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FROM THE GENERAL MANAGER

ISRAC is a statutory public corporation that
was established by law (The Israel Laboratory
Accreditation Authority Law, 1997). The
vision behind the establishment and operation
of ISRAC was to:

“Promote the quality and professional
competence of conformity assessment and
examination bodies in harmonization with
the world, for the well-being of the state of
Israel and its citizens”.

The State of Israel is fully loyal to the system
of Mutual Recognition of the OECD regarding
chemical testing. Therefore, data from pre-
clinical studies performed in Israel by testing
facilities recognized for GLP, shall be
accepted by all the member countries of the
OECD-GLP program.

Recognition is defined as an official
acknowledgement in the professional
competence of the testing facility to perform
studies to products according to the principles
of the OECD-GLP.

There is an international consent that the
processing of samples from clinical trials must
be performed according to pre-set principles.
The State of Israel has established a
monitoring system for GCLP (Good Clinical
Laboratory Practice). The recognition is
performed per the up-to-date European

document.
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The GCLP recognition system is national. The
recognized test facility is responsible to make

sure that the studies are recognized worldwide.

Recognition to OECD-GCP principles is open
to all testing facilities performing safety
studies according to these requirements from
the public or private sector.

In the recognition process ISRAC assesses
whether the organization (hereinafter, test
facility):

o can professionally and reliably
perform specific studies as detailed in
the areas of expertise requested by the
testing facility.

o the quality system complies with all
requirements and is fully documented
and implemented.

o complies with all the requirements of
the Israel Laboratory Accreditation
Authority (ISRAC) and with the
specific professional requirements of
its areas of expertise.

The preparation process of a testing facility,
for recognition is a continuous process,
including the establishment of a quality system
that shall answer the requirements of the
requirements as well as ISRAC requirements,
according to the needs of the testing facility's
consumers.

The length of the recognition process varies
between several months up to more than a

year, depending on the areas of expertise
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requested and the starting point of the testing
facility.

Many different questions may arise during the
recognition process. Questions such as; what
does this requirement mean? Is the work
planned satisfactory? Is the equipment
adequate? Are the right subjects reviewed and
in the right places?

It must be clear that for ethical reasons,
ISRAC’s employees must abstain from
offering consultation. They cannot answer
questions on how to do things, but they will
answer, willingly, any specific questions
regarding, for example, what should be done
or whether the actions taken are satisfactory.
ISRAC’s employees shall do their best to
ensure that its requirements and the
international standards are well understood.
So that the recognized organizations in the
State of Israel will be able to conform and
provide their clients services on an
international level.

Contact details and additional updated

information can be found on ISRAC’s website:

WwWw.israc.gov.il.

Wishing you success,
Etty Feller,
ISRAC General Manager
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1.0 INTRODUCTION

1.1 What does it mean testing facility

recognition?

It means an official acknowledgement in the
competence and professional ability in testing
facility to perform research according to the
principles of the Organization for Economic
Cooperation and Development- Good Laboratory
Practice OECD GLP or as per GCLP guidance as
describe in document
EMA/INS/GCP/532137/2010, Reflection Paper for
Laboratories that perform the Analysis or
Evaluation of Clinical Trial Samples (GCLP), of

the European Medicines Agency.

The recognition is available to all testing facilities
weather they are part of factory, related to the
public sector or the private one. Recognition
allows consumers that wish to perform pre-clinical
studies (OECD-GLP) or clinical (GCLP), to find a
reliable service that cater their needs as well as the
regulators' needs. In addition, it allows the testing
facility to evaluate whether it performs its work
correctly and in accordance to international

standards.

1.2 What is the additional value in

accepting a research facility recognition?

Israel is fully loyal to mutual recognition system of
OECD in response to chemicals tests and as such
takes full part in OECD-GLP plan. Therefore, pre-

clinical data that are produced in Israel by testing
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facilities recognized by ISRAC GLP will be
accepted in all members' countries in OECD-GLP
program.

The processing of clinical trial samples on GCLP
provides an impartial third-party testimony that the
clinical trial samples are processed per
international principles. This testimony provides
confidence in the credibility of the results for any
interested party in the clinical trial.

ISRAC supplies an official recognition to testing
facilities professional competence. Therefore, it
facilitates between costumers and large scale
consumers in the market such as enforcement

authorities, to purchase reliable testing service.

1.3 How testing facility recognition to
OECD-GLP aid the international
trade and development?

Many countries in the world have at least one
organization that is responsible for the recognition
of testing facilities that acts according to the
OECD GLP principles. Most of the recognizing
bodies have adapted OECD international directive
as a basis to formal recognition of testing facilities
which act according to GLP rules.

Adopting international principles enables countries
to harmonize their attitude towards the evaluation
of testing facilities competence. This unifying
approach allows recognizing organizations with
similar recognition system, to create agreements
based on appreciation, trust and mutual acceptance

of their evaluation systems.

NONONY TMMINDN MYWIN Yy GLP 5 01510
IOINI MIANN MNTHN 551 12APN> MTIYN
.OECD-GLP n

MM OOV TN DV M1y N»n GCLP 5 n1on
9 DY MTIVN OPOP IPNNN NITN D MON
PNV THNN T NMTY .OPNMINDPI MNIPY
DDA PIY Hya Y5 Y MINHIND MPNINI
.D»OPN

NPOON MTAYN NONOND  THMINDN MYIN
NN )90 .APNNT PN MDD NPHWI NN
O ,PYNI DY DNIISDY MNPYY YSNN

MPYTAY PRR MPY WIDTID [, NINND NIV

-9 9phn 1PINa NN NYoNn 1wy 1.3
MaY 4neY OECD-GLP

193989920

TAN PNIN TINGD ¥ 0D MY MO THY
DYOVION IPNN MNPNNIA NI9ND ININND

9 291 .OECD -GLP N mmapy> oxnna
SV TPNPINDIAN MDVPPTN NN INDIN NIINN
MPNNIA NPV NI5NY ©015 OECD - 1IN
.GLP - 155519 5y 0591 9pnnn

MYTHY INY DMMINDIN NMINIPYN NN
MNPNN M NIIWND YN TPNVNNIN NYD
DY DININD NIYINRND 1T DTNAN DY) IPNNN
AP DIODN NNAY MT NION NOIWN
oV TTTN NYAPY NI ,NIIWN DY DXODIANN

ANOW DTTHN MOIWN

DYN DPMYN IRY 55 .QA-2 Mnwn Mpnn pnw ISRAC awnn Yy DIXSmIN NYX DN N3 TADN HYW DTN DIWINDD DIPMIYN
2024 IXY1292 1-2 DOTIN . T2V IDSTIN 12 DYY 9PN DM DAIPIAN

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 1, 2024




Website: YES

Principles and GCLP

GCLP-y OECD-GLP s by troan 99010 2pnna N9907 7o muan MmN
ISRAC and its Recognition Process of Testing Facilities according to OECD-GLP

11 :nom 90N

1-611051 : v901n 5N

21 o 11 1900 97

Version number: 11

Procedure number 1-611051

Page 11 of 21

International agreements as such like EU-
European Union are called Mutual Recognition
Agreements and are vital to the mutual recognition
of testing reports, between countries who share this
agreement. In fact, any partner in this agreement
recognizes that the testing facilities which work
under other partner as if it acknowledged its
recognition.

Developing system as such allows recognized
testing facilities international recognition in their
research reports and to be accepted willingly in
international markets. The result of this procedure
is cost efficiency for both manufactures and
exports in preventing their needs in additional

testing in various countries markets.

1.4 The Israel Laboratory Accreditation
Authority: ISRAC

The Israel Laboratory Accreditation Authority:
ISRAC, was established by the Israeli
Government, authorized by law since 1997 and
operates as an independent non-structural
governmental body. ISRAC foundation is a results
of Israel commitment to international trade
agreements via WTO — World Trade Organization,
to perform laboratory accreditation. ISRAC is the
official authority responsible for laboratory
accreditation in Israel. ISRAC’s purpose is to
allow harmonization and mutual recognition
between the state of Israel and other countries
regarding measurements, calibration and testing.

Later on, ISRAC was also in charge to recognize
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testing facilities in Israel in accordance with the
GLP principles and GCLP guidance.

The supervising body for ISRAC’s activities is the
ISRAC Council, which is made up of seven
members.

Pursuant to law, ISRAC is a controlled body.

1.5 International activities of ISRAC

and its implications
1.5.1 RECOGNITION

ISRAC is the sole designated representative of the
State of Israel for the recognition of test facilities
working according to GLP (Good Laboratory
Practice) principles. Israel is a full member in
OECD GLP committee and its representative
participate in committee activities.
The state of Israel has a mutual recognition
agreement regarding GLP with the European
community and the OECD, thus ensuring mutual
acceptance of data from countries signatories to
these agreements.
At this time, there is no international recognition
for GCLP.

152 ACCREDITATION

Please see 1-611002 procedure.

ISRAC is a member of the international
organization ILAC) International Laboratory
Accreditation Cooperation). Thus, it is obligated,
like all of ILAC’s members, to work according to
the international standard regarding accreditation
bodies: ISO/IEC 17011 — Conformity assessment

NN NN MMTIYN NINONY TPMIRON MYIN
.D>73N YAV N2 DN MNP

M MN MY ,NPTHN PN PN GPIND
Ap1an

MYAN YV IIMINDAN msyan 1.5
791 25NN

non 151

N7OND IYPTHN DY MO NOYdHN N MVYIN
77aN5 NYapnn SN n»Tn .GLP Nwma
— N RV NPOWN OECD — N nTyNa NxOn
STVIN AP GNNWHN MWD 1NN GLP

N75NY DOON DY D) ,MNINRD ,NNNN ORI
=M TPRNPRN NIPN Oy GLP Nw»a m11n
DN DY TN NP NIWIND 151y ,OECD
01501 DNIN DY MMNND MPTHN

N7oN NP 89 GCLP 7May v nyd o
JOPIND»]

nonon 1.5.2

.1-611002 9901n 511 NN

MIIINDIAN PNNIND NI NIAN NN MYIN
ILAC my1ayn nonon

International Laboratory Accreditation )

INY D90 NN NN T 9 .(Cooperation
PN DRNNA DA ) NN DMI)NN OIINN
s NITAYND NNDN YNY IDINDIAN
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— General requirements for accreditation bodies ISO/IEC 17011: Conformity assessment -
accrediting conformity assessment bodies. General requirements for accreditation bodies
accrediting conformity assessment bodies.
ISRAC has signed a Mutual Recognition INIPNN QNN DY N2WI NNPY DOON MWD
Arrangement under ILAC and EA (European ILAC oy (EU) European Union 0NN
Accreditation) establishing that the accreditation Mutual 1770 N75N OO0N DY DX NMINN)
bodies of all countries that are part of the ,050NN MM .(Recognition Agreement-MRA)
arrangement shall recognize the test results YTY DY AWM IPNN JPNNI NWYNY NpdTa 9o
produced by any lab accredited by ISRAC. M»TNN 932 MPAN MNIN YT DY 10N MYIN
.D2DNN 2y MMINNN
ISRAC obligation in mutual recognition s IPTINN NIINN 2NIVNI MYIN MIIND
agreements:
1521 Exchanging information in regards to DNYN’ 9272 YN NN 1.5.2.1
development and actions on accreditation systems 199010 MIIWN S DMV
1.5.2.2. Active participation in General NYONN NTIAY NDOYI MINNYN 1.5.2.2
Assemblies and ILAC & EA committees.  ILAC 10102 mMoan manm n°5550
.EA
1.5.2.3. Participation in international programs NN N2OYI MANNYN 1.5.2.3
for inter laboratories qualifications comparisons. JPNTIVN P NNNPHD NNNYAD NPDINTI
1.5.1.4. Participation in experts' teams' work of M¥IAP NIV NDYO MONNYN 1.5.2.4
EA & ILAC that are gathering for debates related TNXO MOIdNNN EA - ILAC Sv oonmnn
to measurements and calibrations in various DY9INNA YYD MPITAY MNYPN NYYIAL )T
technical fields. .DMVYN DMDVN
1.5.2.5. Participations in accreditations bodies' 993 MWINT NN MONNVA 1525
performance are candidate to join mutual 9NN DIDNY VXN DX THYIND NINON
accreditation agreement. JTTIN
1.5.1.6. Participation in evaluation of signed D917 MWINY NIV MONNVN 1526
bodies' performance on agreement. .D50NN Dy OYMNNN
1.5.1.7. Building trust in Metrologic institutions D»N9IVLHNN NTOII PN N 1.5.2.7
of primary standards that relate to calibrations NNYP DNOVW DPNYNRIN DTN MIAN DV
consistency chain of measurement equipment of NTTRN TN DY HPON MDPY NIV
accredit laboratories. -MONDINN NMTIYNI
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16  ISRAC’s Roles and Authority tarneymusn sppanan 1.6

DT PN PO RS 1.6.1
1791 HVAY IN ONH DRNNY NIDNN MW T
PNHNN PN SV

1.6.1 To verify that the testing facilities are in
accordance with the recognition requirements and

to recognize or annuls recognition, accordingly.
NN ,N93950 W NWwNa yapd 1.6.2

NN ONPDY MPITAN N DIDINNN
TAYND NONON

1.6.2 To define, with the Minister of Economy's
approval, the areas and tests that shall receive

accreditation.
MTAVIN NONONY MY TPHNY  1.6.3

IPNN MPNNA NN NPT OV, NTTN
NPNIN OECD-GLP — 1 MNIPY 29-Dy D¥oan
.GCLP

1.6.3 To define the requirements for accreditation
of laboratories for measurement; calibrations and
tests and for recognition of testing facilities
according to the GLP-OECD principles and
GCLP guidance.

. . . MYITI MTNW MTINN I NS 1.6.4
1.6.4 To ensure that accredited bodies fulfill the '

_ o _ 2V N2NON HVIY N THONY DRNNY NINOND
requirements of accreditation and accordingly

MT2AYNN
continue or withdraw their accreditation.
1.6.5 To serve as the sole designated 951 NYTHN DY MTYIN NN wowd 1.6.5
representative of the state in all its areas of 179N NNON NMIVIA PTTN NIDNY NYPN
responsibility, including mutual recognition with DIDINDPI DIMIN W IN MINK MPTN OV
accreditation authorities of other countries or
international organizations.
1.6.6 To initiate activities in the field of 17511 N2HONY NN MYy 01D 1.6.6
accreditation: training, publicity and promotion -N730M DIV ,NDTTN : 10D MTIYN2
activities.
1.7 ISRAC's Responsibilities v omannnonnn 1.7
ISRAC’s entire staff, including its managers, PRYPY PPTIA,POMIN 5Y MYIN ST NN 5

assessors and consultants, signs a confidentiality | 2% Y20 NPTD NPNYY  DO0N 5Y DIINN

agreement to secure information received from YN MMpP>

costumers.
MDD 9935 MYIN INY NN qoN1

T YV aNnn MMMIN DMDION DTN
MINHD  .MDOPYY NPDVPOIIN DY

In addition, the staff agrees to strict rules of

conduct including: objectivity, transparency and

avoiding conflict of interest. All this is published

DYN DPMYN IRY 55 .QA-2 Mnwn Mpnn pnw ISRAC awnn Yy DIXSmIN NYX DN N3 TADN HYW DTN DIWINDD DIPMIYN
2024 IXY1292 1-2 DOTIN . T2V IDSTIN 12 DYY 9PN DM DAIPIAN

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 1, 2024




GCLP-y OECD-GLP s by troan 99010 2pnna N9907 7o muan MmN

Website: YES ISRAC and its Recognition Process of Testing Facilities according to OECD-GLP

Principles and GCLP

11 :no7 19010 1-611051 : v901n 5N

Version number: 11 | Procedure number 1-611051

Page 15 of 21

in ISRAC’s, service charter, procedure number
1-000020 which can be found on ISRAC’s website

home page at www.israc.gov.il.

1.8 ISRAC Recognition fields

Testing facility recognition is possible to any pre-
clinical or clinical testing type.

Activity according to GLP principles is demanded

according to the world accepted recognition areas:

THON NNI) NPYN NINNI NNONIN MYIN
NN NRY¥NDI MPYN NN .(1-000020 19010

J(www.israc.goVv.il) mwan S VITVINN

myan by nannmnn 1.8

S N0 YOO MV N2 APNNN PN NN
JOYOPINTIIOP DTP NPT

NN 29 NA»NNN GLP Y555 19 by mrys
: DDA OYDIPNN NIONN

List of Material Tested -D>p72) ©IMIN

Avreas of Expertise - mnnnNN DINN

GLP:
a) Industrial Chemicals

b) Pharmaceuticals

c) Veterinary Medical Products
d) Pesticides

e) Food Additives

f) Feed Additives

g) Cosmetics

h) Biocides

i) Other Products

i)  Medical Devices
GCLP:

a) Body fluids: blood, plasma, serum, urine.
b) Faeces,

c) Breath,

d) Tissue,

e) Cells

f) Hair

GLP:

Physical-chemical testing
Toxicity studies
Mutagenicity studies

Environmental toxicity studies on
aquatic and terrestrial organisms

> wbd e

5. Studies on behavior in water, soil and
air; bioaccumulation

6. Residue studies

7. Studies on effects on mesocosms and
natural ecosystems

8. Analytical and clinical chemistry testing
9. Other studies

GCLP:

Analytical and clinical chemistry testing

1.9 Requirements from recognized testing
facility:

The requirements (criteria) and recognition rules
for recognizing testing facility by ISRAC's are
based on the directives of OECD GLP, GCLP or

999 9P Jpamn mwath 1.9

PN NIDND OO5OM (D)IVIIPN) MYITN
2y DXODIN MYIN NN DXVNYNHN IPNN
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of FDA or WHO according to costumers'
requirements.

Additional unigue requirements to target markets
of products are additional requirements. In fact,
during inspection of testing facility by ISRAC's

representatives, the following is checked:

1.9.1 Testing facilities, technical competence and
systems, are suitable to perform the areas of
expertise as detailed in the testing facility scope.
1.9.2 The Quality system of the testing facility
qualifies to the requirements, is well documented
and fully implemented. Requirements are
published on www.OECD.ORG website and are
updated from time to time.

GCLP guidance as per document
EMA/INS/GCP/532137/2010, Reflection Paper
for Laboratories that perform the Analysis or

Evaluation of Clinical Trial Samples.

1.9.3 Testing facility should meet
complementary requirements as published
on ISRAC website from time to time. All

ISRAC policy documents are mandatory.

The recognition of the testing facility is not
comprehensive but is given to specific areas of
activity, as defined on the recognition certificate
of the testing facility.

Recognition and supervision activities are
according to the GLP Manual (see procedure
number: 1-200000), which is published on ISRAC

website/publications section.

N GCLP ,0ECD- GLP - n ¥ m2o0op7»1Nn
mwvTo oxnNa WHO X FDA Sy maop»T
.MpPoN

SV IV OPNYY APTINY Mo  MYIT
95N MWMTY NNSYN INNN DININN
MYIN N APNN JPNNa D192, NUYNd
99 DINTIND

ONSPHRN MPYON Apnnn npnn 1.9.1
MP>TaN NN YNID DIDINNND MOIWNMN

.90 9PN MMIYIN

Y AIPNNN PN YY MNN Noyn 1.9.2
NAYPI ,WITID NTNNND, N MYAITY

NN MNONN OECD-GLP M T .INHvNa
Y0 YN MNOTYNN WWW.OECD.ORG

THPON> OXNNA GCLP NN

: EMA/INS/GCP/532137/2010
Reflection Paper for Laboratories that
perform the Analysis or Evaluation of

Clinical Trial Samples.

MSYR MYIT My Ipnn ypnn - 1.9.3
MNONONY 295 ,MTAYN NONONY MYIN Hv
00N 99 .NYY NYN NNITYNN MYIN NN
APNRN IPRN X DXIPNN MYIN NPPTH

N NONX NN NPN IPHN JPNna 190N
2V NI9NN NTIVNA VNN PIDY IMINND
PPN PN

-1 TATIRO DRNNA MPIAN NIINN NV
DoMN9NN (1-200000 7901 THON NXI) GLP
DYDY NTH/MYIN 1NN
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1.10 Our consumer recommendations

ISRAC recommends to consumers of studies, to
verify which testing facilities are recognized and
what are their areas of expertise. Their scope
defines their testing types or their specific
competence of recognized areas. One can find
their recognition areas on ISRAC website under

recognized testing facility list.

What is the added value of a recognized testing
facility?

1.10.1 Recognized testing facility may mention
its recognition in documents and testing reports
that are related to its recognized area (one should
be careful of misleading its customers).

1.10.2 Recognition to OECD-GLP is
performed following international rules that are
acknowledged by all OECD's members across the
world.

1.10.3 The quality system is used as a useful tool
for the recognized testing facility, to monitor its
activities and derive from them conclusions to
achieve continual improvement.

1.10.4. A pre-clinical study report produced by
the body recognized by ISRAC, is recognized by
OECD members and EU countries.

1.10.5 The operation of the recognized testing
facility is more efficient such as: a well-planned
working program.

1.10.6 Good production from the beginning and

reduction of rework, results in saving amendment

19980 wnsonn  1.10

D12 9929 DMIPNN DY DNDIND NNYPHN MYIN
.DM»Ya 0INN NN DMIDNBN IPNNN MIPNN
N MPPTAN OND DX PTHIN MOWON DINN
1Y .DIONN I OND NPNADN MDD
NPNNY NIINN NN OND OIINNN NN NINAD
v VITOINN N2 IpPNn

IPNN MNP NNPWIL Www.israc.gov.il mwan

.00

19970 IPNN \PNNRY G0N TIVN NN

NN IIND ORI DM AP pnn 1.10.1
DOWINN NPYTAN MNITY PINDHNI NIONN
NMYLNN IIYIND W) NIINN MM IO DINND
AMMmpo

9 Yy MWYI OECD-GLP-Y n7onn 1.10.2
MPTHN YT DY DI191HN DMNINDIL DD
O2IYN M9 5y MW WX OECD — 2 MMN2anNn
A5

3 NYVANN 9D NN MRN Ny 1.10.3
DN P9 PAPIDOYI NN VI IPNN JPNN
SRR NDY PYND NIVNI ONPD

YT DY AINPYOPYR-MI8 AP Nt 1.10.4
NINONY PNINDT MYIN YT DY 121N G0
-2 MN2NN MPTHN T DY 951 MTIYN
DOYPRN TINRD M TN OECD

9959 5y 9pnnn Jpnn pan  1.10.5
NTIY 1IN NI NTIAY 20NN HY»N NN
RIR!

MLPM NHYNIN Dy oY nxda 1.10.6
TND NYNIN NPRNN NN NIVN NTIAY NI
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as well as unnecessary investments, acquisitions

and other equipment.

1.11 The cost of Recognition

ISRAC is a statuary nonprofit corporation.
Therefore, ISRAC charges the testing facilities, all
the costs related to the recognition such as:
checking documents, procedures, reports,
corrective action monitoring and more.

Details of the costs is published on our website
Home page and accreditation services / price list
PA / details of the costs, document number:
TA-621001-23.

2. RECOGNITION PROCESS -
GENERAL DESCRIPTION

2.1 Admission request
Enter ISRAC website to apply on the homepage
toolbar:

ISRAC homepage > Accreditation process >
accreditation/recognition application request >
Testing Facilities (OECD-GLP).

Fill out the forms listed, including the details:

Details of the activities the testing facility seeks
recognition and obligation from the test facility’s

management.

The documents can be sent electronically by post.
Contact personal as detailed on the web under

contacts.

TP YOI, PPN MNP MYPYN JOINN
W

19900 MYy IWInY vroa 111

979995 DN MNVIVVLD TIRN MN MYIN
N3N MYIN 797 OX (NN MIVN KO TOM)
,MI912 NN NTIAYN NMMOY NN MTAYNNIN
NPADN MYINY MPYN NS 55 H515
SN2 NN MY MMNMYPN APNNN JPNnd
NN APYN ,MNYT 000N ,DONoNn NPPTa
ST, DNPNN MWD

TIY : MYIN INNI ODNN MNDYN VI
,MP91 NVIYI NINDNN MY/DMNDI/NIN
.TA-621001-23 :9901n U9V

955 NN -N990N PN .2

mososn nwpa 2.1
N2IND2 ,MYIN INNY NN NN PYXIN 29N

:PAN TNYA DX310N TN WWWw.israc.gov.il

VP M9 < NONDNN TPONN < 1N Ty
(OECD-GLP) 9pnn »pnn < 1150 /7 N2non9

N DO55N ,DWNNN DIDIVN NNR NOND W
: DOV

VPN DALY IPNNT MDY MNINN VIV
NOMIN DYV MAYNNN TRDN 121 NI PN
PPN PN

TPNIVPON NNNI MY N2 DIINONN NNX
YR WIN MWD 527 19IND IN INNRIN

VP N DNN MYIN NN VNND
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2.2 Receivable and examination of Testing
facility’s documents

As the research facility is ready, its management
shall present ISRAC, with the documents
mentioned in the recognition request published on
the ISRAC website.

ISRAC shall verify that all the documents were
received according to procedure number 1-
200000. Then the documents are transferred to
the Head of Division for their studying and
examinations. The Head of Division will contact
the testing facility to discuss the need for pre-
assessment or full assessment (depending on the
testing facility readiness that derives from
presented material). At the inspection, the
implementation of the requirements will be
evaluated by the inspectors regarding every area

requested to be recognized.

2.3 Pre-Inspection assessment

Pre-inspection assessment will be planned and
executed so research facility estimation will be
given whether the facility is able to undergo a full
assessment. This is an option and not a
requirement. This visit will include quality system
check and environmental conditions to achieve

scope focus.

2.4 The Inspection

The inspection will be performed by ISRAC's
inspectors. Its duration will be dependent on the
requested recognition scope, the number of

employees and the number of sites. Each

PN 1PN Sanon nvap 2.2
NN

MWD INOMN WHN 101 IPNHNN JPNNn NNl

7179NY NYPAN DV DYVNONN DNV NN
.MYIN INN2 DONONN

MNDN U3 VIAPNN YD ARTN MYINY INND
MYIN JH0N 9 Yy DOWITIN IPNNN 1PN
PN YN 2V 0ONoNnn L,1-200000 1900
PN DY WP NY PR YR .DPND TINDD
NI PTINAIN,PTN DTPA TN PTY 9pNnn
INNND N2WY 19D NN NNID ONNNI)
Avnnv

DIPNNI MYAITN NYNLN INAN PTIN THYNI
PPN Wpan DN OMINNNN THNX Y51 WY
.1950 IpNNN

(Pre-inspection ) p1ano1p 2.3

999N PNV IO YN PO PTIND OTP
VIND .NDN P TN 191D XN DR 1PN JPNND
DT NP2 .NYIT KDY MIVIR NI PTIN OTP
N7VNA N300 SNIM MR NIWN IPTIN

UP12NN NIONN 9P DX TPNRD

(Inspection) n99nnpran 2.4

TVN .MYINOPTIA T DY ¥XI NIONN PTIAN
99012 ,¥iP1anN NI9NN 99202 "M9N PTanN

99 .9PNNN IPNN YW DINRD 190102 DXTNIYN
,NDOPPTN MYOIT DI R¥NDNY NNNND ON
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discrepancy that will be found against the
directive requirements will be documented and
written in the inspection report. Following an
inspection, the testing facility management will
provide ISRAC's inspectors with its response and
recommendations for mending actions. Following
the completion of the corrective actions, to ISRAC
satisfaction, a surveillance agreement will be
signed and the testing facility will be recognized.
The recognition certificate is valid for two years.
Testing facility recognition will be published on
ISRAC website.

2.5 Recognition maintenance

The recognition process of the testing facility is
renewed every two years, as detailed on document
number: 1-200000.

2.6 Expanding the recognition scope

The testing facility's management can request an
expansion of scope at any time. For this purpose,
the testing facility is required to submit the form
number published on ISRAC website. An
assessment date will be scheduled as soon as
relevant documents will be scanned and found to
be qualified to the applicable requirements.

2.7 Hearing

Testing facility management which disagrees with
ISRAC's decision may submit a hearing request.
Such a request will be discussed at a hearing
committee in the presence of representatives of the
testing facilities representatives. The hearing

committee's decision will be sent to the testing
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facility according to the Hearing procedure. (see DOMANN (2-651002 1901 NN NXI) MINOY

procedure number 2-651002), on ISRAC website. MY NN
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