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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”.

There is an international consent that the
processing of samples from clinical trials must
be performed according to pre-set principals.
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.

The GCLP recognition system is national. The

recognized test facility is responsible to make

sure that the studies are recognized worldwide.

Recognition is open to all testing facilities
performing studies per 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 GCLP 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
GCLP 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
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.
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ISRAC’s employees shall do their best to
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State of Israel will be able to conform and
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provide their clients services on an
international level.
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information can be found on ISRAC’s website: . WWW.israc.gov.il v37vV»Na MYIN NN

WWW.israc.gov.il.
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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 researches per GCLP Principals
as describe in document
EMAV/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 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?

The processing of clinical trial samples on GCLP
provides an impartial third-party testimony that the
clinical trial samples are processed per
international principals. 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
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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 worldwide have at least one
organization that is responsible for the recognition
of testing facilities that acts according to the GCLP
principles. Most of the recognition bodies have
adopted those principals as a basis to formal
recognition of testing facilities which act
according to GCLP rules.

Adopting 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.

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
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.GCLP - 11555195y 0¥omon apnnn
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YN APNNN IPNN MDY NOIWND YA
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Israel Laboratory Accreditation
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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 GCLP
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 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 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
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the international standard regarding accreditation 1PNY DOXNNA 9I1Y9Y 1NN D100 DI2NN
bodies: ISO/IEC 17011 — Conformity assessment :TAVND NINON Y9N0 dNINDPIN
— General requirements for accreditation bodies ISO/IEC 17011: (123X NonN DWN).
accrediting conformity assessment bodies. INOVPND NN DY NIW NNV DION MY
ILAC o (EU) European Union  »MND
ISRAC has signed a Mutual Recognition Mutual 1770 7750 D3N 5y DIPN NMINN
Arrangement under ILAC and EA (European ,00011N N2 .(Recognition Agreement-MRA)
Accreditation) establishing that the accreditation | >T> ¥ 1312 IpNN PN NWYNY NP>T2 9
bodies of all countries that are part of the MNTHN 532 MPX9N NVIN 7T 5Y 1IN MYIN
arrangement shall recognize the test results -DIDNN 7Y MMNNN

produced by any lab accredited by ISRAC. s IDTINN AI2NN YRIDNA MYIN MIND

ISRAC obligation in mutual recognition

agreements:

1521 Exchanging information in regards to DM’ 9272 YN NASNN 1521
development and actions on accreditation systems 19000 MIIWN HY DMV
1.5.2.2. Active participation in General NYOONN NTIAYA NDOYI MONNYN 1.5.2.2
Assemblies and ILAC & EA committees. .EA Y ILAC n701n2 mo¢on mTynm nmooon
1.5.2.3. Participation in international programs NN NIPYI MONNYN 1.5.2.3
for inter laboratories qualifications comparisons. JPNTIAYN P NVODPH DRNYND NPHINDII
1.5.1.4. Participation in experts' teams' work of MNP NTIAYI NDOY MANNYN 1524

EA & ILAC that are gathering for debates related TNY5 MOdNHNN EA - ILAC Sv ©onmmnn

to measurements and calibrations in various DMINN DY MP>TAD MNP NYYAL )T
technical fields. .DMVYN DMDLVN
1.5.2.5. Participations in accreditations bodies' Y97 MINA NIIYNI MANNYN 1525
performance are candidate to join mutual 71791010 DIVNY IVNNY DITRYIND NN
accreditation agreement. JOTIIN
1.5.1.6. Participation in evaluation of signed DY9NN MIN NN MONNWN 1526
bodies' performance on agreement. .D2DNN DY OMNNN

1.5.1.7. Building trust in Metrologic institutions D»N9MLHN TITOMA POX NP 15.2.7

of primary standards that relate to calibrations NMVYP DNYY DPNURIN DTN AN YW
consistency chain of measurement equipment of DTN TP SY HPON MBPY NIWIVY
accredit laboratories. MDNOINN MTIYNI
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1.6 ISRAC’s Roles and Authority MM MY Ppanann 1.6

. . . . ’ ) ] 6.
1.6.1 To verify that the testing facilities are in ©1ow AP PR D X 1.6.1
7791 VY IN ONY ORNN NIONN MYITA

accordance with the recognition requirements and
PPN PN Y

to recognize or annuls recognition, accordingly.
NN ,N939510 W NwNa apy  1.6.2

ANPN DDV MPITAN NI DIINNN
TAYNY NHNON

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

accreditation.
MTAYNN NONONY MYNITPHNY  1.6.3

9PNN MNPNNIA NN NPYTAI YYD TN
.GCLP - N MNPy 29-5y DoaN

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

1.6.4 To ensure that accredited bodies fulfill the MYITIMTOY MIWHN I NS 1.6.4

. I . SV N9NON DVIAY N TNONY ORNN NINOND
requirements of accreditation and accordingly

continue or withdraw their accreditation. Sl
1.6.5 To serve as the sole designated 952 NN SV N TYOAN NN wnvd 1.6.5
representative of the state in all its areas of 179N NNON NMIVIA TPTTN NIONY NYPN
responsibility, including mutual recognition with -DMMINDIA DIMNIN DY N TMINN M OV
accreditation authorities of other countries or

international organizations.

1.6.6 To initiate activities in the field of 179 N910NY NN MYYs oY 1.6.6
accreditation: training, publicity and promotion -1720M DIDIY ,NIITN IV MTIYNI
activities.

1.7 ISRAC's Responsibilities Iy manmmonnn 1.7
ISRAC’s entire staff, including its managers, PIYP PPTIA,1ININ 2Y MYIN YT INN 5

assessors and consultants, signs a confidentiality | ?¥ YN MPTIO NPHYS  DOON OY DOINN

agreement to secure information received from MY MNP2

costumers.
DOXMINI NHNMINM OHDID MYIN NNX NN GONI

, DOy TN DY aNnn MmN 00N

In addition, the staff agrees to strict rules of

conduct including: objectivity, transparency and

- . . - . mMmyin  mMaNHD  MPYPYY  NPDVPMIIN
avoiding conflict of interest. All this is published ' ‘

. . 1- 9901 700N NNXI) MIPYN NN NNONN
in ISRAC’s, service charter, procedure number T XY '

VIIVINN INNI NNNNDI) MPYWH NINN (000020

www.israc.gov.il) mwan bv
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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 type

of processing of clinical trial samples.

Activity per GCLP principles is demanded in the

areas, accepted worldwide:

mwuan bv Nonnmnn 1.8

SV D D30 MIYN NA IPNNN JPNNA NION
DPOP NDMNI NNIT HY MDY

, 00NN NNNN GCLP 1955 19 Hy Mmoo
.DDwa ©YPHN

List of Material Tested -0>p72) DIPIN

Areas of Expertise - mnnNN 0NN

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

b) Faeces,

c) Breath,

d) Tissue,

e) Cells

) Hair

1. Analytical and clinical chemistry
testing

2. Other studies

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 GCLP or of FDA or
WHO according to costumers' requirements.
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.

999 YpPn ypnmn mwatn 1.9

PN NIDND BIIIIM (D2INIVIPN) MYITN
2y DYODIN MYIN NXR DIVNWYNN IPNN

SY MLVPYPT IR GCLP — N S¥ Mup»IN
.MpPoN MY1Y oxnna WHO N FDA
SYTVN PNV NYTIND MADN  MYIT
NPO5ON MWIATO NNOYN INNND DININD
MyIn 1N IpNN Jpnna NIoNa ,Nuynd
9 DONTINI

OMNNPNRN MPYON pnnn »pnn 1.9.1
MP>T2N NN Y¥IY DDIRNND MIIWNHM
.90 9PPN2 MMVYIN
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1.9.2 The Quality system of the testing facility MY IPNNN PN SV MONN Ny 1.9.2
gualifies to the GCLP requirements, is well nWPNY,YITIO NN ,GCLP N mwnTH
documented and fully implemented. THONI MNDNI MYITN .INIVNI
Requirements are published in document :EMA/INS/GCP/532137/2010
EMAV/INS/GCP/532137/2010, Reflection Paper (9NN INA)

for Laboratories that perform the Analysis or

Evaluation of Clinical Trial Samples.

1.9.3 Testing facility should meet MOYYN M1 Ny 9pmpnn 1.9.3
complementary requirements as published MNONANY 3D, NMTIYN NINDN? MYIN DV
on ISRAC website from time to time. All 2000 D2 .NY7 NYHD MDTYNN MYIN INK
ISRAC policy documents are mandatory. APNHRN PN IR BXIPNHD MYIN NPYTH

The recognition of the testing facility is not

. . . . b M
comprehensive but is given to specific areas of M XN A PR PN PNNT 1IN

) . . . 5¥ 19NN NHYNA VNN PIDY VINNT
activity, as defined on the recognition certificate 2NN IMYNT HMIANI I3 >N

: - APNNRN PN
of the testing facility. PN i

Recognition and supervision activities are
9 P 9901 THOND DRNNA MPIAM NIINN NPV

according to procedure number: 1-200000, that is YT/MWAn NN DEMeNA ,1-200000

published on ISRAC website/publications section. RN

1.10 Our consumer recommendations s nngonn 110

- D»IOP DMIPNN DY DIINY NNINN MYIN

ISRAC recommends to consumers of clinical

i i ) . DINN HNM) OI2INN IPNNN NPNN DN 172D

researches, to verify which testing facilities are

) ) ) MO DX PTHI MOWIN DINN .OMIYI

recognized and what are their areas of expertise.
I’ ONY NPNIDN MDD X MPrTIN

Their scope defines their testing types or their
1) DNY DYMNNN NN NI 1N .NIONIN

specific competence of recognized areas. One can
P P g DY VITVINN INN PN NPNNY NIINN

find their recognition areas on ISRAC website . .
IPNN MNIPNN NPYIAWWW.israc.gov.il mean

under recognized testing facility list.

Nukpin))a
What is the added value of a recognized testing 1997 PN YPNNY GOIIN TIYN NN
facility?
recognition in documents and testing reports that DOYINN NP>TIN MNITA PINDN NN
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are related to its recognized area (one should be OYONN YN W) NIDNN NN D DINND
careful of misleading its customers). MmMp>
1.10.2 Recognition is performed following DYNINPN D999 599y 7wy 70N 1.10.2
European rules that are acknowledged by the JPDINDAN NM97NPA DIINN

international community.
1.10.3 The quality system is used as a useful tool S NPV D NN MR NN 1.10.3
for the recognized testing facility, to monitor its DN 27971 PIMY NN IO IPHN JPNN
activities and derive from them conclusions to NN NPV PYNI NIVNI ONPI
achieve continual improvement.

1.10.4. The testing report produced by the body 510 O Oy v npyTan T 1.10.4

recognized by ISRAC meets the requirements of TW MTIYD NINOND TIDININ MYIN T DY
GCLP. .GCLP mv»T1a
1.10.5 The operation of the recognized testing %9559 5y PN ypn pon 1.10.5
facility is more efficient such as: a well-planned :1N2 NTAY MONN DY» GCLP — 5 N1ONN
working program. 319 NTYIAY NION
1.10.6 Good production from the beginning and MOLPM MIYNIN DY I vva  1.10.6
reduction of rework, results in saving amendment T8O NYNN NPRNN VINA,NINN NTIAY NN
as well as unnecessary investments, acquisitions TP WII,NPXNI MNP MYPYN TOINN
and other equipment. ST
1.11 The cost of Recognition n990N7 MYy Wwny vroa 111
ISRAC is a statuary nonprofit corporation. 979515 S¥9N MNVIVVLD THXRN N MYIN
Therefore, ISRAC charges the testing facilities, all | N2y MWD , 795 X (NN MIVH RYY TOMN)
the costs related to the recognition such as: ,MI5N2 NN NTIAYN NMDY IR MTIYNIN
checking documents, procedures, reports, NPOON MYINY MPYN NMDYS 55 5510
corrective action monitoring and more. 1D NION7 MY MNYPN IPNNN 1PNND

Details of the costs is published on ISRAC website | DX 2PYR,MMT 5N ,©DNVR NP>T2
SV, TNPNN MY

TIY : NMVYIN INXI DDNN MMOYN VIV

Home page and accreditation services / price list
PA / details of the costs, document number:

TA-621001-23. NDIYN/NINON XYY MYIN/N1IN

19901 DNV, NMMOYN NIWN VIVPI/MYIN
TA-621001-23.
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2. RECOGNITION PROCESS -
GENERAL DESCRIPTION

2.1 Admission request

Enter ISRAC website to apply on page:
accreditation / certification process / request for
accreditation / recognition page. Select the option
recognition to GCLP.

Fill out the forms listed, including the details:
Details of the 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 T1-611052-01, published on the
ISRAC web/ Accreditation kit download /
recognition / GCLP / admission request.

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
inspection or full inspection (depending on the
testing facility readiness that derives from
presented material). At the inspection the

implementation of the requirements will be

Page 17 of 19
WYY MNON ~NNN PYn .2
movsn nuwpa 2.1

NINOI,MYIN INRD NN NN NYRIN 2OUN

/N2N0NY NYPA TNYN TN ,Www.israc.gov.il

.N79N /7 N9NONY NYPAL MM / NINDN TYNIN
.GCLP -5 175100 MIYINA 1IN0 v Tinya
NN OYNON ,DWNNN DIDIVN NN NIND v
: DYOI9N
DMOY PPYPN NPITAN MDY MNINN VI
DYLN MIAMNNN TRV 191 NN PPN YPIN
MY 11 DXINONN NN IPNNN JPNN NOMN
,27)7 J9IND IN ANRNND THNIVPYN NN
NN MYIN INNL VNI WP LN .MYID
VP MY
AP P samon nvap 2.2

NN
MY INOMIN WIN 101 IPNNRN PHN NN
9901 D9V DIXVNNNN DIINDNN NN
79NN NIONY M9IVNN NWpPa ,T1-611052-01
MY : MYIN INN2 00NN ,GCLP-H
GCLP/ n157/n21n012 N2y NTNND/NaN
.M9vsN Nvpa/

NN DO WIAPNN D IRTN MYINY INND
mMyIn JH0N 9 Yy DWVWITIN IPNRN 1PN
PN YN 1YY 000N .1 1-200000 19010
WPNN DY WP N PN YN PN TINYD
NI PTAINIIN,PTIN OTPA TNN T 9pNND
IINNN NOWY 290 NN NNIY DNNNI)

(onnv

DYR DPMYN INY 53 .QA-1 Mmwn NPHRn Py ISRAC awnn Yy DirsNIN NON DN N THON YW DY DIWVINDN DPMIYD
2017 920VAD2 27-2 DTN .TA92HDHTIN 12 DY GPIN DM DIPIAN

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 September 27, 2017



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

. GCLP » 5y 029990 99N1n %pHna N9900 THNM MU MNN
Website : YES
ISRAC and its Recognition Process of Research Facilities according to GCLP
01 :nom90n 1-611052 : 9910 5 19 v 18 9901 91
Version number: 01 | Procedure number 1-611052 Page 18 of 19

evaluated by the inspectors regarding every area DPNNA MYITN NYNVN NN PTIN THYNI

requested to be recognized. MIND WP DN DIMINNNN THX DI WY

179N
2.3 Pre-Inspection assessment (Pre-inspection ) pran o1p 2.3
Pre-inspection assessment will be planned and 19990 PNV TO YN PN PTAND DTP
executed so research facility estimation will be NI PTIAND P NN OXRD IPNHN JPNnd

given weather the facility is able to undergo a full | .nY»I7T X9 MAIYOR NN PTIN DTP NINdA
assessment. This is an option and not a 12°20N YNIM MODNN NIIWYN PTI» N NP2
requirement. This visit will include quality system UP12NN NIONN G2 IR TPNI NIVNI
check and environmental conditions in order to

achieve scope focus.

2.4 The Inspection (Inspection) N99nn pran 24
Inspection will be performed by ISRAC's TYUN .MWIN YPTIA T Y Y8 N1ONN PTIN
inspectors. Its duration will be dependent on the 9902 ,VPIann 179NN 902 NON PTIANN
requested recognition scope, the number of 99 .9pNNN PN HY DINRD 190N OXTNYN
employees and the number of sites. Each ,NDOVPPTN MYIT DI R¥NDNY NONNN ON
discrepancy that will be found against the directive | PT207 TWHNN2 P70 MT2 DM TINN
requirements will be documented and written in X MYIN PTIIY IPNNRN TP NN 1IN

the inspection report. Following an inspection, the | T/7¥1 BY .NIPNN MWD MMY¥M NNINN

testing facility management will provide ISRAC's VAN SW AN MW7 IDPRNN MWon

. . . MO0 9P P P 79 DIVN DNN»
inspectors its response and recommendations for | 2" 23> IPNAN PN M nonn

. . . . DOMAN NIINN .MV — 1T NN 1IN NTIVN
mending actions. Following the completion of the

corrective actions, to ISRAC satisfaction, a ANYIN 7Y LIOPNN NN
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 N dY Apnn 25
The recognition process of the testing facility is NNX MINSY IWIND PN PN NINN
performed every two years, as detailed on THDN2 VLNOND ,YTNN NIINN PTANI DONIYD
document number: 1-200000. .1-200000 1991
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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: T1-611052-02, 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 GCLP 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 9PA manan 2.6

NN NIND WPIAD 51D IPNNRN PN NOMN
VM T MIVNAY L 1NT NP D51 MDY 9N
DMV LN NANIND NYPA IPNHNN PN
-9 1751Y Nanan nwpa ,T1-611052-02 195010
PTA0Y TVIN MYIn AnXa oononn ,GCLP
NN ,IPNNN PN DY ¥YaP» NIONN NANIND
INNIN

Myn  0ONMID PO

.GCLP -n

(nhjaYalv)alalV]
MY

v 2.7

DY NIIDN NIRY IPNNN PN NOMIN
MNDOYH YRR WIIND THIRYI NIVIN NVYNN
OV VIOV NTYNA NN IPNNN 1PN NYpa
NVONN APNNT JPNN M1XI MNDNI MYIN

99010 MY NI AIPNNN JPNND NHWN DTN

NN NINNDD 1P NN WY ,2-651002

(0)IVPNI MVYIN
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