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1.0 INTRODUCTION

The Israel Laboratory Accreditation Authority
(ISRAC) is a statutory corporation established under
the law of the Israel Laboratory Accreditation
Authority, 1997 to provide recognition of the ability
and professional competence of laboratories to
perform tests in accordance with standards,
regulations, and other reference specifications.
ISRAC is a nonprofit organization. The Minister
responsible for the implementation of the law is the
Minister of Economy and Industry. ISRAC is a
controlled entity as defined by t law.

ISRAC operates according to ISO / IEC 17011
guidelines which define the operating method of

accreditation bodies.

ISRAC's Mission:
"Promoting quality and professional competence
of calibration/testing bodies in harmony with the

world for the benefit of the state and its citizens™".

2.0 OBJECTIVE

The purpose of this procedure is to clarify how
ISRAC fulfills its mission.

3.0 SCOPE

Not Applicable.
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4.0 APPLICABLE DOCUMENTS

4.1 I1SO/IEC 17011 Guidelines which define the
operating method of accreditation bodies.

4.2  Procedure number 1-6110002: Regarding
ISRAC and the accreditation process- requirements
and guidelines.

4.3  Procedure number 1-611051: ISRAC and its
Recognition Process of Testing Facilities
according to OECD-GLP Principles

4.4 Procedure number 1-611052: ISRAC and its
Recognition Process of Facilities according to
GCLP

4.5 Procedure number 1-000014: Prerequisites for
Accreditation / Re-Accreditation / Extension /
Surveillance

4.6  Procedure number 1-000023: Definitions used
in ISRACs' documents.

4.7 Procedure number A-621001: Financial
Arrangements for the Process of Accreditation and
Recognition.

4.8  Procedure number 2-520001: Choosing,

Training and Certification of Assessors.

5.0 DEFINITIONS

Not applicable.

6.0 RESPONSIBILITY

It is the responsibility of all ISRAC employees and its

representatives, to act according to this procedure.
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7.0 METHOD

7.1 ISRAC's Customers

ISRAC's direct customers are inspecting and /or
testing organizations seeking accreditation/GLP
recognition.

ISRAC considers itself as representing all consumers
(organizations and individuals) that may be directly or
indirectly affected by the quality of the tests under
accreditation /GLP recognition.

The main consumers are government ministries that

are involved in enforcement.

7.2 ISRAC's commitment to its
customers
721 UNCOMPROMISING PROFESSIONALISM

7.2.1.1 Every ISRAC assessor will have an
academic education and the relevant experience.
7.2.1.2  According to ISRAC procedures, every new
assessor must undergo apprenticeship, studying and an
examination before becoming a qualified assessor
(according to procedure number 2-520001)
7.2.1.3 Every ISRAC assessor must undergo regular
professional training and enrichment (see procedure
number 2-520001).

= ISRAC will encourage its assessors to

keep update in their area of expertise.

7.2.1.4 Professional knowledge and experience will
be key components in recruiting, evaluating and
promoting assessors.
7.2.1.5 At various different decision points,

professional judgment shall always prevail.
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7.2.2 MEETING SET DEADLINES

7.2.2.1 Every review of documents that ISRAC

carries out shall be completed within 30 working days.
In cases fees are demanded for its review (according to
procedure number A-621001), the 30 working days are

from payment.

7.2.2.2 An accredited laboratory shall receive at the
beginning of the first quarter of each year (if possible)
an estimation concerning the bi annual fee payment, a
surveillance agreement and a down payment at 50% of
the total accreditation cost (see procedure number A-
621001).
7.2.2.3

assessment in an existing field of activities within two

ISRAC will be prepared to perform the

months from the date of reviewing the official binding
documents. Regarding a new field of activities; if a
suitable assessor is not identified, ISRAC shall follow
procedure number 1-000014.

7.2.2.4 Requests for information and clarification
from the laboratories will be answered within 5 days.
If the issue requires prolonged attention the applicant
will be updated on its progress.

7.2.2.5 Complaints against ISRAC will be handled
and dealt with within 60 days of receipt at ISRAC.
Complaints against CABs, will be handled and dealt
with within 90 days of receipt at ISRAC, within
ISRAC's possibility.

7.2.3 CODE OF CONDUCT

ISRAC employees are committed to behave
respectfully to its customers:

7.2.3.1 Adequate behavior manner
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7.2.3.2 Attentive to customer needs

7.2.3.3 Ensuring a respectable appearance

7.2.3.4  Punctual arrival to meetings

7.2.3.5 Non-Exploitation in any form, both explicit

and implicit, of the "power" found naturally in the

hands of the assessor.

724 ACCESSIBILITY

7.24.1

during all working hours. Inquiries will be responded

ISRAC's secretary phone post is manned

to be addressed to as soon as possible.

7.2.4.2 One can contact ISRAC directly in writing,
by fax, telephone or email. ISRAC will answer
inquiries within 5 days.

7.2.4.3 A meeting with ISRAC's employee will be

attended within 15 working days from the request.

7.2.5 ETHICS AND INTEGRITY

7.251

absolute confidentiality of the information received

ISRAC and all its employees must maintain

from contact with the customer.
7.25.2

the absence of any conflict of interests in its

ISRAC shall act fairly, impartially and in

relationships with its customers.
7.2.5.3

possible, from informal connections with clients and

ISRAC employees must refrain, as much as

their employees in a way that may prevent a totally
objective approach.

7.2.5.4  An assessor will not be sent to perform an
assessment of a laboratory with which he has social,
business, economic or personal ties with its employees

or managers that might affect his judgment.
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7.2.5.5 Before every assessment the assessor shall
declare in writing that there is no conflict of interest,
whether personal or professional, in his participation in
the assessment of the laboratory.

7.2.5.6  Any deviation from the rules of ethics and
confidentiality by an assessor shall be seen with great

severity by ISRAC management.

7.2.6 TRANSPARENCY

7.2.6.1 ISRAC's quality manual is publicly
viewable on ISRAC's website.

7.2.6.2 ISRAC procedures are transparent to the

public and those relating to customers are published on
the ISRAC website.

7.2.6.3 Alist of accredited laboratories and details
of their scope of accreditation are published on the
ISRAC website.

7.2.6.4 ISRAC is obliged to update the website
monthly.

7.2.6.5 ISRAC is obliged to publish the journal
"Reshuton" three times a year.

7.2.6.6 ISRAC's positions and guidelines on various
subjects are published in the "Reshuton™.

7.2.6.7 I1SRAC bases initial scopes of accreditation

and inspection according to accepted practices in the
world. The guidelines for estimating the duration of
assessments are the documents of the international
umbrella organizations ILAC and 1AF.

7.2.6.8 ISRAC's tariffs are approved by the ISRAC
council and are based on tariffs of the Civil Service
Commission and similar institutions in the country.
7.2.6.9 Publication of changes in the accreditation

requirements includes a message in ISRAC’s web-site,
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Rashuton newsletter and a notification to the

accredited laboratories and/or assessors if relevant.

8.0 DOCUMENTATION

Not Applicable.

9.0 APPENDIX

9.1 Appendix number 1: Schedule of Handling
complaints at ISRAC.

9.2 Appendix number 2: New Accreditation process
schedule.

9.3 Appendix number 2: Re-Accreditation process

schedule.
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MY MNINA 2ID20Y DN MY :1 9901 NOD)

Appendix number 1: Schedule of handling complaints at ISRAC
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