 12 DY GPINA DM OMIPIAN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on October 4, 2021




Valid from:

The test facility has been inspected by the Israel GLP compliance monitoring unit and has been found to be in compliance to OECD Principle:

Good Laboratory Practice (GLP),

1in the following areas of expertise:

o Fields of expertizse

Israel Laboratory Accreditation Authority (ISRAC) recognizes and confinms that the test facility 1s able to conduct the aforementioned studies in
compliance with the OECD principles of GLP.

Date of first recognition:

}"l/ nimaun nnoa irniNa nwaa
; / Israel Laboratory Accreditation Authority
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'|H L.

Israel GLP Compliance Monitoring Unit
GLP Statement of Compliance No.

Test Facility name:

Address:

Until:

as revised in 1997 and adopted on 26% November 1997 by decision of the OECD Council (C (97)186/Final)

Etty Feller

General Manager
Israel Laboratory Accreditation Authority
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NN NNoaY PN N
Israel Laboratory Accreditation Authority

.-2:\
ISO/IEC17025:2017 1 ‘7" nP*TamITayn

. 2N »
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v ¥
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08.03.2023 01 TV ‘2:\ 7'_0‘2' 25.10.2020 :01°n 971N

-t o-
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NN 180RY NN MR T8 Y2 PN ANnna T Ten? gXnn

f:?,, rﬁ*?,n: 1990 AYa MMM DN N2WR 7Y NMNNER MY DY YN nonen
SR mNPn %}n&gpnn MYIT.APYAY DY NART M TA/ONPNI TR, MYIN 1T DY TR0 NIIND
‘;2;,- | E;nnﬂ'm Dmmnanfvz Dy1e omab ISOMEC 17011:2017 %525 DNNN2 790715 72000 . MPHN MNEN 118D nvnaon
} - 12BN MYTTE DNDIN2 TYRNHN ITIPIN NN TNSD 1IN0 2y qoiw

1’ CMIWAT T 28 WARIY DTN RMND TN PNANT TV 22 NaPn Nonenn

OMIPNN PINS 12 5Py 195 MEAN NN NN TNTIV0
98 s 09.03.2008 ME'XT NONON NN

b a3}
mMTavh naonvaY nepidbn mwan

Date of sipnature 17/1/2021 Page No. 1 of @
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Appendix Number 2: Template of Published DIVLD MN/1T NN :2 190N NID)
Status Reports on ISRAC Website MVYHN INNI ©2NVNIND BINNIN

NIT2UN NINDAY N'NINTA NIWIA
/ Israel Laboratory Accreditation Authority
)

NIRTN MINM MINTIND MTIVAN HNIYI NITY

05.05.2020 : ANN2 NITY TIND

97N aI700 MBAN PINDY | ‘DN NITY 1D PITY.N
nINoNN PYIN
1y

NIT2UD NINoAY N'NINTA NIwIa
Israel Laboratory Accreditation Authority

22.04.2020 : 19TY TIND
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