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1.0 Introduction

The final product of the accreditation /
recognition process is a certificate that presents
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
Authority (hereinafter: "ISRAC"), which were
found to be worthy of accreditation / recognition
accordingly (detailed in Procedure number 1-
000016).

The certificate and the scope of the accreditation
/ recognition certificate should clearly present the
information that should appear in the
accreditation certificates. The requirement for a
scope of accreditation is specified in standard
ISO/IEC 17011.

The information that should appear on the
certificate of recognition appears in OECD-GLP

directives.

2.0 Purpose

The purpose of this procedure is to define the
process of producing the scope of accreditation,
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.

Nan 1.0

DTV NN NN 7 NONONN TONN DY Y9101 1NN
1792 NI9N IN PIIND NONON NN NIPHY NN
OINA MPOY XN NDNONN PPN NOD) .NOPYM PPN
MYIN YT HY )NIND PT2) DN DIMINNN NN NI
INSDIV (MWD 19ND) MITIYN NINOND PMININ
1- 9901 YN VNBN) OXNNA NIIN/NINONY DMINI
.(000016

DY5YI¥ NI9NN NTIVN /NDNONN 9PN NODN NTIVNN
VAN TN IUN YTNN DX 12 19IND DNND
19901 9PN NADIY NYIITN .NINDNN MTIYNA
ISO/IEC 17011 ypna noMan

WA NN NTIVN AN TISY YN
.OECD-GLP -n mavpvT1a

n9vn 2.0
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4.3

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

mon

qP>N NADI NPAN TON NN PTHIN NT DN
)27 ,199NN) NINONN MITIVN ,NINDNN
N2 DTN

N2HONN MTIVN D5 >2)0 2NN MY NN

1Y DY MIPONNT NN DD, NPT ININD
MNPNND NIONN MTIVN 2)D DI ND ,MYIN
MYAN T DY MPANN IPNN

NODID DIYINN DINAN DIRVIA POIW HNNN
: 199NN N N9NONN NTIVN ,NDNONN 9D
D0 DYDY ,NPANN TOIN 9PN

0’V 001N

,TT2YN NONONY PNINDN MYIN PIN
[5 9o¥D] 1997 -vHwnn

TOHIN N

TOONIN NN
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4.3

4.4

4.5

4.6

4.7

4.8

4.9

4.10

4.11

4.12

413

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

Bodies

EA-4/17 M: 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

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

Organization

TPONN NI

TPONIN NI

MONN TT9 : 1-432000 99010 YN

GLP 7971 : 1-200000 9901 N0

YT MIDIN 720 : 2-421001 19010 YN
DITPON

mMLSNNN NP TONN : 2-651001 99010 HNN
DYPT2 DY) YV NINDN A¥N 7272

D»9V5 0 ToN : A-621001 9901 SN
991N TONNDY NHNONN PYIND

IN NMOYWNY DTN : 2-650001 790N 5NN
900N NYOY
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DMNIN DY MPI : 2-671001 190N DN
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4.14 Procedure number 1-611012; Instructions

for Accredited Calibration Laboratories

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

the Scope of Accreditation

4.16 Procedure number 2-623001: Planning
and performing the Assessment

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

Accreditation Authority's documents.

4.18 Procedure number 1-000018: Policy
concerning Signatures on ISRAC

Documents

4.19 ILAC-P14: ILAC Policy for Measurement
Uncertainty in Calibration

5.0 Definitions

5.1 See Procedure No. 1-000023 for the

meaning of the relevant definitions.
5.2  Technology

5.21

ISRAC bases the pricing for the assessments

Technology is the test unit on which

and the annual fee.
5.2.11

calibration, consist of two parts: a product

Technologies in all fields, except for

family and the test type.
5212

technologies, which are not expressed in the

There may be sub-subjects of

definition of a technology in financial terms.

DMINNINY MWIIT :1-611012 990N YN 4.14
51995 DININ

NP TN-NINON 90 :1-000016 1900 5NN 4.15
990N 9P>N2 DMPIVIPY MYIN

P70 VIN) NON : 2-623001 190N DN 4.16

MYNYNN MITHN : 1-000023 99010 YN 4.17
MTIYN NINONY NNINDN MVYIN ¥I1NDNI

NWNIA MYIN NPOTN : 1-000018 190N 5N 4.18
YN MIN0N SY NNINN

OININY 4.19

MY 1N 5.0
MAITINN Mynwnd 1-000023 7900 5N Nxy 5.1
VNN

MmN 5.2

NODIN MOY NPYTIAN NN N PNONOV 5.2.1
PNV NNRM DYPTAHN NIY NNHNN IR MVIN

910 VYND ,DIMINNN Y22 NPNYWOL  5.2.1.1
.PYTAN NDY DN NNOYN : DIPYN NIWN MIAINN
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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:

Activity type Standard
Testing *ISO/IEC 17025:20XX
Calibration *ISO/IEC 17025:20XX

I1SO 15189:20XX
ISO/IEC 17020:20XX

Medical Testing

Inspection

Proficiency Testing | |SO/IEC 17043:20XX

Provider

Reference Materials | 1SO 17034:20XX

Producer

* 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.

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.

YN MPITAD NIVN NPIZN N IRYM PNINOVN
.N2NON2

my»yan o 5.3

,TPOM XIN PONX JPNNN YN YNINRD DY MDOYN N0
PND THOINN POIN : NONTY

;MDY N0 Hyad 3™ L ISO/IEC 17020:20XX
P29 MIMMNIN

901 9D NN M DOV NA NPV PNY
: DN NINONN MTIVNI DNYIN ITO) DIPNN

mM>»yan No PN

*ISO/IEC 17025:20XX

P T2

o3 | *|SO/IEC 17025:20XX
ISO 15189:20XX
ISO/IEC 17020:20XX

ISO/IEC 17043:20XX

NRI9I-NPA>T2

mp>9

2NN MY NN
nmnyn

OIN» >IN NX» | [SO 17034:20XX

W) PP )0 1900 ION1Y 7T )PND 22 25 oo *
TR0 DIIN NIY TNV 21528977 200 )22 77197710
.o D205

»INN 6.0
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6.1 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.

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

organization.

6.1.3 Granting the organization its
accreditation / recognition

certificate.

6.2 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.

6.2.2 Preparing a first draft of an
accreditation certificate and
scope of accreditation or of the
recognition certificate, for the

organization requesting

19929 PHIINN TUN ,GINA YN NPINNA
DINNA 1IN 1997 /7799001 NNYN NPINN
(79NN YR 1991Y) 191900

1797 /N2NDON NTIVN MON RTND 6.1.1
NNYNNNDY NONON GO0 NIDN
T O DRNN PNIND

P> MIND Y0 995 MND) NTND 6.1.2
ANIND DNPON MY NONDNIN

/N2NONN NTIVN NX NIND PIYND 6.1.3
2OV NONN

$ 077200 MYNM NPINNA

T2- 9901 DNV NN XINYY NINSY 6.2.1
NPAINY 1PN NPV ,660001-01
.97 7 N9NON MTIVN

NTIVN DY NNYRI NPV POND 6.2.2
SV IN NINONN PN NADI NINON
UPIANN NIRD ,NIONN NTIVN
95 ,MINNNA NIIN /NINON
DYVI91 Y921 NYNIN PTIANN
INIT2 MDY PINN URIN DIAPTIV
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6.2.4

6.2.5

6.2.6

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
review committee and the
decision of the General Manager
that is saved in the path
I:\2_Ergonim\ (in the folder by

INDY NINN TIT 9 IN) MIMIVPON
SNIYINRD NIND (PIND

MIOVPON INITA YNIND NN DaAPY
990NN 97°N NODN NTIVNN 19INY
NOY OXNNA NIONN NTIND IN
BRI

QSOFT : ©IMN D022 TYNDY NHND
D092 N121/N2N0N TN YOIV
(NNNXNNA CEY A7 1DIN

SO YHRN NN PAYNY  6.2.6
DY VYTVINRN INN NITY DWD NVIN
NTYNN NYONND OXNNA MVIN
NVSNM PTARM NINONN NPPOY
\DMNIN .1:\2 23732 NNWN 7o)
<= NN <- PN DY PPOINI)

(MY <- OpTINn

6.2.4

6.2.5
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Division - Organization -

Assessments > Year).

. T2-9900 DMV NYVYON 6.2.7
6.2.7 Completing form No. T2-

660001-0L. .660001-01

6.2.8 Confirming sending of a MMIND NIDN NTIVN MOVN TUND 6.2.8
certificate and scope to the DODN SY INDNND 91952 PTIAN
organization subject to it signing 03001 PIMIIN NITOM MPaN
the surveillance agreement and MY
settling its financial obligations
to ISRAC.

6.3 The Finance Deputy General Manager NYYNY DI2VON D790 MINNA 6.3
and legal advisor are responsible for: PVOYNN
Verify sending of a surveillance agreement T2-671001-01 1901 D9YV) MP> DIVN NNDYW KTND
(Form No. T2-671001-01 or T1-200000-09) for oV NNYNN YWNIN NINN TNSY (T1-200000-09 1N
signing by the authorized signatories of the JA-621001 1901 515 ORNNA ) NIND

organization, in accordance with Procedure No.

A-621001.

6.4 The General Manager of ISRAC is MVYIN D7 NN 6.4
responsible for:

Approving and signing the accreditation / NAD) ,NIINN /NNONN NTIVN DY DINNDY IWUND

recognition certificate, scope of accreditation for D200 DININT NIDVNN 9PN

accredited organizations.

6.5 The quality manager is responsible for: TMDNN DNM IPINNA - 6.5

The quality manager is responsible for tracking ONNN YN INN IPYD MDRN HMIN NPINKI

the execution of the procedure.
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7.0 Method NV 7.0
7.1 Establishing effective period I nNwap 7.1
7.1.1 Effective period of accreditation N9NTN NNYN 9PN 7.1.1
certificate
7.1.1.1  Accreditation for an NAPNY MM MINY Nonon - 7.1.1.1
organization is given for a N50PNN NTIYN .DPMY SV
two-year period. The 95 .NNRNNA DOV NN
accreditation certificate is N2NDN PTIA T BPIY
issued for two years, PPN NIROAN N5
correspondingly. Every two ,2-623001 1901 MY OXNN2
years an accreditation eaideicilad
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 npann NonoNN NTIWN  7.1.1.2
is first issued upon the MIND NINON DY MIYRID
accreditation of the 900NN NOAP OPN NIPIM
organization and is valid 2772)0 AN2N TINN 29 5Y)
from the day of receipt of TYINN OMPMY OIN TV (MYIN
the accreditation (according By MmNt
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 PONN NTIYN DY NYIN No 7.1.1.3
certificate will be issued as DY NPY : ND) TNN 95
necessary (such as: a 3 5PN VN ,(NIND
change in the name of the

DXPMYN IRV Y5 .QA-2 NNVUN NPNN PV ISRAC 2wNN DY DIRNMIN NIN DN N TRDN DY DXTMN DIWINDT OXPMIYN
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7.1.2

organization), as detailed in
this procedure.

Validity of the accreditation scope

7.1.2.1

7.1.3

The validity of the scope is
subject to the validity of the
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.

Validity of a recognition

certificate

7.131

7.13.2

Recognition for a research
facility is issued for two
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.

The recognition certificate
is first issued upon the
giving of recognition for the

research facility, according

917N 9750 NYDI 9PN

9PN 99D ,NADIN GPIN
NPAN TINN NIV .ATIVNN
NRNIN XD T 9D 9PN XM
NTIVNN TIY D) NYTN DO
P93 WTN NOD) .9PIN2
/02NN MAPYA : NONTY
INNY NONON DINNY /NIOY
221931N ANON

990 HTHYH 99N

NN IPNN PN 1IN
TV OOV D5 .OOPMIYD
qP>N2 VTN 115N PTIN
LOIMZIN NN PTIN
,2-623001 7901 YD DNXNNA
PTINN VI ION

NP NIONN NTIVN

179NN 1NN DY NHYNID
TIND 29 DY IPNNN JPNND
NOPIM MWIN D720 ANON

7.12.1

7.1.3.1

7.1.3.2

7.1.3
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to the date of the letter of DYV DIN TV NNYIAP OPN
ISRAC’s General Manager DY TIINN

and is valid for two years

from the date of its receipt

less one day.
7.1.3.3  As necessary, a new version NYTN DO PANN TNy 7.1.3.3
of the certificate will be 3 97N VNAND NTIVNN DY

issued as set forth in this

procedure.
7.1.4  Special cases oY PN V.14
In case the General Manager's letter was issued /MDD GPIN 19 2395 R 57330 ANDN 12V NIPN2
prior to the last accreditation/ recognition date, N127 /N200NN NAPN NAND DX NPT ¥ ,71797

NPND MIVY N NNPN) D7931 2NN PINNY ONNNA
N900NN Y2911 D5 M1NON DX OPNIVN NIIN
(9PN 2995 WRIN UTNN NN /WThN

the effective period of accreditation/recognition
shall be set according to the General Manager
letter's date (this period could be longer than 2
years in case all the re-accreditation/ re-
recognition processes have been finalized before
the valid date).

The value of ""Valid from'" must not be

2731 YV D991 NIN 7011 9PINA” NN MIYY PN

changed unless in case of a re-accreditation AUTHH 19905
assessment.

7.2 Draft building process VPV NI PYAN 7.2
7.2.1 Building of a draft scope of N9NDNN 9PN NADI YW DLV NI 7.2.1

accreditation

7.2.1.1 The situations that constitute a basis VYL NNOY OO DNV DYaANPN 7.2.1.1
for writing a draft scope of : 7120017 9PN NODID

accreditation:
72111 New accreditation. VTN NONON 7.2.1.1.1

7.2.1.1.2  Extension or preparation for a UTNN NONON PTANT MON IR NN 7.2.1.1.2

repeat accreditation assessment.
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7.2.1.1.3

7211.4

A special surveillance assessment
(for example in cases of a medical
laboratory notice of relocation of
equipment or an organization’s
notice on relocation of
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

72121

72122

72123

7.2.1.3

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

DMPNA NTY) TN Mo pTan 7.2.1.1.3
TYN TP DY PRIV DTV DYTIN DY
N T DY IIIN NYTIN N
A(D»INN 29 DNNINT NMVIYW/DTN
PON PONY MXIOY MR YN 7.2.1.1.4

.12100NN 9PYNAY MVIVNN

NADIY NOTYD NWPA PINN YN Py 9710 DMPna
.DPTANN NOMIND

NPAN NYPI NN DMNONN DONONN 7.2.1.2
:NADIN N NTIVNN NVYL

2- 99010 9NN IR MY Do anon . 7.2.1.2.1
(651001

1- 99010 M2 ©VNMNN DONON  7.2.1.2.2
970N W NYTN N21NON1,000014
TN

NNV DY ANNI 00905 DOIND NN 7.2.1.2.3
PVAVN MY

NN DPTINN NOMIND PIAY PRI YNY - 7.2.1.3

MON TNXY DMVINDIN DINM INDN
>0 NADI HY NINYRIN NOPLN
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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
exact reference of the test sites.
Separate reference shall be made to
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:

nmeonnIxiTeudot 13\o)naoa\nian

The scope is issued in English, the 4"-5t"

columns (right to the 'site’) shown in Hebrew too.

NITIND ONMM GINN YR .NNONN
NOIND ,TPONINDY NIV DY PNINRD
P2 IONY W .APITAN NN DY PN
25 DN NN MYNIANN MP1T2
NN ,(P) VAP NN MYSIIINN MPrTa
ND DX IMNDOY 191 (M) 79I (T)

N (C) ¥r1) NONON 9PN : NINONIN
(A) MYP NN 9N

190NN 9PN NADY Man  7.2.1.4

/ MOLOVYN VIV NN ¥ NINDNN PPN NI
N’ 0N2AY NN MOV OO / MPrTIN
TIYNI 2591 NINDNN PPN NI .NONONN
TR NNIND DY DN DXV KON, PYNRI

/ MP>T2 7 MOLIYN VP, TYNND) D71 NNINNY
MP>72 7 MOLOYN .DINDIIN NN MDY DIOPD
MPY9N ND 299 DITIDN ,N1NI MY DY/
PNONOVM

921 WTN TN NNN (MDY N0 IN) 1PN 9D
NNY Y NN .NTIN DDAV NV ,MNINOV
:PONA

NPIMDINIONTeudot_13\DnNNIN\NIVI

MTINYN WX ,TPUIND PO NINDNN PPN NI
INND DTV PRI MTNYN) TPYHNNM NPYIIN
.1>72y3 0) NN (Site)
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The scope of accreditation font's type or size

shall not be changed. Abbreviations shall be

detailed in their first reference.

7.2.14.1

A title row detailing:

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 Beneath the title row will appear:

A. Valid from: the date from which the
current accreditation certificate and
scope of accreditation are valid.

B. Until: the date of accreditation expiry.

7.2.1.4.4  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.

Y2 .NADIN 1099 HY VAN Y19 IN D HX MIVY PN
JIYNID 099N MAIN YWNI VI9Y

: N NVIMN NINMD NNV 7.2.14.1

IR TADI POX PN MDY NO  .N
MIND 90N .2

MIRN DY 9 NIMDY TUNNI 7.2.1.4.2

0NN NN NIINDY THOINN

TN NN 909D 29NN PNIN IN INN 27 )NINA
901 DN IN DINIAPN DIINNRD NMINY I
Ja50N

D90 /DINNI MYXIANT NIV VI PN
DY YR ,NIDIN NDAVA ININ ) NIND DY DINYN
(ANNRN) Site -N NTIIYA PIND INND MP TN

S9N NAMON NNYO DNND - 7.2.1.4.3

NODN NTIVNN RN PINND : DPN 9PN . X
.D9PN DMNONN NINONN 9PN

900NN 9PN PINN OV TY .2

SO NYXIN TIYN 1PHNN1 7.2.1.4.4

.(date of issue) NpPoYN TINN .N
.NODIN PTINY TO TINN TVYN 1901 .2

DWIN Dom ndnn L)
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C. The signature of the General Manager
of ISRAC.
7.2.1.45  Emphases for the structure of the :NDIN NDIV MIAND DWITPND  7.2.1.4.5

scope of accreditation table follow:

A. Each technology has a separate table. NTI9) 1720, NNV DY N
B. The tables are arranged in landscape 19192 2MIY MITION MNDIVN .2
layout. .’landscape*

C. The title of the table has a light gray DWY YHN MIONI MY Y0 1AM )
coloring, and the name of the NN MLNY PR) MNVI AND2 AN PNONOVN
technology is italicized (sub- H(NPNNOVN NN

technologies are not to be italicized):

| In calibration laboratory scopes, NIMDN 515 MTAYN ONIDI [
the title consists of a single row. TN NNVYN NN

| In test laboratory scopes of NIMON NP>TIMTIYNO>NaLI [
accreditation, the title consists MYLY NNV : MY NYH NN

17V .DMININN NNAYN DY DY
DY) .NP>TAN N0 YNNI NNINNNN
(YNNI PV INYNOVN

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 21aY W NP NPNDNIVY NPYTAN NVOY TPYD
the test method to an existing technology: N2 19IN2
All technologies will be documented in Form : T1-000016-03 1901 DMV YTIN NPNINOVN K9S
No. T1-000016-03: table of technologies. In 7PN2150 DY MY 5N 12 NIPRI .NPNFNOVN NYIL

1990N 9PN NADI NVPV N¥Y YW XN PNITY Y9 N
A9 YN IPUNY N 9 1Y NHN PR NIDTY

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.
: 119900 NYPA NYIAPNN IWNRD

VAN ,OPI/NPIT/NVIYN DY DX 71720 ¥ N
PPN NNYN NMITAYNN PNODI NN

When an accreditation request is received:
A.  The name of the method / test /
calibration must be checked for in the

laboratory scopes of accreditation
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database saved in the computer folder to
maintain uniformity:
Rashut\Ergunim\13_Teudot/Nispachim/
betokef

If a name exists, it is to be copied. If it
does not exist, the details of the method /
test / calibration must be added according
to the name of the reference standard (the
names of the standards may be found
through the standards at ISRAC, through
the website of the Standards Institution of
Israel or by free searching on the
Internet).

If the method / test / calibration is based
on a certain section in the reference
document, the section must be stated in
the Reference Documents column for
calibration scopes of accreditation or a
Standard / Method for the remaining

scopes of accreditation.

If the method has been developed by the
laboratory, “In house” and/or “based on”
according to the Head of Division’s
request, 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 920.117.

:NONI MPNN TNXY NAYMNN
9P1N2/0°N90)/Teudot_13\D700NIN\MY)

,DMP RO NN IPINYNY ¥ 0V DD DN
Sy, YYD 7/ NPYTA/NOIYN Y09 NN POIINY W
1) ONIPNN MNY NR) OINMN 1PN DV 29
NON INN TIT, MYV DIPNN TIT XINNY
(070N VNN YIPNA IN DIPNN

oY NDDIAN ,HPD / NPT /NVVN NN
NN PN ¥ DINMN 1PN DNON PYD
M2y Reference Documents N7y yYON
> May Standard/Method X 91°5 >)NoD)
.DNAYIN

2NOY ¥, NTIAVHN MY NNMS NVIWN ONX
based on..” N/ 7In house” 970 M7yl
POINY 90N ,PNRN YR NYPAD DRNNA
DIN 9 DY (MyN) Remarks nTinya

: NPIVTD ,NONNON NTAYNN DMWY DIINON
.Based on AOAC 920.117

Comment: In relevant fields the definition of the
matrix will be verified in document number T1-
000016-04, Matrix table.

7.2.1.4.6 Scope of Accreditation types:

I NIN NTNS v o059 0772 0209073 : DD

,T1-000016-04 1900 70002 (D> I00) 7737 TN

.DP»ILY NIV

: N2NON 29PN OND
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Calibration Laboratories — According to
the request of the Head of Calibration,
state the CMC (Calibration
Measurement Capability) including
calibration site; measurand/ calibration
instrument /, calibrated parameter,
measurement range and additional
parameters where applicable;
measurement uncertainty method or
procedure/ reference document. For
additional data see procedure number 1-
611012: Instructions for Accredited
Calibration Laboratories.

Testing Laboratories — the type of
materials or products being tested, the
methods and tests performed; the
standard or reference document of the
method must be stated.

Medical Laboratories — every individual
method (examination) described with at
least four parameters such as: Material
and / or System and / or Matrix; Analyte
and / or Parameter; Technique;
Equipment and / or Method and / or
Procedure reference.

Inspection Bodies — the domain,
activity, standard or reference document
of the method must be stated.
Proficiency Testing Providers — the
schemes, type of PT items, and
measurand including characteristics.
Reference Material Producers — the type

of RM, RM matrix or artefact, property

91 PN YN NYPIAY DNNNA — HPD MTIvN
Calibration Measurement ) CMC x5 v»
;2199 90NN/ PYWIN N N5 (Capability
NNV OINA,TTI/DIN 1IN ;91O INN

MIRTION, DY HID DD DIVNIN KON
THON INA DPIN IN NTDTHN NV, NTTIN
NI KW 9201 VYA ; TT0) IX DINMN
DMNIND NYPMIN :1-611012 79010 HNN2A
pAbpRubinlalvilal

DYINMINN ND NN PINY ¥ — NPT NITIVN
MP TN MLIVYN ,0%NIN DININN N
Y DINON THON IN JPNN ; MYXINNDN
OWN

NPYT2) NVOW Y3 NNON — NPRIDT MTIYN
D>IVNI9 NYIIN MNOY MYNNHNI (TN
VIIIN ; DPPIVN IN/) NN INA DN : D
IN/ TIOOW INAY TN 5 1P2I00 50079 N
DI THON

,MDOY9N ,0INNN DX PISD ¥ — NN MNIN
.OOWYN DY DINMN THON N PN

,MONN NN PIND W — NN NN SPAD
TT0IN X2XD DXOID,NNNIIIN 2NN SV
.DIANND YOO

IDIN ND NN PIND YW — DINM NN NI
, 01NN 199 IN DN NXT0ND , 0NN
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or properties, and the approach used to
assign property value.

7.2.1.4.7 Additional Information:

An explanation of the types of accreditations (C

or A — flexible or fixed, respectively) appears at

the bottom of the first scope of accreditation

table.

7.2.1.4.8 Order of Data:

Sorting within the accreditation scope tables will

be done as follows:

A

The tables and number of the standard
will appear according to corresponding
order of types of activity.

Sorting will be done in alphabetical order
of the name of the technologies in
English, which will be used for
determining the order of appearance of
the technologies — each technology

having its own table.

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.

DY DOVPN N2 NN, DIIMIAND IN PANNI
7DD DY TIY MNP TN

Q0N YN 7.2.1.4.7
VP X YN — AR C) NONONN MND DY 120N

.NADIN HY NNIVYNIN NYIVLN NPNNNA YN (MINNNA

(DNMDNPO 7.2.1.4.8
119190 YNAN ,NONDNN 9PN NINDAL TINA PN

AMDYAD DNNNA JPNN 190N MNYAVN 1D . N
NN

NPNONOLN OV SW ABCHras nuy» ypn .2
YN ITO NYIPY WNY IUN ,TIONINA
920 PNONOL DIHYI — NPNONOVN
JPNNNY

V5 /MPYTI/MOLIVN NMMNN N2V D TINA 2
5w ABC 97095 nmwn N»Na m»ys /
PNV DTNV : INIYXID NVTNINND NTINYD
.Site -n nTMYH

TUND 937 525 iPN50I0 1T 0T : 1 NIYD
TN SV O T9) 777272 IDIWS NoPOI 7TV
VPNEVI0 2NWD OV>TT) 72T 1IUN? DY
INTIN
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Comment 2: In case of a flexible scope a remark

will be added according to procedure number 1-

000019.
7.2.15

7.2.1.6

7217

7.2.1.8

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.
Approval shall be given by signing
the checklist for scope preparation
T2-660001-01.

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

POITIE WIT) WI0) 719007 92271 SV 7717703 : 2 NIYD
.1-000019 9900 577105 ONN72 221712977 DN

NADI NVPV YD TUNN 1N PIND UNI
NN YT DY NMINNY NINONN GO0
900NN 9P°N2 NIRNN ,DXPTANN

DY TN MYOIND JNIND YT DY vianw

NADIN NI HPNN NIV NYINN >
.T2-660001-01

NN NYIRD NOWN DYPTINN NOMIN
.19N0NN 9PN NADI NVYLV NN

,NADIN NUPL NITYA TN KNP NTMN2
2YNY PIND YR DY ,PTINN MIAPYa
DMYN DD NN DY TN NOMNID

NY N9NONN P20 NADIA DINDTYM
.PT20N 0INN (14) IWY NYAIND ININ?

qP>N NADI NX ITYN DPTANN NOMIN
NPPOY NTYNN DY TY NINONN
TONNA WHRLYIY 1IN DY PTANM NINONN
2- 9901 YN 9 DY MLLNNN NOAP

9272 MOONNN NY1AP TONN ,651001
.DXPTI2 DN DY NINON ANN
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7.2.2 Building of the draft accreditation N9PVNN NNYN HY NV N 7.2.2
certificate
The assessments manager will send the INDNN PPN NN NTIYN ,NOWN DIPTINN NIMN

accreditation certificate and scope to the 22D MYNT N

organization for final approval.

7.2.2.1  Afile that is defined as a draft is to be NOPVI ITINN XDP NOVO v 7.2.2.1
sent

7.2.2.2  Before sending the scope of GPINN DN PNND W N0 NNDY NS 7.2.2.2
accreditation, the validity of the XX XK XXXX -2 199009
version must be removed and changed
to XX XX XXXX.

7.3 Process of issuing accreditation NADN NINDN NNYN NPAIN PYAN 7.3

certificate and accreditation scope after D092 2395 PN NN NINON 9PN

assessment before publication

DILLD MTIN NNVINN DY NYTIN MWD D7
NPPOY NTYNN NYONN DD DY ,JNINRD NONON

39 DY NN MW ANIN MYNNNI DTN NINONN
.2-651001 1901 5NN

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.

I required, the General Manager informs the NWIN MIWAN 5Y IR YT 979001 , W Tw 992

organization of the possibility of submitting 12-651002 790/ 571 %99 TIYL 1N
pleadings in writing in accordance with Procedure

No. 2-651002.

Based on the General Manager’s letter, the DV OXPTINN NOMIN NNAN ,D753NMN ANIN OIOA DY
assessments manager will open checklist Form NN N M oMY . T2-660001-01 4990 2N
No. T2-660001-01. This form will accompany the PN TONND DIXININ DIINDNN

documents necessary for the issuing process.
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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

issued in accordance with the format

saved in the electronic folder:

MvI\o»mIN13_Teudot\ornooi\nian

See example in Appendix No. O1.

7.3.1.2 The certificates contain:

7.3.1.21

7.3.1.2.2

7.3.1.2.3

7.3.1.2.4

7.3.1.25

Israel's symbol

ISRAC’s logo

The number of the standard /
standards by which the
organization has been accredited
and the effective year of the

standard.

The number and name of the
regulator’s requirements document,
if the organization has been
accredited in accordance with
common requirements of ISRAC
and a governmental body or

regulator.

The type of activity of the
organization (see definitions) with
separation of calibration
organizations and testing

organizations operating under the

122000 HNYH NIan 7.3.1

PDNNY NPI2Y MAVA PONN NONONN NTIVN

VNNAY OXNNA PONN NONON NTyn  7.3.1.1
:TPNIVPORN NPPINA NHWN

nMAan/onsonTeudot 13\0nnIN\MmvI

.01 79901 NODIT NINT NNI

YO0 MTYNN 7.3.1.2
nymmnono 7.3.1.2.1
mvino5no  7.3.1.2.2

TADIN DMO/PA DY ONPN Npnnvon 7.3.1.2.3
APNN Y GPINN MW JNIND

SNVOVIN MYWAIT Ton oy Yaon 7.3.1.24
MY DORNNA THON PIINRM NN
G0 SV MYIN SV Mamwn
SNOYNIINOVNIN

(MITHN AN RN DY Mvan o 7.3.1.2.5
MMNINT DI ININ DY NTION TN
S NOTY JPN NN Y DO NPT

ISO/IEC 17025:2017
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same standard, for example:
ISO/IEC 17025:2017.

7.3.1.2.6  For inspection organizations, the THIND ND 0 PIY MmNy 7.3.1.2.6
type of organization will also be TYPE A, : 9xN WX NUpaY DN
stated according to the Head of B orC
Division’s request: Type A, B or C

7.3.1.2.7  The title of the certificate: 'O NONON NN TN Mo 7.3.1.2.7
“Accreditation Certificate No. _” LNANRNY900) 1
(the number of the organization),

7.3.1.28  The name and address of the NN NNYAN ,TROINN MIND NN oy 7.3.1.2.8

accredited organization, which
identifies the accredited unit within
the organization.

In the case of a multi-site organization, the

address of the reference site will appear.

JNAND TIN2 NONOIN DTN

.DINMMN ANNX NN YN MINNX 27 NIN DY NIPN2

7.3.1.2.9  Date of first accreditation. MUNY NONoN PN 7.3.1.2.9

7.3.1.2.10 Valid date of accreditation .Nonon nTyn gpmn 7.3.1.2.10
certificate.

7.3.1.2.11 The signature of the General MmN 9om nvnn 7.3.1.2.11
Manager of ISRAC.

7.3.1.2.12 Comment to accreditation PN DTN : NN MTNY mwn 7.3.1.2.12

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

PINS 12 PYD 299 NN INNN
OIPNN

TNYOR INNN PR DTV ¥ NN DIYNN MYHWN
2¥ NNNNN MY NIVINNDD NTIVN NTIYHN DY NNPID
702 .7VYNM 192991 TIVN DYV NPPNN
NNNNN Y NIWINNDD DTV NPNY NIMNIYH DTV
7PV NMYYNM NYIDIN TIVN DYV NPPNN DY

Ministry of Economy and Industry. If a
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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

7.3.3

7.3.3.1

7.3.3.2

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
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.

TNK THON Y DWW NPPNN DY NNNND NN
MYYNM NYIYIN TIVN AN DONINN DTN

NTIVNN NVPV NN 2V N PNRN YR
Y09 MND) XITND NYNN NMIaYa
PYY 1D 19D .ATIVNI DIV PININD
DIV INNRNN TN NIDIN NN )INIY

NONON 9272 MWIN 97930 NVONN
919301 2NN NHDNN L, ININD

NADIN NN NIND NOWN DXPTINN NOMN
(5) DYIIN TIN ,NDN NYIRD 1 ITIVNIN
D792 21301 0PD INNRD NTIAY 1D

SY )NINNN DMPEN DDIAPNM NN
JNITYN AWRD PNAY PRD UKD

Y9ON NVPVLN NN AN IYND NIND DY
TN D»N NYTIN MYSNNI NODIN DV

MY NANN NN X .NTIAY M (5) NYIRN
.NIDN T NIND
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7.3.4

7.3.5

7351

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
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.

P71 NN NTIVND JNIND NN DAPNN
NTI2Y M (5) NYIIN DINA IN NONDNIN
MY AUIN NI 02 ,NYINRD NYP TVINND
,9179310 AN5N NNSINY 91992 ,NTAYNIN
NI NTIVNN NN OXPTANN NOTIN PON
9>2yM PDF VNN NONONN GO0

) (UnTalelimsla B ) (VaTalslimalalha)aknin )
PN90N NTIVNN NN PAYN ,NNNNY INNRD
.DPTRN NOMIND DIMNNN

NTIVNN NPIN 19D MV MW
: NODIM

NIYPNY D905 DIIND ,NYTN NINDNI
MP>9 DOON NNYOY RTNN NVLIVNN
21 NIND) NIND DVWN NYOIITY NNINND
.(A-621001 1901

7.3.4

7.3.5

7.3.5.1

N5 7190077 92277 NOOI INA ATV NSV X5 - 190
NITOT (O NPY) OINN MP29 D071 15317 5Y NN
.D2PISUNT
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7.3.5.2  The assessments manager will update NOTY OV NN PITYN DPTAND "o 7.3.5.2
the accreditation / recognition status DW») QSOFT -2w N151/N2N0NN 28N
update card in QSOFT (application DYDNPDININ DNNIND YINN YN (AT
AT7). Information concerning the M TN IITYNN NN 7 NINDNN DILLDI
accredited organizations and TN MYIN HY VITVINN INNL NP
accreditation/recognition status is ST DN
updated on a daily basis in the "search
laboratories™ section on ISRAC
website.
7.3.5.3  The assessments manager will copy TITYN NTIVNN PPNYN OpTanN nomn 7.3.5.3
the current certificate into the “to the 2 NN yTHIM to the internet” n»pond
internet” folder and will inform the NN OMDTYN DDIDY ININKD NYIN
responsible network administrator that mvan
he must publish the updates on the
website.
7.3.5.4  The announcement on the website will (5) NWION TIN YNAN NI 0NN 7.3.5.4
be made within five (5) days of the 702 ,579307 AN NRNINN DI
General Manager’s letter being issued, PNMINNN 53 IR MNIIVN DTN
if the laboratory has completed all of -A-621001 1901 51 97y MY
its commitments to ISRAC in
accordance with Procedure No. A-
621001.
7.3.5.,5  The network administrator is ,MYIN INNI DDA NWIN DMN NPINNL - 7.3.5.5
responsible for publishing on ISRAC’s T2-660001-01 9L NX PV INND
website, after having received relevant | Y2TWNN N2NDNN 9N NODI NN POIMDIN
Form T2-660001-01 the updated scope N2V YDA DY NIDTIVHN NIDNN NTIVN N
of accreditation or recognition o the internet
certificate of organizations, based on
the to the internet table.
73551  Foranew laboratory: VTN NTAYNS  7.3.55.1
Following the sending of the letter of the N5MIN DY JNINT 577930 2NN NHYOY MAPYL
General Manager to the organization, the MINN 523 TOIN D XTHD DIP TN
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assessments manager must make sure that all DY P MYIN 999 PNIND DY NPDVIVDIPNTND
administrative obligations of the organization 2N PYDI PYNnd DNITON
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 DTS 7.3.5.5.2
The website of ISRAC must publish the scope NODIN NN MYIN IV DLITOLIRN INNL DOIIT VW
of accreditation and the accreditation status AMPAN INRI DND DIV NIDDNN DIVL)
stemming from them on the website as set forth mMOZNNN N71p PN 2-651001 190D 51N LN
in Procedure No. 2-651001, the Decision nYIN 5MN .DPTIA D291 7Y A15HDN 280 1172
Process Regarding the Accreditation Status of TIPYII NNT YN AING DVI9N MOV ININK
Conformity Assessment Bodies The network Aran
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 NN PIONN OPTIND NN 7.3.5.7
certificates and scope of accreditation TIIND NFYN MTIVN NN NIDIN
in the socpes' file and will send it to D901 ANIP NN OY 539 MYSHINI
the organization by mail with 9901 DAV DY NNNINNA VIV TYNM
approval read and delivery and IDYIN MDD NYWY . T2-660001-01
document the above by signing Form MPRNDN MTIVIN 17713
No. T2-660001-01. The check-list
shall be filed in the relevant scopes'
folder.
7.4 Process of issuing a recognition NN DNYN NPIN POAN 7.4
certificate
The process of issuing a recognition certificate is NPAYN DY MY NNYT NION NTIVH NP TONN
similar to that of issuing an accreditation : 792 019 NONON NTWN
certificate except for the following:
7.4.1 Upon receipt of the request for 2 9PNN YPNNA NIONY NYPAN NYAP DY 7.4.1
recognition of a research facility for MO0 92N IR PNRN WK 12 GLP

DOPMYN IRY 95 .QA-2 MNVYN NPNRN PN ISRAC 2wWNn HY DINYMN NN BN 1Y TADN S¥ DYPHYN DIWINDI DOPIWVD
2023 IN292 7-2 DTN .T2Y2 109N 12 DY 9PIN DM DMIPIAD DPN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 7, 2023




Website: YES N5NDN 4PN IV MMV

Certificates and Scopes of Accreditation
2-660001 : 7991 5NN 45 0 31 79010 97

26 : 1D 190N

Version number 26 Procedure number 2-660001 | Page 31 of 45

NYMINY (T1-200000-01 DMV 297) Wp1anN
DTV NOVYL MONY OYPTINN

GLP, the head of the division will
transfer the requested scope of
recognition (per Form T1-200000-01)
to the assessments manager for

preparing a draft certificate.

NI2NN TN MIaN 7.4.2

7.4.2 Structure of the recognition certificate

The recognition certificates are issued in English. JPDNND NOWI MPAND NIdNN MTIWN

VNPNAD DRNNA PN NIDNN NTYN  7.4.2.1

PN NNYN

7.4.2.1  The recognition certificate will be issued

according to the format saved in the folder:

1:\2. 13\ X_Teudot\n»amo’nov) NPIAMOMNANTeudot_13\0M0)IN .1:\2

.1 9991 NODI NNNT NNI
: YDYON MTIYNN

See example in appendix number 1.

The certificates contain:

7.42.1.1 ISRAC’s logo mvinono 7.4.21.1
7.4.2.1.2  Areference of the GLP statement of GLP nmapy qnon o 7.4.2.1.2
principles
7.4.2.1.3  The fields of recognition (ISRAC ISRAC GLP ) monnoymnn 7.4.2.1.3
GLP Compliance Monitoring Unit) (Compliance Monitoring Unit
7.4.2.1.4  The title of the certificate: 'ON NN DTN DTN MD 7.4.2.1.4
“Recognition Certificate No. ” "o
7.4.2.1.5 Name and address of the recognized NN NNRN ,0MN MIND NN ov  7.4.2.1.5
organization, which identifies the MIIND TINA NN NN
recognized unit within the
organization
7.4.2.1.6  The date of first recognition IYRIN NONN PIRN - 7.4.2.1.6
7.4.2.1.7  Valid date of the current recognition MNOVN NIdNN G PIann - 7.4.2.1.7
7.4.2.1.8  The signature of the General NTYNN Oy MmN om ndnn 7.4.2.1.8

Manager of ISRAC on the

certificate
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7.4.3

745

The GLP/GCLP 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 and
shall document it in the certificate

checklist.

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.

7.5

751

Update and publication of scope of
accreditation for entities whose
accreditation has been suspended/
terminated/ reduced/ voluntarily

withdrawn

In cases of suspension / termination /
reduction / voluntary withdrawal of
the accreditation or recognition (see
Procedure No. 2-650001), the
secretary 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

PN PV NHIRNN XTI OINNN DN
TYOIN N NTIVNL DNINNN PN
APNNN PN Y NIDNN DTIVH NVYO
TIVNN NPAND HPNN NNOWIL NNT TYN

SV VYTVINRN INNA NN NTIWVN NOTY
T2-660001-01 9901 DV 97y NWY> MVIN
to 7 TPIND NNITYN NTIVNN NIV MY

NI, 0P TN NONINI T DY the internet
570 7Y HPNN DVY DNNNA INNND
v

7.4.3

7.4.5

D999 NINVNN 475N NI BIDID PATY 7.5

/N99VY/NNYYIN DNINNVNY
P89N NIDIN/NNNMN

/DINNY / NDOY /7 TPYVN HY DPN2
INY) NINN I NINDNN DY N¥IN NN
N9MIN Wpan (2-650001 9901 5NN
DN O (7) NYAY TIN PIAYND )HIININD
MINN 2N32 MAYNNN NYNHINN NN DDPY
NTIVNL VIDOW NUY KD 1D NN T DY
IN DTIVARNN PNV, NN DY NINONN
MYV 7NVYN 19IN NINDNN GO
MYIN DY VN NHY DX 1PDOY IN MNPY
,IPYUNN Y20 MPTIZDP PIINIPY 2I)
NYAYNN NNDNN NIDN IN DINNY
NIDIN ININONY PNIN DY TN NNANXN
DN DI WNNWNY PY09N ¥ PN
T2- 9901 DMV NN .NINPDND YINN

DXPMYN IRV Y5 .QA-2 NNVUN NPNN PV ISRAC 2wNN DY DIRNMIN NIN DN N TRDN DY DXTMN DIWINDT OXPMIYN
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and that its customers have received a MTIYNL VINOYWORD MI»NNN ,660001-11
report on the suspension, reduction, AN512 9N IWN 7PN DY NONDNN
removal of accreditation and the /BISNY /MDY / TPYWN 13T 537200
955 .179NN IN NINONN DY )ININ NIDN
YNNI NN YT Y NANN NYAPNN NOV
PN

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 /
voluntary withdrawal of the
accreditation or recognition. As long
as there was no reply the Head of

Division must be informed.

7.5.2 At the end of the suspension period, if IRD TNY DN MYYNN NNPN DN

the Organization meets the / 719000 DTN W PONn ,mMmvan My a7l
requirements of ISRAC, a new DXPYDI VNN DNNNA NYTN NION
2P

accreditation / recognition certificate
shall be issued as detailed in the

sections above.

75.3 When an organization is reinstated NN NI IN NDHYN TN NIN TWUND
after termination or voluntary 927N 2WN> NI2N/N2DDNN G710 NN DY

NINDY NINONN MNN DY MIYRI NONI
VTN 99010 1N

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

DOPMYN IRY 95 .QA-2 MNVYN NPNRN PN ISRAC 2wWNn HY DINYMN NN BN 1Y TADN S¥ DYPHYN DIWINDI DOPIWVD
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7.5.4

7.5.5

7.5.6

7.5.7

7.5.8

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 ISRAC decision date
/ISRAC approval of the organization's

notification.

The assessment manager will transfer
the updated scope of accreditation
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.

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.

DNNNA YYD NONDN 920 NI NOTY
N .2-650001 9901 Y112 YN VI
.01 9991 NODIA NHNT

MINY> NTIVAM NADIN GPIN TIND
TYIR/MYIN NVONN TINND DOXNN2
ANIRND NYTIN NYIAPS MYIN

NADI NN NN YN DYPTANN NONM
27 (5) NWIAN TIN )OIV NINONN 9PN
q9PINY NDIIY DI INPN DY NTIY
.19N0NN DY DINNN/MPONN MYWNN

/N2 19IND NNYVIN ININONY NIND
LYNY ,MOTIVN NTIVN NOVIN KD NYHW)
NN YWNA NN PNIN NY

VPN YTINT INNDA 9391 MY >TH
MMWYI NN DPTIN DY NPON
QSOFT-2 "IN DYV DIYH2 DMININD
DNONDNY DININD TV MW POM
NP MWA Nan N9/
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7.5.9

7.6

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.

""The information is not updated due to
non-completion of administrative

requirements' accreditation status

The assessments manager will add on the
website of ISRAC the text: “The
information is not updated due to non-
completion 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.

For additional details see Procedure
number 2-650001.

NOVN NPLIVNN NIV DX9DIN D7IIND
YT ,MP9 DODN YITN DINMNIN DNIND

72y NIYNM MHNNPN NN NIY DPYN

DNNNA YTNN NINONN PTIN MOYN 50%

.A-621001 9901 SNnYH

SV 19PN 1IN YN NINDN 28N
7IININM MY MOYN ON

INN2 DINON DX POIN DPTANN NYMIN
NNIOYN X DY DIV IR YR - MY
9PN WX MTAVNY ,7NPNONIN MYIT
NITON N HY MO XA NIIN/NINONN
DILLD PTY RY ,NPDVIVDIPNTN MIIN
.(A-621001 1901 51N NNXI) YNOVW NINONN
1IN NN PVINTIN PIND YN DT NIPN2
.QSOFT no7yma

DIVRLD NPY” ANIN NHYN MYIN 979N
IIND T2-651001-18 DNV 292 N TAVN
DOMYIN

.2-650001 990 Y11 NN DO DOVIY
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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:

mvA/omnn/teudot).

0290V 0’0107y

2IN5Y ONNNA X9 H7D)NN ANON 7.7.1
.A-621001 1901 Y2

52 ,NYIN DN Dapn ,WHN »m 7.7.2
NOTY” NYAL NN ,DPTANN NONINN
MINM NIDNDINT MTIVHN NDPYI
NYIV NN TNN Y DY "INONON
, 199 DNONONY DININY
D02 DY N8I N0, NNSMIN
YIN NN DX POTY

7.7

: N2D 2°N)2 DYV NNIANN

INNI MTAVHN NPWI NITTeudot_13\0M0)IN .1:\2

Y NN HMNY DONOYI ,qON1 7.7.3
DXV DMITY ,DXPTINN MOMN
.19 IN N2NPDNN A8 HY

TN

,PINN YIRN NIIN/NINDNN DIVVLD

TN ©V15 ,QSOFT DXNMN DI DNV
,2014 MV TY D»VDIN DINNY) NIIN/NINDN
ISRAC 7 -y » PMakact05 mx9ava o mv
;P na mmwn rfollow up

.(rashut/ergunim/teudot

DOPMYN IRY 95 .QA-2 MNVYN NPNRN PN ISRAC 2wWNn HY DINYMN NN BN 1Y TADN S¥ DYPHYN DIWINDI DOPIWVD
2023 IN292 7-2 DTN .T2Y2 109N 12 DY 9PIN DM DMIPIAD DPN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 7, 2023

8.0

8.1



Website: YES

N9N0N 4GP0 NSV MTIYN
Certificates and Scopes of Accreditation

26 : 1D 190N

2-660001 : 99010 NN

45 7Ty 37 1900 97

Version number 26

Procedure number 2-660001

Page 37 of 45

Valid certificates are kept in the following folders:
1:\2. 13\0>IX_Teudot\9pIina\o>nam)

11\2_13\oo»09IN . Teudotqpina\onvIp\

Archive shall be filed under:

1:1\2. 13\07»9IN Teudot\2259N\DNYD)

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:

1:1\2. 13\0299N Teudot\ NyTaynn nnXwa 1197y

JNNA
8.3.2 Table of organizations whose accreditation
has been terminated, reduced, voluntarily

withdrawn.

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

saved in a corresponding folder:

11\2. 13\0mn»x TEUDOT

8.5 The scopes 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

: TININ NPPINI MNNY 9PN MTIVN
QNN NYONTeudot 13\onNIN .1:\2

AINNDMNVIP\Teudot 13\DNNIN .1:\2

: NN MY OIN
D5INNDNODNTeudot 13\ IN .1:\2

Tonn nx Monn T2-660001-01 4990n voyv 8.2
NYNPHRN MTIWNN XPNYN ,NTIVNN NPNN
PON2IPNN NION /7 NONONN G2 YNADN

AMIND
;PP MMNYN MNDAL 8.3

MINN MINDINN MTAVHN NPYINYIL  8.3.1
: N2M 2°N)2 MNNIYI . NDNON

NN MTAVHN NPV PNOTY Teudot\13\onnInl:\2.

,INNMIY ,NOOWI DNONDNY DNNIN DDAV 8.3.2
NN M0

ITIOP MY DMK YV MTIYNM DNADN Yd 8.4

119102 NNONNND NXYNNI OIIIY)

TEUDOT _13\o0IN .1:\2

GUNRD ,NNINNN NXNNI OMNYI DN 8.5

s KXXXX -Y ®n maann
99001 5950 noyp - K 85.1.1

A0 YAINA NTAYNN 199N — XXXX  8.5.1.2

NOD IMN DY NOMN 190N —-Y  8.5.1.3
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8.6

8.7

9.0

9.1

9.3

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.

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

NTAYNY NIN DIVY NHDNA NODIN NI
N2IND MY PNWYI NANIN ,NYTN NONDN)
NotYet - owD NALIN DY 1MW NI (1)
2179 — PYN MNNY VIPIN YA DN
OV NYNNI YN NOVPOVN .WITIN

VTN NDMN NN PaynY v> ,mMonn 01N
PN MTIYNN IR/ NADIN Y NIWINDM
PPOXNY NRTIPN NDN NN 79PN
JDINY

SV NIOTYN NDNN NN PXNYND ¥ 10 DwhH
MY Oy TN 7to the internet” N»PIND NADIN
NN ,AKOXXX -5 KOXXX -n ¥27pn ow
.PDF 2775 D) MW 5750 nmdnn

D022 NN ¥ NADIN/NTIYNN NP DDA
17271/N21010 TN 09V ,QSOFT 5v DMMN
(AT)

[=Rdalakv)

19000 NTIVAD NMINHNT : 1 190N NOD)
7790 NTIVM

DNIN DIVVLD MNIT NIAN : 2 I9DN NAD)I
MYAN INNRI OXDONINN

DOPMYN IRY 95 .QA-2 MNVYN NPNRN PN ISRAC 2wWNn HY DINYMN NN BN 1Y TADN S¥ DYPHYN DIWINDI DOPIWVD
2023 IN292 7-2 DTN .T2Y2 109N 12 DY 9PIN DM DMIPIAD DPN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on February 7, 2023

8.6

8.7

2.0

9.1

9.3



Website: YES

N9N0N 4GP0 NSV MTIYN
Certificates and Scopes of Accreditation

26 : 1D 190N

2-660001 : 99010 NN

45 7171 39 1901 97

Version number 26

Procedure number 2-660001

Page 39 of 45

9.3

9.4

9.5

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.

2N MY T2-660001-01 99910 090
.19 /7 N2NON MTIVN NPAND

M9 AnoON : T2-660001-10 9900 OV
OECD- mpy 9 5y 115N - Mo DooNY
.GLP

YNY MA»NNN : T2-660001-11 1900 OV
.1PNADI DY NONONN NMITIVNI VINIY
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Appendix Number 1: Examples of ANVN MTIYNY MNNNT :1 9901 NAD)

Accreditation Certificates and 7920 MTYM

Recognition Certificates
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1! nIT2un NInoa NN NIua
/ Israel Laboratory Accreditation Authority

ISO/IEC17025:2017 nP*TaAmTayn

'ON NDNON NTIVN

NMAAXNN DY
01N ANX NAIND
o1 TV :0'n N2
a7 0179 NADIY DRNNA N2RTNZ NN KYDN (MYIN PN2) N7 N2R0NT NMINIT MWD »T? 23 1N 7723 PIIND
TIWAN 19012 NNT N0 BN TI9) MY PON AINNHNT T NTIVAY GNNBD NRoNN
SMRINTIN 1797 1TV MR I NOTYH JWaM MNP0 MWD DY Nyasn Nonon

MIWR MNEPE MDY DN DRIPRTMIYIT ATV DXOMNIHN MYIITL /ONPN T, MIYIN YT 99 TR0 PAIND

mwan nove 0ma> ISOAEC 17011:2017 %5555 oXNNa N3N 1T N2000 .MPRN MINYIN N2 NPNIN WY 2100
.N2RDAN MYTITI ORNNA TYHRNNN ITIPAN NN TNEZ NIRD ¥ GO MPa Np»PRn 0nN1en1

WA YT ZY WAPIW ATIRN NINND ANY IR T DD 79PN NoRonn
.(EA)European Accreditation Cooperation 12 51 (MLA) 178 27 0790 D200 5Y Nminn mean

ORI N2 12 57050 5% MECR INND DR IFNTvn

TENT NON0N TMIKN
Sran

MTAYN NINTAY MININGD MWD LRITN THIND

Date of signature PageNo. 1 off 3
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}1 nITun nnoa' "N nwnan
Israel Laboratory Accreditation Authority

Testing Laboratories ISO/IEC17025:2017

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 ISO/TEC
17011:2017, and entails periodie surveillance and reassessment by ISRAC to ensure that the organization continues to
comply with the acereditation requirements.

The accreditation is valid provided that the organization continues to meet the criteria as laid down by ISRAC.
ISRAC 1s an EA-MLA (European Accreditation Cooperation Multi-Lateral Agreement) signatory.

Thiz certificate doesnot constitute an approvalm accordance with article 12 ofthe standard law.

Date of first accreditation: Etty Feller
General Manager
Israel Laboratory Accreditation Authority

Date of signature Page No. 2 of: 3



r
]
|

Valid from:

The test facility has been mmspected by the Israel GLP compliance monitoring umt and has been found to be 1n compliance to OECD Principle:

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

in the following areas of expertise:

¢ Fields of expertise

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

Date of first recognition:

; j )1 nITaun nanoah nINT Men
& g / Israel Laboratory Accreditation Authority

L
A s
——
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Israel GLP Compliance Monitoring Unit
GLP Statement of Compliance No.

Test Facility name:

Address:

Until:

Etty Feller

General Manager
Israel Laboratorv Accreditation Authority
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)1 NIT2UN NDDDAT N'DINTY MY
Israel Laboratory Accreditation Authorit)

'7:\
ISO/IEC17025:2017 '1 ‘7’ nP*TAmITayn

\ 2\ o
PN No2Nn n'ny

11113:&1”3 ; __,-,9*"
AO- ?’ "ﬂ

- o
08.03.2023 :01 TV '2:\ 7_0¢ 25.10.2020 :01'1 9P N2

332
oRTNn 9P \:m'rﬂ bgjz 127002 NN NIPN (}Wﬂa’vﬂj} MTIVH N2RONZ TORINDT MWD ¥T° 53 N2 7723 1NN
NN 9ERY NNTINDDR NIBD TI9) MY PN MINKBH AT NTYN? gNsnn
Qﬁg - :rﬁg‘\?’m 271 APY2 MO 2P N2 TN NWINPD MY DY Nyasn nonen
M2 WRT IINEPN %}Dﬂ'ﬂ'ﬁ MYT . N0YAEY DYOMORN MYITA/ONPNL T, MYIN ¥ T 28 TR01m0n TIND
‘..3 ] ﬂ narpn l::mmnaqu. D19 oM ISOAEC 17011:2017 55520 DXNN2 MINMT N0R0N . MPHN MNSN 1NNY Nenaon
‘z} - S12RTNN NMYITI ONNNI TYRNHRN ITIPAN NN TIED NIANRD 28 0w

MIVATTY 2V WARIY TN NIMND MW PIND T2 Napn nanonn

.OMIpPNn 7N 12 5w 9% MEAN NN TN ITnTmYn

999 3N 09.03.2008 NN NONDD MIKN
pllin k)
MTIVH NINTAZ PRINDD MWD

-

Date of signature 17/1/202

—

PageNo. 1 of: 9
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Appendix Number 2: Template of Published DIVLD MN’/YT NN :2 990N NAD)
Status Reports on ISRAC Website MY INNI 009NN DIMNIN

NIT2uN NINoaY N'nINYA NIwA
/ Israel Laboratory Accreditation Authority
)

N220N MINT MINDIND MTIVNN NNV NITY

05.05.2020 : 99N2 )ITY TIND

N Ao MMM MINDY | ’'ON MITY WO NITY.N
0 an) MIN
Ty
NIT2UN N2Noa'Y N'DINTA NIWIA
Israel Laboratory Accreditation Authority
22.04.2020 : N2TY TINM
(For English version see below) 1984993 1990 ,NNNMY ,NYHVW)I DNONTDNAY DIMNIN
MTAYH NDNRONY PINDN MYIN 7Y NHOWI DNINONY DININ
YIND 90
n mg ay nNnb’bw N9NYNY IPHN MIND OV gﬁx’;
1NN NIADIN DNONON NIINY DMININ
TIND 1900
nanvnn Non napen’ jpnn Maxn ey PraNn
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