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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.
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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

mon
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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
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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.

The text that appears in a bold, italicized font is
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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
ISO/IEC
Calibration
*17025:20XX

1SO 15189:20XX
ISO/IEC 17020:20XX

Medical Testing

Inspection

Proficiency Testing Provider ISO/IEC 17043:20XX

I1SO 17034:20XX

Reference Materials 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.

6.1 The head of the division under whose

action the organization is issued the

YN MPITAD NIVN NPIZN N IRYM PNINOVN
.N2NON2

my»yan o 5.3

,TROM NIN PON JPNNN Y20 PIIND W MPYaN N0
PNY TRDINN PIIN : NONTY

;MDY N0 Hyad 3™ L ISO/IEC 17020:20XX
LIPS NN

901 9D NN M DOVNN NA NPV PNY
: DMPNADI NINONN MTIVNL DNYIN ITO) DIPNN

m>yan No PN

*|SO/IEC 17025:20XX

NP1

Y2 | *|SO/IEC 17025:20XX
ISO 15189:20XX
ISO/IEC 17020:20XX

ISO/IEC 17043:20XX

NI9-NPIT

mMp>9

NN OMPY NN
mm»n

DN IMN NN | SO 17034:20XX

Y2 2O )0 1900 MONPY 1T )PN2 22 35 Dw *
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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

accreditation / recognition,

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

1791 /N2NON NTIVA MON RTND 6.1.1
ININNNDY NONDN G277 NIDI)
T 9D ONNNA YNIND

G211 PNIND OVI9 HDI MDY NTYD 6.1.2
ANIND DNYPON 29D NONPONN

/N2NONN NTIVN NX NIND P1IYND 6.1.3
oW NYONN

$ 072NN MYNIN NPINNA

T2- 9901 DNV NN NINHY NINSY 6.2.1
NP M1PN NNPWI ,660001-01
.91 /7 NONDN MTIVN

NTIVN DY NNYRI NPV POND 6.2.2
SV IN NINONN PN NADI NINON
YPIANMN 1NIND ,NIONN NTIVN
%)Y ,NINNNA NI /NNON
DYVI91 292 NYNIN PTINN
IANITA MDY PRD WRIN DIAPTIY
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6.2.4

6.2.5

6.2.6

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\13_Teudot by year
and delivering form No. T2-
660001-01.

INDY NINK TIT 9 IN) INIVPON
SNIYINRD NIND (PIND

MNIOVPON INITA YNIND NN DAPY
990NN 97°N NODN NTIVNN 19IND
NOY OXNNA NIONN NTIVND IN
BRI

QSOFT : ©IMN D022 TYNDY OO
D092) N1I/N2NON TN YOIV
(NNNXNNA CEY A7 1DIN

DYY NWIAN DMIND YTININ DX PAND
MYIN DY VITVINRMD INX NITY
NPPOY NIV NYONNY ONNNA
919317 NVONM PTANM NINONN
212 NNNIYN

, MW 9D 1:\2_Ergonim\13_Teudot
.T2-660001-01 1901 DV NP ONI

6.2.4

6.2.5

6.2.6
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6.2.7 Confirming sending of a
certificate and scope to the
organization subject to it signing
the surveillance agreement and
settling its financial obligations

to ISRAC.

6.3 The Finance Deputy General Manager

and legal advisor are responsible for:

Sending to the organization a surveillance
agreement (Form No. T2-671001-01 or T1-
200000-09) for signing by the authorized
signatories of the organization, in accordance
with Procedure No. A-621001.

6.4 The General Manager of ISRAC is

responsible for:

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

6.5 The quality manager is responsible for:

The quality manager is responsible for tracking

the execution of the procedure.

7.0 Method

7.1 Establishing effective period

7.1.1 Effective period of accreditation

certificate

7.1.1.1  Accreditation for an
organization is given for a
two-year period. The

accreditation certificate is

NIND NIDN NTIVA NMDVN TUND 6.2.7

DO0N YY INDNND 951 PTIAN
D»90ON PMAIN NITOM MPAN
B \Jap

NYYNY DY2VON D790 MINNA 6.3
HVIVYNH

T2-671001- 9901 DMV) MP DIDN NIND NOYD
SY NN SYINN NOXNN TNND (T1-200000-09 w 01
JA-621001 9901 YN ORNNA,JNIND

VAN YoM NN 6.4

NDI ,NIDNN /N2NDNN NIV DY DINNDY IUND
.DYINDI ONNIND NINONN GPN

SMDINN YNM NPINNA - 6.5

ONNN YN INN IPYD MIRN HMIN NPINKI

now 7.0

g nwap 7.1

NN NNYN 991N 7.1.1

NAPNY MMM HIIND NONon  7.1.1.1
900NN NTIVN .01V DY
95 .NNNRNNA,DPMYY NN

N2NON PTIN TIV) OOV
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issued for two years,
correspondingly. Every two
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
is first issued upon the
accreditation of the
organization and is valid
from the day of receipt of
the accreditation (according
to the date of the letter of
ISRAC’s General Manager)
to two years from that date
less one day.

7.1.1.3 Anew version of a
certificate will be issued as
necessary (such as: a
change in the name of the
organization), as detailed in
this procedure.

7.1.2 Validity of the accreditation scope

7.1.2.1  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

DVINDIN NINONN GPIND
,2-623001 1901 Yo oxrNNa

.PT20N VIXY 0N

npan NoNoNN NTYN  7.1.1.2
MIND NONON DY MIYRIY
990NN NY2AP DI NOPIN
971531 ANON PINN Y9 DY)
TYINN DMWY DN TV (MYIN

DY MmN M

PONN NTIWN DY NYTN NOY 7.1.1.3
DY NPV :1NI) TNN D
3 DM VNN ,(NIND

9901 9P¥N NODI 9PN

9PIN0 N1 NN PN 7.1.2.1
NPN TINN NADID .NTIVNN
NRNIN XD T 92 9PN XM
NTIVNN TIY D) NYTN DD
P9V WTN NAD) .9PIN2
/NN MAPYI : NONTY
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new scope will be issued,
for example: following an
extension / termination /

reduction of accreditation

after a letter of the General

Validity of a recognition

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
to the date of the letter of
ISRAC’s General Manager
and is valid for two years
from the date of its receipt

less one day.

Manager.
7.1.3
certificate
7.1.3.1
7.1.3.2
7.1.3.3

As necessary, a new version
of the certificate will be
issued as set forth in this

procedure.

ANNY NONDN DINNN /NDHY
5r9mn anon

7990 DN 9PN

N IPNN PN 175N
T D1V U .0PMIYD
qP>N2 vINN NI9N PTIN
LOIMNMDIN NIONN PTIN
,2-623001 190N HMID ONNNA
P70 MINY PION

NPANN NIINN NTIVN
179NN 1NN DY NIYNID
TINN Y3 DY PN \PNND
NOPIN MWIN 97931 1NN
D»MVY DIN TV NNDIAP OPN
Y TN

AYTN DO PN, TNN 9 DY
.3 9712 VNN NTIVNN YV

7.1.3.1

7.1.3.2

7.1.3.3
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7.1.4  Special cases oINPN 0PN 7.1.4
In case the General Manager's letter was issued 9PIN 39395 N¥Y 523 2NN 1Y NIPNI
prior to the last accreditation/ recognition date, NAPN NINN NN NPT ¥ ,N137N/NR0NN

NYPN) 97931 2NN PINND DNNNA NN /NDNONN
25 119MNON DX OPMVN NIIX NP MIVY i
3993991 WNIN YTNND NIDN/WTNN N2NR0NN 29NN
9PN

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). D125 W NYDNI NIN 7O 991N NN MIVY PN

NTHN NINYN

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

changed unless in case of a re-accreditation

assessment.
7.2 Draft building process VPV NV PYAN 7.2
7.2.1 Building of a draft scope of NINOVNN 4PN NADI HY NLPL NN 7.2.1

accreditation

7.2.1.1 The situations that constitute a basis VPV NNOY DIV ONNNN DYANNPN 7.2.1.1
for writing a draft scope of : 2NONN 9PN NIDIY

accreditation:
72111 New accreditation. VTN NONON 7.2.1.1.1

7.2.1.1.2  Extension or preparation for a TN NONON PTAND MONINNININ - 7.2.1.1.2

repeat accreditation assessment.

7.2.1.1.3 A special surveillance assessment DMIPNI NONTI) TR MPXO PTan 7.2.1.1.3
(for example in cases of a medical TPY TP 5Y PRI DTN NYTIN DV
laboratory notice of relocation of M2 TPI5Y PN NYTININ

. . . » Y Y
equipment or an organization’s (D»INN 27 DNNINI MOYIW/DTN

notice on relocation of
personnel/methods in multi-site
organization).

7.2.1.1.4  Notice by the organization of its PON POND MIIOY IR YN 7.2.1.1.4
wish to remove some of the -N200VNN 92PNV MY>WNND
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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

7.2.1.2.2

7.2.1.2.3

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
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 the tests conducted at a
reference site from tests performed at
a permanent (P), temporary (T) or
mobile (M) site and classify the

NADIY NITYY NWPA PIRN YN Y 537 DIPNI

.DPTANN NOMIND

NPAN VP NN DN DINDNN
:NODIN N DTN NOPV

2- 9901 51 NI MV D793 ANONn

.(651001

1- 7901 5MNa DXVNONN DXINDN
1900N W NYTN NDNON1 ,000014
NTNN

MNPV HY 28N, 029D H79IND NN

PVavN M

NN DPTANN NONIND PAY> PIND UKD
NION TNXY DMVINDIN DINMM YINON
qP°0 NADI HY NINYNIN NOVPVN
NITHND DN PRN YR .NDNONN
TOIND ,PINNIY NI MY )IIND
P2 IND ,NPITAN NN DY PN
P25 DINY NN MYXHIANN MP>T2
"N, (P) 12D INNI MYNIINN MPOT2
N NN MDY 191 (M) T IR (T)

N (C) ¥rI1) NONON 9PN : NONONIN
(A) MYP NN 9N

DXPMYN IRV Y5 .QA-2 NNVUN NPNN PV ISRAC 2wNN DY DIRNMIN NIN DN N TRDN DY DXTMN DIWINDT OXPMIYN
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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\omnax\Teudot 13\o>naoa\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  Atitle 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

NONONN 9PN NALY MaAn  7.2.1.4

/ MOLOVYN VIV NN DY NINDNN 9PN NI
N’ DNIY NN MDY DDPOIN 7/ MP>TAN
TIYNI 2591 NINDNN PN NI .NONONN
THOINN PIIND DY D3N DOXVI DN, NYNI

/ MPYTa 7 MOVLIVN VP, TYNNY D7D NINNY
mMpP>T2 /7 MOLIWYN .DYINDIIIN NN MDY DIIPD
M2OYN ND 290 DMTIDN ,NIPNI MY DIDP/
NONOLM

221 UTN Ty NN (MY N0 IN) 1PN 5
1Y N7AN .NTI9 NIV NVNON ,MNINOV
:POINA NNNY

MMM NaoNTeudot_13\DMNMINMYI

MTINYN WX ,TPLIND PO NINDNN 9PN NAD)I
ANNRN NTIVYD PRI MTINYN) THPYNNN NPYIIN
.592y2 0) MNNM (Site)

.NODIN VI TV VDN TN IN NV NN NMIVY PN

: IN NVIN NIMD NNV 7.2.14.1

MIND TADI POX PN MDYIN N0 N
MIND 90N .2

N OV AP NIM2Y Twnna 7.2.1.4.2
DINN INN NN THOION
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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.

C. The signature of the General Manager
of ISRAC.

7.2.1.45  Emphases for the structure of the

scope of accreditation table follow:

A. Each technology has a separate table.

@

The tables are arranged in landscape
layout.
C. The title of the table has a light gray

coloring, and the name of the

, TN XN 90101 257N PNIN IN INN 27 )NINA
190101 D¥9NIDN IN DIWIAPTN DIINND MNY NN
Ja50N

D)0 /DINNA MYXIANN NMDYIN VI I9IN
DY YR ,NIDIN NIV ININ NI DY DINYN
.(AMNN) Site -N NTIIY PIND INXD MP>TIN

: V29 NIMON NNYY NNNN 7.2.1.4.3

NADI) NTIVNN NN PINNN : 0PN 9PN N
.D9PN D»NONN NINONN PN

ONONN 9PN PINN DY TY .2

SO NYNXIN TNYN 1PHNN1 7.2.1.4.4

.(date of issue) NPoN TINN N
.NADIN YTINY TO TINN TNYN 1901 A

VAN 979N NN L)

:NADIN NDAV MANS DXVITPNY  7.2.1.4.5

D799 N9V ,PNONOLV DY N

19192 2NNY MHITON NINDAILN  .a

13

.’landscape

DY UHN TIOND MIYANI NYAVNH NIMD )
NN MOLNY PR) M) AN AN PNDNOVN
£ (MYNHNOVN NN
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technology is italicized (sub-

technologies are not to be italicized): NIMON 51D MTAYN >N
- In calibration laboratory scopes, DTN NMNMYN NIOMN

the title consists of a single row. NIMON NPT MTAYN ONODI [
" In test laboratory scopes of MPLY NNV : MNY ONYN NIONN

79V .0MI¥INN NNOVN DY DY
DY) .NP>TAN N YN INNNNN
(YNNI YAV INYNOVN

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 2190 ¥ NP TINYNOVY NPYTIAN NVOY THVYD
the test method to an existing technology: : N3N 9IN2
All technologies will be documented in Form : T1-000016-03 1901 D9V YTNIN NPNINDVN KD
No. T1-000016-03: table of technologies. In PNDNOV DV MNPV 5N I NIPNI .NPNONIVN NYIV

1990N 92N NADI NVPV NYY YW XN PNITY Y9 N
A9 Y21 MPUNY PN YD N3y NHN YOI IIDTY

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.
:119NON NYPA NOIAPNN IWND

WA SPI/NPITI/NOWN DY DN W N
PPOINA NNYN MTAYHN YN 1NN
: NAYMNN

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°n90)/Teudot_13\0MNIN\MWI

database saved in the computer folder:

Rashut\Ergunim\13_Teudot/Nispachim/

betokef
o _ _ ;DD XY NN AP NYNY ¥ 0V DMP DN |
B. If a name exists, it is to be copied. If it
oy, D15/ NPYTA/NVIYN YOI IR POIND W

N ONIPNN MNY NX) ODINMN 1PN DV 29
test / calibration must be added according PO NN TIT MWW DIPNN TIT RIXAD

to the name of the reference standard (the LOITOPNI PWMN VIBNI N BNPNN

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 / NPPTA /NVWMN NN 2D
NN P8O W DINMN PN DNDN PYD

C. If the method / test / calibration is based

on a certain section in the reference
. . T2y Reference Documents nT10Y1a 9yYoN
document, the section must be stated in
91> M2y Standard/Method N 95 Y'NaD)
the Reference Documents column for

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

YPOINY 9012 530 MTNY1 7In house”
D. If the method has been developed by the

IR DY (MvN) Remarks nTinya
: NONTY ,NONNDN NTAVNN DY DXINDN
.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

920.117 I NN NTND ¥2O0IN5T 0772 09NN :NIYD
,T1-000016-04 190» 70003 (DZ>I09) 17727377 THN

Comment: In relevant fields the definition of the P08 P53

matrix will be verified in document number T1-

000016-04, Matrix table. NNV PN 7.2.1.4.6

7.2.1.4.6 Scope of Accreditation types:

Calibration ) CMC 85 ¥ =55 mTayn e

e Calibration Laboratories — state the M 991 (Measurement Capability

CMC (Calibration Measurement PN ;5PN NN ,5PY WIS PYID
Capability) including calibration site; D>1VNIN HPON NNVY DINN , TTR/DIND
measurand/ calibration instrument /, NOVXY ,NTTHN MXTION ,DIWY Y35 DD
calibrated parameter, measurement IN DINMM THON INA DPON IR NTTHN
range and additional parameters where 9901 5112 AN KYND 1I0M VYV ;5 TT0)
applicable; measurement uncertainty 22195 DN OMININD NN : 1-611012

method or procedure/ reference
document . For additional data see

procedure number 1-611012:
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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

DYIINN NO NN PINY ¥ — NPYTa MTIYN
MP>TaM MOLOWN , 0NN DININD N
SY DINMN THON N PNN ; MYNINHN
NOWN

NP>T2) VOV Y2 NNON — NPXIDT MTIYN
D>IVNYD NYIIN NNOY MYNNNA (NPNINT
DYIN ; DPIIVN N NN IN/ IIN : D
IN/) VW INA TN ;NP0 ;5 I0NI9 INA
DI THON

,MDY9N ,0INNN DX PISD ¥ — NN NNIN
VW DY DN THON N PN

,NMONN NN PIND W — NNNPNI NN SPAD
TT0IN X2X0 DYOI,NNNIIIN MNPV
.DMANND B9

TNIN ND NN PIXY YW — DIN MIIIN MY
,DINMN V9 INX N NYIVN ,OINMN

DY DYOPN N2 NYNIN,DIIMINND IN PIANND
.7DN DY TIY MNPNY TN

or properties, and the approach used to
Q0N YTN 7.2.1.4.7
V1P X ¥ — AN C) NONONN MO DY 120N

.NADIN HY NIYNIN NHAVN NONNNA YN (NHNNNA

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

(NN NTO 7.2.1.4.8
19192 YNAN ,NINONN 9PN NINJIV TINA PN

be done as follows:
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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.

Comment 2: In case of a flexible scope a remark

will be added: For Type C details see list no.

7.2.15

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.

NMDYAY ONNNA JPNN 190D MNVALN ITO N

AMIND

nYMONOLN OV YW ABCHaY nwy» yon A

NYNN TO NYIAPY WNY TUN ,NIONNI
71920 7PNONIV HI5WD — NPNONOLN
JONNDNY

D15 /MPYTI/MOVIVN MINN ,NYIV DS TINa D

5w ABC 97095 nmwin N»Na M9 /
PNV DTIIYN : DNIYNID DIATINN NTIVYN

.Site -n NTMNYH

TUND 937 525 i1PN5PI0 1T 0T :1 NIYD
TIN5V D0279) 77772 OIS NP0 71TIV0
NPNZVI0 XNV OV TT) 7727377 13WN? ,IDY

INTI0

POITE WIT) W) 719007 92271 SV 7717793 : 2 NIYD

For Type C details see list no. - 2)77°277 IN

NADI NLPLV YD TYNRN JND> PIRN YN
NOMIN YT DY MNNY NINONN 9PN
N9NONN 9PN NYIRNN ,0¥PTINN

ANIND T DY Uany
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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.

7221

7222

A file that is 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.

NN NYIRD NOWN DYPTINN NOMIN
.12901N P21 NADI NVYL NN

,NADIN MLV NITYA TN NN NN
2YNY PIND YR DY ,PTINN MIAPya
DMPYN YD NN DPTANN NONINY

N N9NDNN 9PN NADIA DINITYM
P70 0NN (14) WY NYAIND INMND

q°N NADI NN ITYN DPTINN NN
NPPOY NTYNN OPD TY NINONN
TONN WHRWIY TN DY PTINN NINDNIN
2- 9901 YN 9 DY MLLNNN NOAP

9272 MOLSNNN NYAP TONN ,651001
.DYPTI2 DN YV NONDN NN

NINOVNN NNYN DY VPV NI

7.2.1.6

7.2.1.7

7.2.1.8

7.2.2

,M19NONN P20 NN NTIVN ,NYYN DIPTINN NOMIN
90 NMYIND ININD

NOPVI ITINN XDIP NMOYD ¥

92NN NN TINY W ,NI0IN NNV MY
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

issued in accordance with the format

saved in the electronic folder:
MvI\o»mIN\13_Teudot\ornooi\nyian

See example in Appendix No. O1.

7.3.1.2  The certificates contain:
7.3.1.21  lsrael's symbol
7.3.1.2.2 ISRAC’s logo

NODI NINDN NNYN NP PONN 7.3
01099 %9 PTaN INNRY NINDN 9PN

DILVLD MTIN NNVINN DY NYTIN MYIN D7D
NPPOY NTYNN NXYNN DI02 DY, )NIND NONDN

%9 DY NN MIYI 2NN MYNNNA DTN NINONN
NYTIN 979NN ,WITIV Y35 .2-651001 1901 DN

2- 990 D11 9 MYV AN NYIN MIYIN DY )NIND
.651002

DMV DXPTANN NONIN NNAN ,D7I)HN ANIN DI0A DY
X N MY 090 . T2-660001-01 7901 21N
PN TONNY DIXININ DIINDNN

N2NYHN NTIYH NIan 7.3.1

TPONNY NPI2Y MOV PONN NINONN NTIVH

VHNAY OXNNA PONN NONoN NTyn  7.3.1.1
s TPNIVPORN NPPINA NHWN

nan/onaoNTeudot_13\onnIix\mwa

.01 9901 NADID NNINT NI

MO MTYNN 7.3.1.2

myInYno 7.3.1.2.1
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mvinoomo  7.3.1.2.2

7.3.1.2.3  The number of the standard / THOIN DN/ DY ONPN Apnn1aon  7.3.1.2.3
standards by which the APNN OV 9PINN MV JNIND
organization has been accredited
and the effective year of the
standard.

7.3.1.2.4  The number and name of the ,N0ONIN MWIT THon dwidaon 7.3.1.2.4
regulator’s requirements document, MY*TY DORNNA THON NINM NN
if the organization has been NOWNN TIVN DY) MVYIN DY Mamun
accredited in accordance with NN TNVOY MY IN
common requirements of ISRAC
and a governmental ministry or
other national authority.

7.3.1.25  The type of activity of the (MATHN DN RN Yw Mdyan o 7.3.1.2.5
organization (see definitions) with MNIN D1 MNIN OV NTIN TIN
separation of calibration : NIOYTY 3P0 N 295 ©OMan ,NidTa
organizations and testing ASO/IEC 17025:2017
organizations operating under the
same standard, for example:
ISO/IEC 17025:2017.

7.3.1.2.6  For inspection organizations, the SMIND N DY PI MPP9 N INY - 7.3.1.2.6
type of organization will also be TYPEA, B, orC
stated: Type A,Bor C

7.3.1.2.7  The title of the certificate: 'O NONON NN ATYNN Mo 7.3.1.2.7
“Accreditation Certificate No. ” LOMINNN900) 1
(the number of the organization),

7.3.1.2.8  The name and address of the NN NN, TAONN IR NN ov  7.3.1.2.8
accredited organization, which ANIRD TINA NONOINN DTN
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identifies the accredited unit within
the organization.

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

.DINMN ANNX NN YNN MINNX 27 NIN DY NIPN2

MUNRY Nonon Paxn 7.3.1.2.9

onon nhyn 9pn 7.3.1.2.10

N 9o npvnn 7.3.1.2.11

NN NTIYND : NONON MTYNY nwn 7.3.1.2.12
PIND 12 PYD 297 NN NN
100PNN

TYIN TINNN NPN DTIVNN XD NI NIYNN MYNRYN
2¥ NNNNN MY NIVINDD NTIVN NTIYHN DY NNPID
N2 .MYYNM NYIDIN TIWN DYLN NPPNN
TNNNN MY NIWINNDD NTIYHD NPNY NIMIYH NTIYNI
LYY NMYYNM NYIYIN TIVN DYLN NPPNN DY
MNN TADN 292 DIWADY NPPNN DY NNNND NNAd
OYYNM NYIDON TIVN INNI DONMNN DTN

NTIVNN VPV NN 2V N PNRN YR 7.3.2
Y09 MND) XITND NONN NIaYa
POY 19195 .NTIVNI DIOYNNN JNIND
DIV INNRNN XTND) NIDIN NN NI
NONON 7272 MYIN D7D NVONN
919311 AN NNPODNN L ININD
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7.3.3

7.33.1

7.3.3.2

7.3.4

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.
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

NODIN NN NIND NOVYN DXPTANN NOMIN
(5) VRN TIN 2NN YNIYIND 1OTIVNIN
.DN92 NN OPD INND NTIAY M

oY ,NINNN DNPIN DYAPNN NN
JNOTYN AUNRD) PIN2D PINN YR

YADN NVPVLN NN AN IWNRD NINN DY
TN 9N NYTIN MYNNNI NADIN DV

MY DAV NN ON .DTIAY M (5) NYINRN
.11D90N 1T NIND

P21 2NN NTIVND TNIND NN DAPNN
NTI2Y 297 (5) NYMIN DIN IN NINDNN

MY AWIN NI DTN ,NIYIRD NYPL TINN
;271931 ANDN NNNIND 919521 ,NTIYHIN
9PN NAON NTIVN DOPTAN NOMIN PON
NYNNY >2yN) PDF VNN NONDNIN
INND ,NIVIN D700 .MVIN Do
7PN9DN NTIVNN DX P2YN ,NNNNY
.DPTANN NOMND DIMINNN
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7.3.5

7.35.1

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.

7.3.5.2

7.3.5.3

The assessments manager will update
the accreditation / recognition status
update card in QSOFT (application
AT7). 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

DTIVNN NP 29D NMADN MV
:NODIM

NIYPNN DX905N DIIND ,NYTN NINONI
M9 050N NNYYY RTNN NVLIVN
21N NNI) HIND DYYN NYIIT NRINND
.(A-621001 1901

7.3.5

7.3.5.1

NID 7199077 92277 NODI IN/) 7ITIWH NIYPH XD - NAYN
7O (P NPR) DINN NP D07 N3P 5Y MUIN
Wa2ha)ed Zay]

NOTY DXV NN ITYN DPTANN NOMIN
DY) QSOFT -aw N151/N200NMN A8N
DY9DDINN DININD YINN Y11 (AT

MY TN PTYNND 1797 7 NINONN DIVLD)
72 MYIN SV VITOINN INNI PHY
SIYTAYN VIDNY

™ITYN NTIVNN PINYN DXPTANN NYMIN

NN YT 7in to the internet* n»pond
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the responsible network administrator DMDTYN DDA ONINNN NWIN DN
that he must publish the updates on -MVYAN MR
the website.
7.3.5.4  The announcement on the website (5) NWYION TIN yNAN XA 0NN 7.3.54
will be made within five (5) days of 792 ,975307 AN5N NNNNN O
the General Manager’s letter being PMNIND 55 IR N5WN DTN
issued, if the laboratory has completed -A-621001 1901 DN 97y MWD

all of its commitments to ISRAC in

accordance with Procedure No. A-

621001.
7.3.5.5  The network administrator is NN DD NWIN DN NPINNKA - 7.3.5.5
responsible for publishing on T2- D9V NX YDPY INKRY , MYIN
ISRAC’s website, after having q>N NI NN ,>VINYIN 660001-01
received relevant Form T2-660001-01 990N NTIVN IN O TIVNIN NONONN
the updated scope of accreditation or .to the internet nYaL VYL HY NMOTIWVON

recognition certificate of
organizations, based on the to the
internet table.

7.3.5.5.1  For anew laboratory: :IWIN NTAYNS  7.3.5.5.1
Following the sending of the letter of the NIMIN 5Y,IND 572310 ANdN DYDY MIAPYA
General Manager to the organization, the M2INN 55317701 7 XTND DPTINN

DY P MYIN 299D PNINN DY NPDVIVDIPNTRN
.N2N PYOS PYNND DNITON

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 DTS 7.3.5.5.2
The website of ISRAC must publish the scope NODIN NN MYIN W LITOPNN INNL DD v
of accreditation and the accreditation status YN ANNI DND DYIANN NINTNN DIVLD)

mMLSNNN NYAP TONN 2-651001 790N DN VNAND
NYIN M) .DYPTIA DINN YV NONON 28N 1172

stemming from them on the website as set forth
in Procedure No. 2-651001, the Decision
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Process Regarding the Accreditation Status of

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
certificates and scope of accreditation
in the socpes' file and will send it to
the organization by mail with

approval read and delivery and

document the above by signing Form
No. T2-660001-01. The check-list
shall be filed in the relevant scopes'
folder.

7.4  Process of issuing a recognition
certificate

The process of issuing a recognition certificate is

similar to that of issuing an accreditation

certificate except for the following:

74.1 Upon receipt of the request for
recognition of a research facility for
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.
7.4.2 Structure of the recognition certificate

The recognition certificates are issued in English.

7.4.2.1  The recognition certificate will be issued

according to the format saved in the folder:

NI NNT TYNDY INND DOV NIDYNY ININN
B ol

MTIYNN NN PIONN OPTINN NOMN 7.3.5.7
MIIND NOYM MTIVA NMPINA NIDIN
L1990 INIP NYIN OY 92910 MYSNINI
9901 DNV DY NNNINNA VINA TYNM

MMYOIN M1PNN NYY . T2-660001-01
NDIRNND MTIYN IMP N1

D990 HNYN NPON PYONN 7.4

NPAN DY MY NNYT NN NTIVN NP PONN
799 VY9 NINON NTIVN

2 9pPNN JPNNA NN NYPIAN NYap DY 7.4.1
79NN 9PN NN PNRN YN Py GLP
nYMINY (T1-200000-01 DNV *9Y) WPIANN
TV VYL NIONY DPTANN

NI2NN TN MIAN 7.4.2

JPDNIND DAY MPANN NIINN MTIVN

VNNAY OXNNA PONN NIDNN NTIWN  7.4.2.1
:TPOINI MNNYN
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1\2. 13\0>IN_Teudot\ny»an\o’nao)

See example in appendix number 1.

The certificates contain:

74.2.1.1

74.2.1.2

7.4.2.1.3

74214

7.4.2.15

74.21.6

74217

74.2.1.8

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:

2

“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

7.4.3 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.

NYIAMONYONTeudot_13\0»NIN .1:\2

.1 9901 N9DI11 N

NNT NN

: TYDYON MTIYNN

mvanN Yno

GLP nmAapy 7001 10N

ISRAC GLP ) nyonn »minn

(Compliance Monitoring Unit

'O NADN DTN : NTIVHN NIMD

"

NN DNTIN ,ID1IN PNIND N2INDY OV
TIIRN TN NN NTNN

MNYRIN NIDINN TIND

PNONN NIDINN GPIN TIND

NTIYNN DY MYIN 572310 NINN

PN YV NNNRNN XTI DINNN DN
TYOIN MY NTIVNL DXNINNN IPNND
APNNN PN 7Y NADNN DTIVH VYL

SV VITVIRN INNA NN NTIVN NITY
T2-660001-01 9901 DMV 97y NVYY> MVYIN
TO 7 IPOIND MIITYN NTIYNN NN 7Y
,0XPT20N NOMIN T DY "THE INTERNET
MY IPNN DNV DOXNNA INKND NITY
Bal7aTalslphia)

DXPMYN IRV Y5 .QA-2 NNVUN NPNN PV ISRAC 2wNN DY DIRNMIN NIN DN N TRDN DY DXTMN DIWINDT OXPMIYN
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74211

74212

7.4.2.1.3

74214

7.4.2.1.5

7.4.2.1.6

74217

7.4.2.1.8

7.4.3

7.4.5
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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
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 /

09139 N9NDNN 4791 NIV DIDIM PITY 7.5

/A99V)/nNYYIn ONaNvnY
19899 N90YN/NNYMY

NIDN /DINNN /NDODV /7 YWD DY DIPNa
DM NNY) NIDNN IN NDNDNN DY NSIN
MMINDI NPIVIN WPAN (2-650001 19010
NN Y2PY DYN DM (7) NYaVY TIN Paynd
T HY NNINN 2N MAONNN NYTIND
NTIVN VDY NYYY XD 2D 1NN

PNYR 7PN DY NINPNN NONONN
21991 19IN NONDNN 9PN N NTIVNNIN
DV 210N NNY NX 1202 N NINMPY MyLnY
Y2)0 NTIDDP PNINIPY YD) MYIN
990NN NI0N INX DINNY ,7PYWNN
INONDIY PNIN DY TN NN NYOYN
952 WNNWNY Y091 YD PNSNY N0
T2- 9901 DMV NN .NINDNY YNIN NN
MTIYNL VIDOY IND MIA»NNN ,660001-11
ANONY 9NN WK ,7PNAD) DY NINONN
/DINNN /NDDV /7 TPYVN 1272 57N
.7I97N IN N2NRDNN YV )ININ NI0N
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7.5.2

7.5.3

754

755

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

TIIRN TINY> DRI MYVYNN NOPH OIN
/ 119000 NTIVN D PANN ,MYIN M1l
DY9YD2 VNI DXNNA NYTN NN
2V

NN NI IN NDHYN TN MNIN TWUND
9271 2AWN> NI9N/N9NPDNN 9PN NN HY
P9)N NINONN NTIVIM NNIYNXI NINDND
MMINDY NINONN MINN SV NNWYNRI NN
AUTN 9900 YN

DNNN2A YXI)2> NDNON 9GP0 NADI NITY
NI .2-650001 99017 YN YN VIVAY
.01 9991 NADI NPT

MINY> NTIVAM NADIN GPIN TIND
NYIAP N MYIN NVYNN TINND OXNN2
DINNN/NPPONN MYVYND NTAYNN NYPA
.DNNNA MINY 9PIND NONONN

1190DNN NADI NN PIINY P2Y> PR YK
955 NTAY M (5) NYINN TN DTN
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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

PYYNN GPINY NDINY DN NN
.119N0NN YV DINNN/MPONND

YOINA NNYYIN INDNONY PNIIND
,NIOTIVN NTIVN NOWIN RO NOOWI/RON
NN YYD RSDID ININ NIAY VYD

DIYIN NMIPYD NN INW INNRND

VPN YTINA ININNDN DI MY >N
QSOFT D NN DY TN NYMIN NPON
DMMIND DY DY POM 7NN DV

.NAPIYN MY NON DNIDN/ DNONONY

NOWN NPLIVNN NXYPN DX9DIN D7IIND
NYAIT ,MP9 050N WITN DININ DNIND
912y PIAYM PNMPN NN Y DIPVN
DRNNA WTINND NINONN PTIN MOYN 50%
.A-621001 1901 5D

1NIND D310 NINDN 228N

NNPIN X POIIN DPTANN NIMIN 7.6.1
PTIVD IR YR - MYIN 1NN
JNYNYNIN MWAIT NNOYN ON Dl
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updated due to non-completion

1I97/N2P0NN 9PN WX MTIVND
MIN NITON OX DY MDOM X9

7.6.2  Administrative extension of 120NN GPINT NI NIIND 7.6.2
validity of the accreditation

7.6.2.1  If the General Manager of 9PN TOOMIN NOIND MM OX 7.6.2.1
ISRAC has given an 21230 > DY )N IND NINONN
administrative extension to INA DTV DIPOM NI, MYIN
the validity of the -N20ON 9PN NIV)
accreditation for the
organization, an
accreditation certificate
and/or scope is not issued.

7.6.2.2 Inthis case the head of the YOIMDIN PR YR M NIPNA 7.6.2.2

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.

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

decision, the assessment

DIVLD PITIY XY, NPDVLIVDIPNTN
A- 9901 YN NXI) DY NONONN
GPINRN YN DT NIPN2 .(621001
NOIYNA NPIN NN POIMNDIN
anon NOVN MYIN 7o .QSOFT
DAV 297 "NTAYN DIVNVD NPV
DOMIN NI T2-651001-18

NI9YN2 NNINN NPIN NN
9719 AanoNY oxNNa .QSOFT
D092 DYPTIAN NI PIXN

QSOFT-2w N197/N5n0N TN
NOINNN NOY NINNN >TIIN NN,
TINRN .NINONN GPIND NOOTMIN

DXPMYN IRV Y5 .QA-2 NNVUN NPNN PV ISRAC 2wNN DY DIRNMIN NIN DN N TRDN DY DXTMN DIWINDT OXPMIYN
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7.6.24

7.6.3

7.6.2.3

manager will state in the
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.
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:

XXIXXIXXXX

t0: XX/IXXIXXXX

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.

99 YaP» NONONN GPIN NOPNN
NOINNN NNPN TN DY
5NN

nYIN SN MY YN 0IDI9N 7.6.2.3
DV TNOV 75, MY INN2
:2ANDM MIND

{INDN NN NOINNDA
XXIXXIXXXX

 XXIXXIXXXX - TIND Ty

9PN DN NIIND INN APYN
MM NPINKIA YNIND ,NONONN
DILLD GPIN PINN NMYNNNI DPTIANN
.QSOFT -aw y»nn ©v1m1

51102 DXV DINN DMNT DIDIVLD
.2-650001 1991
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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).

Valid certificates are kept in the following folders:

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

MY NN HMNY DONOYI ,qON1 7.7.3
DXV DMITY ,DXPTINN MOMN
.199NN I NINONN 2NN HY

TN

,PINN YIRN NIIN/NINDNN DIVVD

TN ©V15 ,QSOFT DXNMN DI DNV
,2014 MV TY D»VDIN DINNY) NIIN/NINDN
ISRAC 7 -y » "Makact05 mx9ava o mv
;P na mmwn rfollow up

.(rashut/ergunim/teudot
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1\2. 13\0°)IN_Teudot\q9pIn2\0>Nnao)
1:\2_13\0"IN . Teudotqpina\omuvap\
Archive shall be filed under:

1:\2. 13\0>)IX_Teudot\2759X\D>NaD)

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\07nx . Teudot mMTaynn npmw NI
INNA
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

: DININ NPPINI MNNY 991N MTIVN
gpIn2\oNoo\Teudot_13\omnIN .1:\2
GNP\ Teudot_13\070)IN .1:\2
;NN W DIIN
OIN\DNIDNTeudot_13\omnIN .1:\2

Tonn nx MoNn T2-660001-01 95010 090
NYNPNRN MTIYNN OPAYN ,NTIVRN NPOIN
?ON2P2M NI5N /7 NONONN 9PN YNADN

AMIND

:TPONI MMNYN NMINJIV

MINDINND MTIYHN NNHIYI NYAV 8.3.1
25132 MHNYI ANINON IDINM
:N2N

8.2

8.3

NN MTIVHN NPPWI NITTeudot_13\0nIN .1:\2
AN2100N MINN MDNINN MTIVND DY N

,NI9¥) DNONDNY ONNIN NYAV 8.3.2
I8 N0, NNSMIN

NTIYNN NN NPYN DPTANN NOMIN 8.3.3
NNNNA NINPDNN G710 NADN
: TIINRNNN TINIVPIND

.Rashut/ergunim/teudot

ITIOP MY NNIX DY MTIVNN DXNODIN DD
TINNN NYONNI DIINW)I

8.4

Teudot_13\DM)MIN\MVYN
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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
AKO00X, signature of the General

Manager and also save as a PDF file.

GUNRD ,NNINNN NNNNI 0N DN 8.5
s KXXXX -Y N0 mann

790101 Y050 N Pp—-K - 85.1.1
M0 Y2INA NTAYNN 19010 — XXXX  8.5.1.2
NODI MR DY NOMN 190N —-Y  8.5.1.3

NTAYNY XON DIV MHONA NADIM NTNL 8.6
N2IND MY PNWYD NANIN,NYTN NONDN)
NotYet - owD NOLIN DY 1MW NI (1)
2179 — NPYN MNNY VIPIN YA D9
VYV NYNNA VYN NOVPVN . WITIN

AYTNN NDN NN PAYNY ¥ ,MONN DIN
PPN MTIVAN INA NADIN HY NIVIRDM
PINY MNTIPN NDNN NNY 79PN
SN

DV NMDTYN NON NN PPNYND v 75 DVD
MW Oy TN to the internet” N»PINY NAOIN
NN ,AKOXXX -5 KOXXX -n ¥27pn ow
.PDF 2775 D) 70w 57900 nmdnn
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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.

D022 NN ¥ NODIN/NTIVNN NP DDA
1797/NM900N TN 090 ,QSOFT v MmN
(AT)

1=Rda}2)"R)

990N NTIVNY MNNXNT : 1 790N NID)
70N NTIYM

DININ DIVVD MNIT NIAN : 2 90N NADI
MYAN 9NN ONONNN

N NYYI : T2-660001-01 79910 09O
.NI97 7 NNON MTIVN NPAIND

TMNMoN 2NN : T2-660001-10 1901 DNV
OECD- mpy 9 5y N15N - Mo DooNY
.GLP

IND MA»NNN : T2-660001-11 99010 DMV
PN DY NONDNN MTIVNI VIOV
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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

—
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