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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.
Recognition 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:

e The testing facility can professionally

and reliably perform specific studies
as detailed in the areas of expertise

requested by the testing facility.
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e The testing facility’s quality system
complies with all OECD-GLP
principles and is fully documented and
implemented.

e The testing facility 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
OECD-GLP principles 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
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
guestions on how to do things, but they will

answer, willingly, any specific questions
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regarding, for example, what should be done

or whether the actions taken are satisfactory.
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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.
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Contact details and additional updated . .
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information can be found on ISRAC’s website:

WWW.israc.gov.il.

Wishing you success, 127 NNYsNA
Etty Feller, ;199 9NN
ISRAC General Manager TAYN NNDNY NXPINYN MYIN 979
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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 researches according to the
principles of —the Organization for Economic
Cooperation and Development- Good Laboratory
Practice OECD GLP

As well as according to specific requirements as:
FDA and/or EPA (according to consumers' needs).
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 clinic studies,
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
clinic data that are produced in Israel by testing
facilities recognized by ISRAC GLP will be
accepted in all members' countries in OECD-GLP
program.

ISRAC supplies an official recognition to testing

facilities professional competence. Therefore it
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Practice
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facilitate between costumers and large scale
consumers in the market such as enforcement

authorities, to purchase reliable testing service.

1.3 How testing facility 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 unify
approach allows recognizing organizations with
similar recognition system, to create agreements
based on appreciation, trust and mutual acceptance
of their evaluation systems.

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
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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 testing facilities in accordance to the
GLP principles.

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.
15

and its implications

International activities of ISRAC

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
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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.

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 —

General requirements for accreditation bodies

accrediting conformity assessment bodies.

ISRAC has signed a Mutual Recognition
Arrangement under ILAC and EA (European
Accreditation) establishing that the accreditation
bodies of all countries that are part of the
arrangement shall recognize the test results

produced by any lab accredited by ISRAC.

ISRAC obligation in mutual recognition
agreements:
1521 Exchanging information in regards to

development and actions on accreditation systems

1.5.2.2. Active participation in General Assemblies

and ILAC & EA committees.

1.5.2.3. Participation in international programs for

inter laboratories qualifications comparisons.

N75NY 050N DY D) ,MNNRD ,NNNN ORIWY
JPRYPNN NDNPN 0Y GLP Xwma 110

oonon 1.5.2

.1-611002 7901 511 IR
YMIINDIAN PNIND NI NIAN NN MYIN
ILAC m7ayn nonond
International Laboratory Accreditation )
IRV 935 NN XN TI 9NN (Cooperation
1PN ORNNA DAY ) NN DXI121N 012NN
s NITAYND NINON 29N IDINIIAN
ISO/IEC 17011: Conformity assessment -
General requirements for accreditation bodies
accrediting conformity assessment bodies.
INIPND NN OY NYIWH PMPY DI0N MYID
ILAC ow (EU) European Union  »M1NN
Mutual 770 N95N DOON YY DN NPINM
,020NN MM2 .(Recognition Agreement-MRA)
YT DY DM IPNN JPNNI NYYNY NP> D5
MPTHN 932 MPION NNIN T DY 191N MYIN
.D20NN Y MMNNN
: DTTNN NIINN 2NDION2 MWIN MANNNH

DNIN’Y 92T YN NAONN 1.5.2.1
.N9NDN MOIYN HY DNV

NYOONN NTIAY NYIYY MIONNVN 1.5.2.2
.EA Y ILAC n7)0n2 Moyan nymyim nvobon

NMIDINA NI MONNYN 1.5.2.3
JPNTIVN P2 NNNYH ARNYND NPNDINDA
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1.5.1.4. Participation in experts' teams' work of
EA & ILAC that are gathering for debates related
to measurements and calibrations in various
technical fields.

1.5.2.5. Participations in accreditations bodies'
performance are candidate to join mutual
accreditation agreement.

1.5.1.6. Participation in evaluation of signed
bodies' performance on agreement.

1.5.1.7. Building trust in Metrologic institutions of
primary standards that relate to calibrations
consistency chain of measurement equipment of

accredit laboratories.

1.6 ISRAC’s Roles and Authority

1.6.1 To verify that the testing facilities are in
accordance with the recognition requirements and
to recognize or annuls recognition, accordingly.
1.6.2 To define, with the Minister of Economy's
approval, the areas and tests that shall receive
accreditation.

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.

1.6.4 To ensure that accredited bodies fulfill the
requirements of accreditation and accordingly

continue or withdraw their accreditation.

1.6.5 To serve as the sole designated representative
of the state in all its areas of responsibility,
including mutual recognition with accreditation
authorities of other countries or international

organizations.

1.52.4
TNSO MOIdNNN EA - ILAC Sv 0onminn

MNP NTIAYA NDOYI MOANNYN

DYINNA DY) MP>TAY MNVYPN NPYIL T
.0M0WVWN DMIDVN

1.5.2.5
195NN DODNY GIVXND DI TIWNNN NONON

Y97)°1X51 NOIYNI MONNHYN

JOTTIN

1.5.2.6
.D50NN YY DIMNNN

091N WX NOIYNI MONNYN

1.5.2.7

NNVP DNYY DONURIN DTN MIAN DY
MTIYNI NTTHN TN DY HPIN MDPY NIVIVY
.MONOMN

DNDIVNN MTOI PHN NI

10900 MvHn rpanon i 1.6

MYAITA O TR PN NP RTY 1.6.1
PPN DY N1ON VAT IN IND ORNNA NIINN
Apnnn

1.6.2
1NN DNPAOY MP>TAN YN DDINNN

NN ,NYIDON W NYIN WAPD

.NYTAYNY NONON

1.6.3
9PNN MNPNNIA NN NPYTA YYD TN

NYTAYNNI NOINDND MWIIT VTHIND

.OECD-GLP - N NPy -5y DOMN9N

1.6.4
S¥ N5NDN LAY IN TNPONY DNNNA NINOND

MYITI MTOIWY MTIYNN 2D RTND

T7IAYNN

952 NPT DY MTYOIN NNPN wNRvd 1.6.5
2V 179N N2NON MMV TOTTN NN NYPN
.DMNINDII OMININ OV IN MINK MPTNI
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1.6.6 To initiate activities in the field of
accreditation: training, publicity and promotion
activities.

1.7 ISRAC's Responsibilities

ISRAC’s entire staff, including its managers,
assessors and consultants, signs a confidentiality
agreement to secure information received from
costumers.

In addition, the staff agrees to strict rules of
conduct including: objectivity, transparency and
avoiding conflict of interest. All this is published 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

Testing facility recognition is possible to any pre

ISRAC Accreditation fields

clinic testing type.

Activity according to GLP principles is demanded
in the following areas:

1.8.1. Food additives:

Pharmaceutical and medical products

1.8.2 Industrial chemicals

1.8.3. Cosmetics
1.8.4 Pesticides
1.8.5 Animals food additives

1797 NONONY NOMIN MDY DIVY 1.6.6
.1720M) DIDID ,NOITN 1D MTAYNIA

MY m”Mannn on Nn 1.7

PNV PPTIAL,1OMN DY MVYIN T2y INN DO
SV YDNRN NPTO NPHNYO  0ODN DY DIMINN
930 MYIN TN 2NN 90N .MYIN MNPY
SV ANNN MYIIN DDOON DIMNI NNMNN
MINK . MOPYI NPDOVPMAIN ,DOPNY TN
THON NN MPYN MNNI NNDNON MYIN
INNI NN MPYN NN .(1-000020 19010

J(www.israc.gov.il) mwan S VITVINRN

MYIN HY N90N MINN 1.8

SV ND D30 MIYN N2 IPNNN JPNNA NN
YO TP NPPTa
OMNNA NNNN GLP 555 9 Dy mdys

: ONAD

oo 1.8.1

RO MNP NN

DOYMVWYN 0PIy 1.8.2

npvnop 1.8.3

NN 1.84

o»NOYYAY Mp oo 1.8.5
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World accepted recognition areas:

: 021Y2 ©YNPNN NINN INNN

List of Material Tested -0°p72) 010N

Avreas of Expertise - mnnnNn DINN

a. Cosmetics

b. Industrial chemicals

c. Pharmaceuticals/ medicinal products
d. Food additives

e. Animal feed additives

f. Pesticides

Physical-chemical testing
Toxicity studies
Mutagenicity studies

Environmental toxicity studies on
aquatic and terrestrial organisms

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

A wbnh e

1.9 Requirements from recognized testing
facility:

The criteria and recognition rules for recognizing
testing facility by ISRAC's are based on the
international directives of OECD GLP or of FDA
or EPA according to costumers' demands.
Additional unique 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 OECD GLP requirements, is
well documented and fully implemented.

Requirements are published on

999 9PN YN Mt 1.9

PNNA NN DHHIM (DINIVIIPN) MYITN
5y DYODIIN MYIN NN DIVHWNRN IPNN
OECD- GLP — n Yv mmnNo»an mMaop»Tn
oxnNa EPA W FDA S maopT N

MPON MY

SY TN PNV RYTIND. Mo MW7
POOON MYITY NNOYN INNN DININN
MYIN OPX) IPNN JpNNa NIoNa L, NYynd
299 DINTIN

TONNPNRN MPYON ,Apnnn »pnn 1.9.1
MP>TAN NN YNID DIDIRNHD MOIWNMN
.91 PPN MMVIN

Y IPNRN PN DY MOIRN DO 1.9.2
,WITID NTNINND ,0ECD-GLP 1 M 1o

NN MNDNAN MYIIT .INRIZNI NHYPN)
Y0 nyn MNOTYNN WWW.OECD.ORG
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www.OECD.ORG website and are updated

from time to time.

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 procedure number: 1-200000, that is

published on ISRAC website/publications section.
1.10 Our consumer recommendations

ISRAC recommends to consumers of pre-clinical
researches, 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 is performed following

international rules that are acknowledged by all

MNOYN MW mw pnnypnn 1.9.3
MNOMNNY Y9, MTAYN NINONY MYIN DY
NN DI .NYD NYN NNITYNNY MYIN N2
APNNN PN DX DXNN MYIN NPTH

™M) NN N9 APN PN PN 1O
5¥ 179NN NTIYN2 VNN PIDY IINNY
APNNN PN

7901 TRDRY DXNNA MPYON NN NMPYY
M T/MYIN INNI DN ,1-200000
DM

1998 Nngvnn  1.10

DTP DMIPNN DY 0NN NNONN MYIN
D191 IPNNN NPNN DN I DOYIP
NN PTHIN MOWIN OINN .OMPYI DINN N
MM DNY NPINIDN MM N MP>TIN N
M) ONY DMINNN NN NINND N .NIONN
SV LYVPND NN PN MIPNND NIONN
IPNN NIPNN POV Www.israc.gov.ilmwan

Rubp))a)

190 TP PN G0N TIVN N

NN IIIND ORI DM PN pnn  1.10.1
DOWVINN NPYTAN MNITLY PINDNI NIONN
NMYLNN IIYIND W) NIDNN NN D DINND
(MMpd

DMNMINDYA DYDYy wyy nonn 1.10.2
OECD — 2 mMann MY 1n ¥7° by 019190

DPN DPMYN IRY 95 .QA-1 Mmwn NP PV ISRAC awnn Yy DIRYNIN NN DN N THON YW DITNN DIVINDD DPMIVN

2015 %72 9-1 AN 7292 109N 12 DY 9PIN DM OMPIN

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 June 9, 2015

20 v 16 19010 971



http://www.israc.gov.il/

OECD-GLP ma9py 22 by 059190 9PN 23pnna N9900 P5nm mvan MmN

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

Principles

08 :noM 19PN 1-611051 : v90mn 5nm 20 v 17 7900 971

Version number: 08 | Procedure number 1-611051

Page 17 of 20

OECD's members across the world.

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

1.10.4. The testing 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 are 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
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.

915 ©9IYN 29 YY MWD TWN

) MPVANN MDD NN MONN NN 1.10.3
DN PXO PRIV NN IV IPNN PN
STINN NDOW PYND NIVNI DINPY

0MN GO DY Y NpdTan T 1.10.4
9291 NMITAYN NINOND NPNINDT MYIN T DY
MY OECD — 2 M1ann myTnn P Dy
DOYPNRN TINORN

59559 5y Apnpn P pan  1.10.5
DN N NTIAY 25NN DY GLP —H 175NN
2103 Ny

MOYPM MYNXIN DY I a  1.10.6
T NYNN NPINN WX NINN NTIAY NN
TN Y NPINI MINPHD MYPYN TOINN

T

19907 MNYY WwInY vroa 1.11

9799100 DN MNVIVVLD TINN NN MVYIN
NN MYIN ,TI0 OX (MM MIVN KOO TOMN)
,MI912 NNMON NTIAYN NMODY DX M TAVNNIN
NPADN MYINY MPYN IMDYs D5 HO)
2D NIOND MPY> MMYPN AIPNHNN JPNnd
NN APYN ,MMT DN ,DDNoN NpdTa
ST, NNPNN MWD

TINY : MVYIN NN DDNN NMHPYN VIV
NOIYN/NINON YMPYY MYIN/MNIAN

19901 DNV ,NMYN WIN VIV/MYIN
.TA-621001-23
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2. RECOGNITION PROCESS — 052 mon -nan PInn .2

GENERAL DESCRIPTION

2.1 Admission request mosvsn nwpa 2.1
Enter ISRAC website to apply on page: NN ,MYIN INRD NN NN NYRIN ADWN
accreditation / certification process / request for /N2NONY NYPA Tmyn TN  Www.israc.gov.il

accreditation / recognition page. Select the option .90 /7 N9NRDNY NYPAA N9 /7 NONDN PYNN

recognition to GLP. .GLP -5 n75nn mMIvIaN1 1IN ¥ Tinya
Fill out the forms listed, including the details: NN DYOON ,DXWNNN DXDIVN NN NIND ¥V
Details of the Pre-clinical activities the testing : D09
facility seeks recognition, The documents can be TIYOP DTPN NPYTAN MY MNINN VI
sent electronically for through post. Contact M2ONNN THDN 12) NN JPNND YpIn DPIY
personal as detailed on the web under contacts Y1) DY2NONN X IPNHN TP NDMN DYON

;2737 19IND IN INNRDND NINIVPIN NNNA NOYO
I8 NNN MYIN INNRI VNI WP YN .MYY

Avp
2.2 Receivable and examination of Testing APONN PN NN Nvap 2.2
facility's documents 0NNy
As the research facility is ready, its management MY INOMIN WIN 101 IPNNN 1PHNn NPNa
shall present ISRAC, with the documents 9991 DAV DOVNINN OIDNONN NN

mentioned in form T1-200000-01, published on the TNY : MYIN INN2 DON9NN , T1-200000-01
ISRAC web/ Accreditation kit download / GLP/ n157/n2n0n2 N2y NTNND/NAN
recognition / GLP / admission request. .MavsN nvpa/
ISRAC shall verify that all the documents were

received according to procedure number 1-200000.
Then the documents are transferred to the Head of | ?20010 53 172pnn D AR MYINY INKD
Division for their studying and examinations. The | YN 700N >3 5y DOWIHN IPNNN 1PN
Head of Division will contact the testing facility to | PN WX12 172y 000NN .:11-200000 190N

discuss the need for pre assessment or full PID DY WP MY PR WK 01N TIDD
assessment (depending on the testing facility N PTANIIN,PTAN DTPI TNS T 3PN
readiness that derives from presented material). At | Y2IN1R NWY 203 MDA N0 ONNN3)

Awnny

the inspection the implementation of the

. . . DMPNNI MYOITN NYHNLN NN PTIN TNYNI
requirements will be evaluated by the inspectors

MIND YPIAN DN DIMNNNN THN D2 WY

DPN DPMYN IRY 95 .QA-1 Mmwn NP PV ISRAC awnn Yy DIRYNIN NN DN N THON YW DITNN DIVINDD DPMIVN
2015 %71 9-1 DOTIN .T292 IVHTIN 12 OYY 9PINA DN DMIPIAN

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 June 9, 2015



http://www.israc.gov.il/
http://www.israc.gov.il/

OECD-GLP ma9py 22 by 059190 9PN 23pnna N9900 P5nm mvan MmN

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

Principles

08 :no7 190N 1-611051 : 9901 5N

Version number: 08 | Procedure number 1-611051

Page 19 of 20

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 weather 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 in order to

achieve scope focus.

2.4 The Inspection

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
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 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
performed every two years, as detailed on
document number: 1-200000.

.N70N

(Pre-inspection ) pran o1p 2.3

999N PNV IO YN PO PTINND 0T
NOD O PTAND P NI OND IPNNN \PNnd
ST NDY MIVANR NI PTIN OTP VY3
12>207 NN MR NIIWYN IPTI» N NP2

PN NN 9P DX TPNRY NIVNI

(Inspection) N99nn pran 2.4

TV .,MYINOPTIA T DY YXID NIONN PTIAN
99012 ,¥iP1anN NI19NN 9902 M0N PTInn

D9 .APNNN PN Y DMINND 190D DTN
,NDOPPTN MYOIT DI RNNNY NNPNND ON
PTINY YNNI PTIN MTI A0M TNNN
NN MYIN XPTAY IPNNRN PN NDMIN PaYN
NNOWN DY .NNPNN MWD 7PNV NNINN
,MIVAN DY NN MY YD MNIPNND MW
.1950 HaAP> APNNN PN MPYS 050N DNNY
DOMAN NN TPV — T NN 1IN DTN
MYIN DY VIIVINRN INNA

APNN YU npRnn 2.5

NNNX NINAD IWIND PPN JPNNY 19NN
THONI VNN ,YTNN NIINN PTNI OPMIYD

.1-200000 H901n
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2.6 Expanding 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 form
number: T1-200000-13, as published on ISRAC
website. An assessment date will be scheduled as
soon as relevant documents will be scanned and

found to be qualified to OECD GLP requirements.

2.7 Hearing

Testing facility management which disagree with
ISRAC's decision may submit a hearing request.
Such a request will be discussed at a hearing
committee at the presence of representatives of the
testing facilities representatives. The hearing
committee's decision will be sent to the testing
facility. Please see procedure number: 2-651002 on
ISRAC website.

AN 9P nanIn 2.6

NN NINY WPIAY DD APNNN JPHNNn NOMN
WV T NI0NY 0T NTIPY Y91 Y 9N
DMV VLMY NIANINY NYPA IPNHN PN
.MYIN N2 ooNonn T1-200000-13 1900
PPN DY Yap» 199NN NANIND PTAND TN
INYDN PO DDNONNY INNRD [ IPNND

.OECD GLP -0 mw»71H myn 0Mnnd

v 2.7

NOVYNN BOY NNIDN NPNRY IPNNN TP NOIN
NYPA VDOV NYPIR WHOND THIRYI MYIN
MYIN DY NMINY NTYNA NN IPNND 1PN
DTN NVONN .APNIRN JPNN 21X MNONI
99010 MY NI IPNNN JPNND NOWN

MYIN INNA XINND 1N NN Y ,2-651002
.(VVYNa
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