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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 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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e The testing facility’s quality system 235 MY JNIND DY MONN NN .

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.
VMDY NIVNA YINN DI 1DDNY KD MYIN T2
ISRAC’s employees shall do their best to PpAM MY MYNIT AN PN
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ensure that its requirements and the

international standards are well understood.
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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 PN9¥MA
ISRAC General Manager MTAYN NINDNY NIPINID MYIN 9793

DYR DPMYN INY 53 .QA-1 MmN NPHRn Py ISRAC awnn Yy ©r¥NIN NOX DN 1Y THON YW DY NN DIVINDD DPMIYD
2018 711 28-1 DATIN . T2921 YDHTIN 12 DY GPINA DM 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 28, 2018



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

Website: YES

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

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

09 :no7 190N 1-611051 : 2900 51 19 Tnn 7 29010 97
Version number: 09 | Procedure number 1-611051 Page 7 of 19
D23y 190
G = e e s Nan .1
§ mmm 19pNn ypHna NN SN 1.1
§ e 199NN )pINY 1990 NYaPa 4ONN TIYN I 1.2
10 =-mmmmmmmmsme e 19INDI* AN MNADY INDVY 1PNN JPHNI NIINN NYHON 183 1.3
B e IIYTAYN NINDNY MMINDN MYHD YN 1.4
1] memmmmm e e 7312 29NNHNDY MY HY MMINTAN MPP¥an 1.5
13 mommem e e e s TYMMNINDY MYIN YPPan 0h NN 1.6
14 mmm o e e e e e e s essssssssesee- 1Y MMM 0N I 1.7
14 mmmm o mm  mmmmmmmmmmmm— MY HY 19910 9NN 1.8
15 memmmm e e e e s -1 9PNHN JPNNN MY>HTH 1.9
15 = 19985 1nsYNRN 1.10
B e e e e e et 79900 ALY WNY ©roa 1.11
17 e e e e e e Y993 NNN -NY9DN PN .2
1 e e e moosn nwpa 2.l
17 mommmme o e DNIN) IPNHNN JPIN ¥21909 NYap 2.2
18 mmmm e e e e sesseseee (Pre-inspection ) p7an 049 2.3
18 oo (Inspection ) n49ann p1an 2.4
19 e e e sesesese e 19900 YV NP 2.5
19 oo e e 19900 9p>H NanNIN 2.6
19 = om e e v 2.7

DYR DPMYN INY 53 .QA-1 MmN NPHRn Py ISRAC awnn Yy ©r¥NIN NOX DN 1Y THON YW DY NN DIVINDD DPMIYD

2018 P2 28-1 DTN . T292 YD TIN 12 DY 9PN DM OIPIAN

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 28, 2018




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 : 9901 5NN 19 Ty 8 19010 971
Version number: 09 | Procedure number 1-611051 Page 8 of 19
TABLE OF CONTENTS

1.0 INTRODUCT ION---mmmm o oo oo oo oo o e 9
1.1 What does it mean testing facility recognition? -------=-======m=mmmmmmmmoe oo 9
1.2 What is the additional value in accepting a research facility recognition? -----------9
1.3 How testing facility aid the international trade and development? ------------------- 10
1.4 The Israel Laboratory Accreditation Authority: ISRAC 11
1.5 International activities of ISRAC and its implications--------------=======-mmemeuuu- 11
1.6 ISRAC’s Roles and Authority------------------=--mmmmm oo 13
1.7 ISRAC'S ResponSiDilities-----=-mmnmmm oo oo 14
1.8 ISRAC's Accreditation fields 14
1.9 Requirements from recognized testing facility-------------==-==-m oo mmmm e 15
1.10 Our consumer recommeNdatioNS-----=-=-=====-==mmmmm oo 16
1.11 The cost of Recognition -17
2. RECOGNITION PROCESS - GENERAL DESCRIPTION---------=-m-emmm oo 17
2.1 AdmIsSION ReQUEST------mmmmm oo 18
2.2 Receivable and Examination of Testing Facility's Documents------------------------- 18
2.3 Pre-INspection ASSESSMIENt-----mmnmmmm oo oo 19
2.4 ISP 0N == mm e o oo e o e 19
2.5 Recognition MaintenanCe-----=--==-==-mmmmm oo oo oo e 19
2.6 Expanding Recognition TYpPe----=-=-=-=mmmmmmm oo oo oo oo 20
2.7 Hearing 20

DYR DPMYN INY 53 .QA-1 MmN NPHRn Py ISRAC awnn Yy ©r¥NIN NOX DN 1Y THON YW DY NN DIVINDD DPMIYD
2018 711 28-1 DATIN . T2921 YDHTIN 12 DY GPINA DM 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 28, 2018




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) 9901

1-611051 : v901n 5N

19 Tn 9 29010 971

Version number: 09

Procedure number 1-611051

Page 9 of 19

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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Organization for Economic Cooperation and

(OECD- GLP) Development- Good Laboratory

Practice
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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.

77512 DOON DY O) ,NND ,NINNN IRIY
JPRYPNRN NDNPN Oy GLP Xwna n 11N

nonon 1.5.2

.1-611002 1991 511 NN
MIIINDIIAN NIND NI NIAN NN MYIN
ILAC my71ayn nonon
International Laboratory Accreditation )
INY D953 NINN RN T 9N .(Cooperation
1PN DNNNA DA 1NN DMI)NN ©IINN
:NYITAYND NINON 29NY IDINIIIAN
ISO/IEC 17011: Conformity assessment -
General requirements for accreditation bodies
accrediting conformity assessment bodies.
INIYPNRN QNN DY NYIWI MY DIDN MYID
ILAC oy (EU) European Union 1NN
Mutual 1770 N99N 020N YY DN NMINN)
,0201N M2 .(Recognition Agreement-MRA)
YT DY 101 IPNN PNNA NYYNY NPT O
MPTNHN 932 MPIAN MINIX T DY 191N MVYIN
.D20NN DYy MMNNN
: TPTTNN NN 2DO0N2 MYIN MIANNN

DNINYD 7272 YN NADNN 1521
.N9N0N MOIYN HY DMV

NYOONN NTIAY NYIYY MANNVN 1522
Y ILAC 1713012 M99 My mHoon
.EA

NMIDINA NPV NMOSNNYN 1.5.2.3
SPNTAYN P2 NNHNYH ANNVAY NPNINDIA
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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.

1524
TNSO MOdNNN EA - ILAC S 0nminn

MNP NTIAYA NDOYI MANNYN

DYMINNA DYDY MP>TAY MNVYPN NPYIL T
.0MVYN OMIDVN

1.5.25
9NN DIDNY GIVXND D> THIVINN NINON

297 °1X°1 NOIYNI MONHYN

JOTTIN

1.5.2.6
.DOONN YY DMNNN

1527
NP DNYY DYNYRIN NTNPN MIAN DY

D9 MWIN] NOIYNI MONNHYN

DYNIVNN NMTOINL PHX NI

NTTRN TYN DY PO MDPY NIVIY
MONOMN MTIYNI

10NN MmN Mpanonnn 1.6

16.1
7791 V25 X PONY DRNNY NIONN MYIITA

DYTY IPNN NPNN ¥ NTNY

PPN PN SV

1.6.2
1NN DAY MP>TAN INO) DIDINNN

NN ,N99950 W NIYWINA MIAPY

M TAYNIY NONON

1.6.3
PNN MPNNIA NN NPYTA YYD,

MTIAYNN NONOND NMIVIIT PTHINY

.OECD-GLP - 1 MNPy *9-5y Doy

16.4
SY N9NDN HVAY IN THONDY DNNNAY NINOND

MYOITI MITOY MTAYHN 2D NTNY

MTaVNn

593 N TN SY NYTYYAN NNPN wovwy 1.6.5
179N NNON NMIVIA PTTN NIONY NYPN
.DMNINDA DNNIN DY IN MINN NMIPTN DY
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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 ISRAC Accreditation fields

Testing facility recognition is possible to any pre-
clinical testing type.
Activity according to GLP principles is demanded

according to the world accepted recognition areas:

7991 N9NONY NONIN MDY oy 1.6.6
.1720M DIDIY,NOTTN 1N MTAYNIA

MY MMANNN N NN 1.7

PNV PPTIA,1POMIN DY MYIN YTIY NN DD
oY YTINN NPTIO NPHYY  0O0N DY DIMINN
Y9930 MYIN NNX 2NN GONI .MYIN MMPD
SV ANNND MYION :DWON OINMINI NNMNN
MINK .MDPYI NPDVPMIN DY TN
TADN NN MIPYN NINNI NNDND MYIN
INND NIRYNDIY MPYN NN .(1-000020 19010

www.israc.gov.il) mywan Hv VITVINN

myan by nannmnn 1.8

S N YOO MV N2 APNNN 1PN NN
JOYOP 0TP NPYTA

NN 290 NA»NNN GLP 1555 29 Dy md»yo
: DDA DYDIPNN NIONN

List of Material Tested -D>p72) ©MIN

Areas of Expertise - mnnnn 0NN

a) Industrial Chemicals

b) Pharmaceuticals

c) Veterinary Medical Products
d) Pesticides

e) Food Additives

f) Feed Additives

g) Cosmetics

h) Biocides

i) Other Products

j) Medical Devices

Physical-chemical testing
Toxicity studies
Mutagenicity studies

M owbd e

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
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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 DIIDIM (OMIPIVIPN) MYIITN
DY DYDDIN MYIN NN DXVHYNIN IPNN
.OECD- GLP — N v nnmIN9»2n M2d0pI» T
oV TN OPNYD NYTIND. MR  MYIT
PO0ON MWITI NNOVN NINNN DIININD
MYIN PN PN JPNnNa NIoNa ,NUYnd
99 DONTIN

ONXPHRN MPYON Apnnnnpnn 1.9.1
MPPTIN NN YNID DIDINNND MOIWNMN
.91 PPN MMVWIN

19.2
WD NTNINND ,0ECD-GLP 1 MWOITO My

PPN PN Y MINN NIV

NN MNONIN MYIITN .INIDNI NPV
V0 nyn OTYNN WWW.OECD.ORG

MSYNR MYTS My Ipnn pnn - 1.9.3
MNDNONY 295 ,MTAYN NONONY MYIN Hv
900N 95 .NYY NYN NHITYNN MYIN INKI
APNNN MIPNN NX DXPNN MYIN NPT

N NON N9 NPN IPNN JPNNa N1OIN
SY 199NN NTIYNI VNN PIVIY MINNY
PPN PN

9901 THONY ORNNA NP NIINN MDY
NTHR/MYIN NN DON9NN ,1-200000
DD

19985 wngonn 110

DTP DMIPNN HY DNIIND NYNN MYIN
DMIDMNN IPNNN PN 0N 72D O»PHP
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recognized and what are their areas of expertise. DX PTHID MWD DINN DM DINN 1D
Their scope defines their testing types or their M) DNY NPXIDN MM IN MP>TAN MO

specific competence of recognized areas. One can | M) DN DMINNN X NIXNDD 1) .NIINN

find their recognition areas on ISRAC website JY OMOPND INNI IPNND IPINT NIINN

under recognized testing facility list. IPND IPND NPPWIIWWW.israc.gov.il mean

Nuiak))al

What is the added value of a recognized testing

?
facility? 19910 IPNN JPNNY G0N TIVN N

1.10.1 Recognized testing facility may mention its
NN I9IND NV DM pnnpnn 1.10.1

DOYXNN NP>TAN MNYITI) 1IN0 NN

recognition in documents and testing reports that

are related to its recognized area (one should be
NMYVLNN MMIYIND Y1) NIINN NN D DINND

careful of misleading its customers). -
. f

1.10.2 Recognition is performed following
09959 5y vy nonn 1.10.2

2 MNHIAND MPTNHN YT DY DIINNN DININDIA

international rules that are acknowledged by all

OECD's members across the world.

. . 2210 ©2IYN 19 5y MW WX OECD —
1.10.3 Quiality system is used as a useful tool for

the recognized testing facility, to monitor its *D MO o5 I MPRA N>wn 1.10.3
activities and derive from them conclusions to DN P29 PRI NN IO IPND 1NN

. . B NUBY ’
achieve constant Improvement. THND NPV PN 17001 O ﬁPb

1.10.4. The testing report produced by the body

recognized by ISRAC, is recognized by OECD 12WN MO OY ISPV AP Tan NIt 1,104
999 MTAYN NINDNY TPRINN MWD > Yy

M»T1)Y OECD — 2 MMANNH MPTNN T HY
D9YPRN TINNN

members and EU countries.

1.10.5 The operation of the recognized testing
99 5y Apnnn Jpan Hpon 1.10.5

210 NTIAY YONN DY GLP — Y NI5NN
D) NIy 5N

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 MOPM MVYNIN DY I wxa 1.10.6
189 YN NPINN I, NINN NTHY NI

TPY YOI, PPN MINPH MYPYn TONN
W

as well as unnecessary investments, acquisitions

and other equipment.

1.11 The cost of Recognition 9907 MMYY IWwnNY oroa 1.11
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ISRAC is a statuary nonprofit corporation. 7739103 59N YNVIVLD TIRN N MYIN
Therefore, ISRAC charges the testing facilities, all | 121 MYIN ;737 MR (MM MIVH K7 TOW)
the costs related to the recognition such as: /11512 1217270 NTIYN NMDY IR NITIVNIN
checking documents, procedures, reports, NPODN MYINY MPYN MWD 55 5010

2D NN MY MNYPH IPNNN 1pPNng
NN APYN L, NIMT DN ,DIN0N NpdTa
Y, INPNN MW

TINY : MYIN INNI DDNN NMYYN VYD

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:

NDIYN/NINON XYY MYIN/NIN
TA-621001-23.

19901 DNV, NMMOYN NWN VIVI/MYIN
TA-621001-23.

2. RECOGNITION PROCESS — 903 MON ~APN PIn 2

GENERAL DESCRIPTION

2.1 Admission request mosvsn nwpa 2.1

Enter ISRAC website to apply on the homepage NIND2,MYIN INND DD NN NPIYNRIN 2OVN

toolbar: : 7PN TINY2 930N TINN  Www.israc.gov.il
ISRAC homepage > Accreditation process > NYPA2 MM < NONODNN TONN < AN Ty
accreditation/recognition application request > .(OECD-GLP) 9pnn »pnn < 0190 7 N2nonY
Testing Facilities (OECD-GLP).

Fill out the forms listed, including the details: NN DY9ON ,DOWNNN DXDIVN NN NKINY W
Details of the Pre-clinical activities the testing : D090
facility seeks recognition, the documents can be PSP DTPN NPYTIN MW IDINN VIV
sent electronically for through post. Contact MA»NNN THON 121 NIIN FPNHN WP DYy

1N DYINONN NN .IPNNN JPNN NOMIN DYLN
19IND IN INNDND TNIVPON NN MOV
MYIN NN VNN WP YN .MV D))

personal as detailed on the web under contacts.

VP NN NNN
2.2 Receivable and examination of Testing PN PN oo nvap 2.2
facility's documents 0NNy

As the research facility is ready, its management MYID INDMN YHN 101 IPNNN 1PN NN
shall present ISRAC, with the documents 9901 U9V DXVNNNN DIINDNN NN
.MYIN INN2 0ON9NN,T1-200000-01
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mentioned in form T1-200000-01, 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 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

NDN YO YIAPNN YD IRTH MYINY INND
MYIN TA0N 9 DY DWVWATIN PPN JPNn
PN YN 1YY ©ONnoNn ,1-200000 99010
PN DY WP MY PR WUXT .NPNAY TIDDD
NID PTANIIN,PTIN DTPA TN T APNHN
AMINNNI NDWYW 9D MIDMIN NNIYD DNNNI)
(vnnv

DMIPNNI MYITN NYNPLVN NN PTIN THYNI
MMIND YPAN DN DIMINNNN TAN D52 1YY
.5

(Pre-inspection ) p1ano1p 2.3

199910 NPV D YN PO PTIND DTP
NOD PTAND DM NI OND IPNNN Jpnnd
T NDY MIVAR NI PTIN DTP NINA
12°2070 YNINY MIINN NN IPTI» N3 NPaa

V120N NIDNN G DX TPNY NILVNI

(Inspection) n99nn pran 2.4

TVN .MYINOPPTIA T DY ¥XI NIONN PTIAN
99092 ,WiP120N NI9NN 9PN NON PN

25 .9PNNN JPNN DY DINNND 190N DTN
,DOVPPTN NMYT DI RNNNY NNPNNN ON
PTINY YNNI .PTIN MTI I0DM TVINN
NN MYIN PP IPNNRN PN NONIN PIYN
NNOYN DY .NNPNN MWD MY NNANN
,MIVAN DY NINSY MYAYY NNRPNND MDD
.91 YR APNNN PNNY NP9 DOON DNN
DOMON NN .TPTIVY — 1T NN 1IN NTIVN
.MYIN HY LYIVINN INNA
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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.

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).

AN Sy Apnn 25

NN NMINAY IWINRD IPNN 1PN NN
TR0N2 VNN ,YTNN NIDNN PTINI DPIYD
.1-200000 79010

2.6
NN 2NINY Ypad 91D apnnn 1pnn nomn

WV T NIVNY 10T NP D92 MDY 9N
DMV VLNV NIANINY NYPA PN PN

997N 920 NaANN

.MYIN NN 0ONONN T1-200000-13 19010
PN DY Yap» NI9NN NIANIND PTINY TN
PO DONONNIY  INNRD PPN
.OECD GLP -n

INNDN
MYITY NIYN DINND

ymy - 2.7

DY NNYIDN NIRY IPNNM PN NOMIN
NDOUD NYPA WHNY IRYY MYIN nobNn
SV VNV NTYNI NN IPNNN TPNN NYpa
NVONN .APNNN JPNN PPN MNDNI MYIN

9900 NN NN IPNNN IPNNY NSYN DTN
.(MWYIN 9N 0OMNN VIV ,2-651002
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