OECD-GLP maapy 22 by 0990 99Nn 2pnna 149900 PP50m myan MmN
Website: YES ISRAC and its Recognition Process of Testing Facilities according to OECD-GLP
Principles
09 :no7 190N 1-611051 : 2900 51 19 T 19900 971
Version number: 09 | Procedure number 1-611051 Page 1 of 19

7

n'DINTY niwna
nIT2un NdnoaY

Israel Laboratory Accreditation Authority

Valid from TONRDND 9PIN2
24.06.2018

Effective from TINDN 2NN
24.06.2018

MNIPY 29 HY DIIMON IPNN 2PN NN TPHNM MYHIN MTIN
OECD-GLP

ISRAC and its Recognition Process of Testing Facilities according to
OECD-GLP Principles

1-611051 19910 50
Procedure number 1-611051

Authorized by: 1DYIUNN
Signature — 71NN Date — 798N Name — ow Position — 1*pan

I NAMN =D PR YN MY 1OTIY
) :GLP
Zahava Nezri Update by GLP Head of
Department:

NN PP (DR DM Y IWINND
Yakir Jaoui Approved by Quality
Manager:

RPLRAI] 210N MY IVINND

Etty Feller Approved by General
Manager:

DN DPMYN INY Y3 .QA-1 Mmwn Mpnn P ISRAC awnn Sy DIXRSMN NIX DN DT THON HY DTN DMIVINDD DPMIYD
201959132 1-2 DTN .T292ID9TIN 12 DY 9PN DN DMIPIIND

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 July 1, 2019




OECD-GLP maapy 22 by 0990 99Nn 2pnna 149900 PP50m myan MmN
Website: YES ISRAC and its Recognition Process of Testing Facilities according to OECD-GLP
Principles
09 :no7 190N 1-611051 : 2900 51 19 vnn 2 9900 97
Version number: 09 | Procedure number 1-611051 Page 2 of 19

»p 5y 2na i dsrael Accreditation) ISRAC 17330 190072 TP9INST TNV 7
TPNNEY INPYD S 790077 7172730 0INDIT FI900777 IIND SN nSvmw

ST o0 O3
ILAC »0No»377 )ING SV OTT77 777977 D207 NI0HI 7100 I

o550 29 5y n7awo Anternational Laboratory Accreditation Cooperation)
SIIDO0 OPOINIDIT)

;DY Y NIAND 10N 01079 937 WP, INYID N 5510 23NN PIPM DX MNDT DD
© MTaYNN NONONY TMNMINDN MYID POV — INNI DDIONNT ,INN DN 9 MM NP
ISRAC

992 \9NY IN 220192 1NND , 00797, T NN YONNRY PYNNN YD1 9TYY ,0)INY P NynD P

Y 2AN52) YXIND NYNONN NNNIDN NYAP XD, 1PN IN 1D ,NT INND ANININ IINN NN PYSNN
.NYTAYN NONONY PNINDT MY

MTA¥1I NNVNY MNINYN MYIN

Israel Laboratory Accreditation Authority

2,89 1.1 ,NMYNN NTY NMIP , NN /N
7015002 NN 910

03-9702727 90

03-9702413 Opo

israc@israc.gov.il : 9Nyt

Www.israc.gov.il

DN DPMYN INY Y3 .QA-1 Mmwn Mpnn P ISRAC awnn Sy DIXRSMN NIX DN DT THON HY DTN DMIVINDD DPMIYD

201959132 1-2 DTN .T292ID9TIN 12 DY 9PN DN DMIPIIND

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 July 1, 2019




OECD-GLP maapy 22 by 0990 99Nn 2pnna 149900 PP50m myan MmN

Website: YES ISRAC and its Recognition Process of Testing Facilities according to OECD-GLP
Principles
09 :no7 190N 1-611051 : 2900 51 19 T 3 1900 971
Version number: 09 | Procedure number 1-611051 Page 3 of 19
Procedure Updates: 1099y
TPIND 9o¥o
The Change MM NPYN Date Section

DMV DYDN0N NYNLN NN NPNPN NIPPO

17.06.2018 THhonn Y95

: ©YINDN 95 NIONN NN NYAV NITY
1 9oyo ,No 1: OECD Principles on Good Laboratory Practice

.1.2 9oyo ,No. 19: Management, Characterisation and Use of Test Items

17.06.2018 1.8

DN DPMYN INY Y3 .QA-1 Mmwn Mpnn P ISRAC awnn Sy DIXRSMN NIX DN DT THON HY DTN DMIVINDD DPMIYD
201959132 1-2 DTN .T292ID9TIN 12 DY 9PN DN DMIPIIND

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 July 1, 2019




Website: YES

Principles

OECD-GLP maapy 22 by 0990 99Nn 2pnna 149900 PP50m myan MmN
ISRAC and its Recognition Process of Testing Facilities according to OECD-GLP

09 :no7 190N 1-611051 : 2900 51 19 T 4 2900 971

Version number: 09 | Procedure number 1-611051

Page 4 of 19

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 lIsrael 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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o 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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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.
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Contact details and additional updated . WWW.iSrac.qov.il DYTOYNT MWAn AnNa

information can be found on ISRAC’s website:

Www.israc.gov.il.

Wishing you success, ,M27 NNONNA
Etty Feller, , 199 NN
ISRAC General Manager MTaPN NINDNY NNINDN MYHN H75m
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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

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, 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
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

facilitates between costumers and large-scale
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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
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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
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.
1.5

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
15.2 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 regard 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.

7512 DOON DY O) ,MNND ,NNNN IRIY
JPNYPRN NYNPN 0y GLP X112 TN

nonon 1.5.2

.1-611002 9991 HM) NN
MIIINDIAN NIND NI NIAN NN MYIN
ILAC myT1ayn nonon
International Laboratory Accreditation )
IRV D25 NANN XN T 9NN (Cooperation
PN DRNNA DA ) NN DMI)NN OIINN
s NITAYND NINDN YNY ININDIAN
ISO/IEC 17011: Conformity assessment -
General requirements for accreditation bodies
accrediting conformity assessment bodies.
INIPNN NN DY N2WI PNMY DI0N MWD
ILAC ow (EU) European Union »>nn
Mutual 1770 D950 DO0N YY DIAX NPINM
,000NN MM .(Recognition Agreement-MRA)
YT DY 101 IPNN PNNA NYYNY NPT O
MMTHN D32 MP9N MNIN YT DY 101N MYIN
.D20NN Dy MMNNN
: TTNN NN 2DODNA MYIN MIANNN

DNINYD 7272 YN NADNN 1521
.N9NDN MOIWNI HY DNIDYN

NYOONN NTIAY NYOYY MONNVN 1.5.2.2
Y ILAC n7)012 MoWan mim mboon
.EA

NMIDINA NIV MONNYN 1523
JPNTIVA P2 NNNVHN IRNYND NPNDINDI
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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.

1.5.2.4
TNXY MUIdNHN EA -3 ILAC Yvw oonminn
DYDINNA YYD MPYTAY MNVYPN NYYIAL )T

DY DM)OLVN

93 MVINY] NOIYNL MANNYN 1525
9NN DIDNY GIVXNY D> THIYINN NINON
TN

MNP NTIAYA NDOYI MANNYN

D91 MNIN NOIYN MANNYN 1.5.2.6
.D20NN Yy DYMINNN

D»NOIVNN NMTOI PHN NI 1.5.2.7
NNYP DNDY DONYNRIN NTNN MIAN DY
NTTHN TP VW DPON MDPY NIVIY
MDD MTAYNI

1IN0 MYAn sponon 1.6

DYTOW PN PN I NRTY  1.6.1
1791 YV IN ONY DXNNA NIONN MYITA
PPN PN SV

NN ,N92950 W NWwNa wapd 1.6.2
1NN DNPAOY MPITAN ONDI DMINNN
.MYTaYNY NONoN

MTIYNN NONONY M7 PNy 1.6.3
IPNN MNPNNIA NN NPT DY, NN
.OECD-GLP - 1 MNPy »9-5y Do

MYAITI MY MTNN O RMM>  1.6.4
SV N91NON YYD IN TNONY ORNN NINOND
BalnmiVan!

553 N TNN SY NYTYYAN NNPN wovwy 1.6.5
179N NONON NMIVIA TTN NIONY NYPN
.DMNIND DNNIN DY IN MINN NMINTN DY
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1.6.6 To initiate activities in the field of 1751 N9HONY NN MYy 010 1.6.6
accreditation: training, publicity and -17320M DD ,NIITN 10D MTIVNI2

promotion activities.
1.7 ISRAC's Responsibilities MmN avannnonn 1.7
ISRAC’s entire staff, including its managers, PIYP PP, POMIN JY MYIN T INN DD

assessors and consultants, signs a confidentiality | ?¥ Y790 MPTD NPHYS DI0N HY ©MNN
59955 MYIN NNY 2NN GOV .MYIN MMPO
SV ANNND MYION : DMWON OINMINI NNMNN
MIND .MDPYI NPDVPMIN DY T
THON NNI) MPYD NINKXI NHOND MYIN

agreement to secure information received from
costumers.

In addition, the staff agrees to strict rules of
conduct including: objectivity, transparency and

- . ) o i INNI NNNNI MPYD NN .(1-000020 1901
avoiding conflict of interest. All this is published '

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

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 Accreditation fields mwuandw ndnnnn 1.8
Testing facility recognition is possible to any pre- S N0 DOD MV N APNNN JPNNA NN
clinical testing type. DOYOP OTP NPPTa
Activity according to GLP principles is demanded NN 290 N2»NNN GLP HH55 29 Dy md»yo
according to the world accepted recognition areas: : DDA ODIPNN NIONN
List of Material Tested -D>p72) ©™MIN Areas of Expertise - mnnnn 0NN
a) Industrial Chemicals 1. Physical-chemical testing
b) Pharmaceuticals 2. Toxicity studies
c) Veterinary Medical Products 3. Mutagenicity studies
d) Pesticides 4. Environmental toxicity studies on
e) Food Additives aquatic and terrestrial organisms
f) Feed Additives 5. Studies on behavior in water, soil
g) Cosmetics and air; bioaccumulation
h) Biocides 6. Residue studies
i) Other Products 7. Studies on effects on mesocosms and
j) Medical Devices natural ecosystems
8. Analytical and clinical chemistry
testing
9. Other studies
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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.

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 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

999 PN pomn mwn 1.9
PN NN BIIDIM (ONIPIVIPN) MYITN
2y DD MYIN NN DXVNRYNN IPNN
.OECD- GLP — N v 1mIN2»2n M2dOPIPTN
oV TN OPNYY NYTIND. MR MWIT
DPOOON MWIITY NNOVN NNNN DININD
MYIN PN ApNN JPNNa NIoNa Nuynd
99 DNTIN

ONXPHRN MPYON Apnnnnpnn 1.9.1
MP>TIN NN YNID DIDINNND MOIWNMN
.1790N 9PN MMVYIN

1.9.2
LU0 NTIVIND ,OECD-GLP 11 M1
NN MNONAN MYIITN .ARIZNI NHYIN)

V0 nyn O TYNN WWW.OECD.ORG

APNNN PN HY MDNND NN

MYV M1 My 9P pnn 1.9.3
MNOMNINY Y95, MTAYN NINONY MYIN DY
YNDN DI .NYD NYN NNOTYNNY MYIN INNA
PN MIPNN DX DN MYIN NPTH

N NON N9 NPN IPNN JPNN2 N1ONN
oY NIONN NTIVNA VNN PIDY IMINND
PPN PN

9901 THOND ORNNA MPIAM NIINN NV
INTH/MYIN 1NN DON9NN,1-200000
Rupla)lvahl

19985 nnsdnn 1.10

DTP DMIPNN HY DNIIXD NYNN MYIN
DN APNNN NPNN OMN I12D OMPYHP
N PTHN MNYON DINN DMV DINN IND)
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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
OECD's members across the world.

1.10.3 Quiality 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 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
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

N DNY NPYNIDN MM IN MPPTAN MO
N’ ONY DMINNN DX NINNY N .NIONN
oY VYVYINN NN APNN NIPNNRD NIONN
APNN MNIPNN NIVIAWWW.israc.gov.il mwan

.D"M0Mm

1970 IPNR \PNNRY G0N TIVN N

NN IIND ORI DM PP 1.10.1
DOVIND NPYTAN MNITA PINDNI NIONN
MYVLNN IMYINT Y1) NIDNN NN 1D DINND
AMMpd

D995 95y vy nonn 1.10.2
2 NYHANN NMTHN T HY DIDNN DPNINDIA
919 09N 29 HY NIV IWN OECD —

5 MVINN YD INNN MR N 1.10.3
DN PX9N PIMDOYI NN TV IPNN JPNN
STRNN NDY PYND NIVNI DNPO

99190 90O Yy I8P npyTan vyt 1.10.4
959 MTAYN NINONY NPNINDN MWIN YT DY
M 73 OECD — 2 MHANN MPTHN 71 DY
DOYPNM TINORD

Y9959 Dy ApNnn P Mpan  1.10.5
2)N NTIAY MONN DY GLP —H NIdNN
123 NTHAY ION

MLPM NNHYXIN oy Y nxda 1.10.6
TS NYNN NPINN WX NINN NTIAY NI
TN YT, NPIN MNP MYPYN TOINN

T

19907 MNYY IWwnY oroa 1.11

97990 S9N MNVIVLD TIRN N MYIN
NN MYIN ,TY IR (N IV KOO TOMN)
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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 Pre-clinical activities the testing
facility seeks recognition, the documents can be
sent electronically for through post. Contact

personal as detailed on the web under contacts.

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 form T1-200000-01, published on
the ISRAC website.

,MI912 N2YION NTIAYN NMDY DX MTIVHNIN
NPADN MYINY MPYN DMWY D5 Y915
2D NN MY MNYPN IPNNN 1PNnd
NN APYN L, NIMT 00N ,0DNDN NPpYTa
ST, NNPNN MWD

TIY : MYIN INNI DD NMDYN VIV
NIYN/NINDN XMWY MYIN/NAN

19901 DNV, NMMDYN NN VIVPI/MYIN
.TA-621001-23

999 PN -N9DD PYNn .2

mosvsn nvwpa 2.1

N2INDI ,MYIN INNRI NOMD NN NYNRIN 2DWN
1120 TNYA XI0N TN , WWW.israc.gov.il

NWPI2 179 < NONDNN TYNIN < NI TNy
(OECD-GLP) 9pnn »pnn < 1151 /7 N9non9

NN D919 ,DOWNNN DIDILN NN NoNY v
: DYOI9N
YO OTPN NPYTAN MDY YDINN VIV
MI»NNN THON 12) NN PHNN Ypan 0Dy
1) DXONONN NN .IPNND JPNN NYIN DYV
OIND IN ANNNND TINIVPON NN MOYD
MYIN NN VNN WP YN .MV D))
VP MY NNN
AP PO samon nvap 2.2

253°n3)
MY INOMN LIN 101 IPNNN PNN NN
9901 D9V DXVNNNN DIINDNN NN
.MYIN INN2 0ONONN,T1-200000-01

YMNON 9D WYIAPNN D INTN MYINY INND
MYIN 7201 9 DY DWIDN AIPNNN 1PN
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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 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

PN UNID 1YY DONnonn L,1-200000 99010
WPDN DY WP NX PN YN .DPNY TIDDD
NON PTANIIN,PTIN DTPA TNNA T A9PNHN
MINNN NDWY 9D MDD NN ONNNI)
(vnnv

DMIPNNI MYITN NYNPLN NN PTIN THYNI
MMIND YPIAN DN DIMINNNN TAN D52 1YY
.50

(Pre-inspection ) p1ano1p 2.3

129N NPV D YN PO PTIND DT
NOD PTAND DM NI OND IPNNN JPpnnd
VT NDY TMIVANR NI PTIN OTP NN
112°201 YNIN MR NIIWN IPTI MY NP2

UPNN NIINN 9P DX TP NIVN2

(Inspection) n9annpran 24

TYVN MYIN YPTIAT DY YN NIDNN PTIN
99092 ,WiP1anN NI9NN 9PN NON PN

95 .PNNN JPNN DY DINNN 190D DITIVN
,DOPPTN MYOIT DI R¥NDNY NNNND ON
PTINY JUNNI .PTIN MTI DM TVINN
NN MYIN YPTIAY IPNNN JPNN NN YN
NNOYN DY .NNPNN MWD MY NNANN
,DIYAN DY ININT MYV NNPNNN MDD
.91 Y2AP> IPNNN JPNNY MP DIDN DNN
DONAN NN .TPMVY — 1T NN NN NTIVN
.MYIN HY LYIVINN INNA
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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.

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:
Hearing, on ISRAC website).

19901 Y NPNNN 2.5

NNN NMNAY IWINRD IPNN JPNND NN
THONA VNN ,YTNN NIINN PTANI OPMYD
.1-200000 1901

2.6
NN 2NN WPIAS 519> ApNHN JPNN NOMN

WV T NI0ND T NP 902 MDY 9N
DMV VLN NIANINY NYPA IPNRN JPHN

997N 920 NaANN

VWIN INNa 0DNonn T1-200000-13 19010
JPIN DY Yap>» N79NN NANINY PTIANS TN
INND YIPD DDNDRIY KD PNnn

.OECD GLP -0 mw» 1Y niyn 0Mnnd

ymy - 2.7

DY NNYIDN NIRY IPNNM PN NOMIN
NNDOWD YR WHNY ORYY MYIN nobnn
OV VIOV NTYNIA PN IPNNN PN NYpa
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9900 NN DRI IPNNN IPNNY NSYN DTN
.(MWYIN 1NN 0OMINN VIV ,2-651002
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