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1.0 INTRODUCTION

A CAB, requesting an accreditation or re-accreditation
assessment by ISRAC, applies to ISRAC and presents
itself. The presentation is performed through the

“Presenting the organization” document (1-611003)

which appears on ISRAC’s web site www.israc.gov.il.

The presentation document is an official statement of
the Conformity Assessment Body (CAB) and under its
responsibility. The presentation document forms the
basis for the accreditation that shall be granted to the
CAB. During the accreditation and surveillance
processes the CAB submits uncontrolled documents to
ISRAC. This procedure defines the methods for
processing these documents.

The information submitted in the presentation
document is used by ISRAC to evaluate the aptitude
of the CAB towards accreditation. In addition, it is
used for calculating the cost of assessment and

planning the assessment.

2.0 PURPOSE

The purpose of this procedure is to instruct the heads
of divisions and ISRAC staff on assessing the
presentation document, the quality manual, the
checkilist, the statement of impartiality (henceforth
referred to as "the documents™).and the technical
procedures of the CAB. The review of the presentation
document is an important stage in the accreditation
process since at this stage the CAB supplies official

and comprehensive information on its activities and
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how it monitors its own activities in order to ensure

the quality of its results.

3.0 SCOPE

This procedure deals with the following subjects:

3.1 Receiving and handling the documents,

3.2 Checking the CAB’s presentation documents.

3.3 Review of the quality manual together with
the checklist.

3.4 Formulating a decision whether to perform a
pre- assessment, assessment or re-assessment and
calculating the cost.

3.5 Technical and financial agreement between
ISRAC and the CAB.

3.6  Filing and transfer of the relevant CAB's
documents, which have been received at ISRAC for
accreditation and surveillance processes, to the

technical assessors.

4.0 REFERENCE DOCUMENTS

4.1 ISO/IEC 17011; Conformity assessment --
General requirements for accreditation bodies

accrediting conformity assessment bodies.

4.2 ISO/IEC 17025; General requirements for
the competence of testing and calibration
laboratories.

4.3 ISO/IEC 17020; Conformity assessment -
- Requirements for the operation of various

types of bodies performing inspection.
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4.4 1SO 15189; Medical laboratories --
Requirements for quality and competence.

4.5 ISO/IEC 17043; Conformity assessment -
General requirements for proficiency testing.

4.6 Procedure number 1-611002: Regarding
ISRAC and the accreditation process, guidelines and
requirements.

4.7 Document number 1-000020: Customer Service
Treaty.

4.8 Procedure number 1-611003: Presenting the
organization document.

4.9  Procedure number 1-611005: Checklist

for ISO/IEC 17025 document.

4.10 Procedure number 1-611014: Checklist for
medical laboratories.

4.11 Procedure numbers 1-000021: Check List for
ISO/IEC 17043.

4.12 Procedure number 2-421003: Confidentiality.
4.13 Procedure number 2-623001: Planning and
performing an assessment.

4.14 Procedure number A-621001: Financial
arrangements for the process of accreditation and
recognition document.

4.15 Procedure number 1-000023: Definitions used
in ISRAC's documents.

4.16 ISO/IEC 17034: General requirements for the
competence of reference material producers.

4.17 Procedure number 1-000024: Checklist for 1ISO
17034.
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4.18 Procedure number 1-000014: Prerequisites for
Accreditation / Re-Accreditation / Extension /

Surveillance.

5.0 DEFINITIONS

For relevant definitions see procedure number 1-
000023.

6.0 RESPONSIBILITY

6.1 In case of a new accreditation, the Presenting
the Organization Document, Firm Registry Approval
and Accreditation Request will be reviewed by
ISRAC’s Accreditation Deputy General Manager
and Finance Deputy General Manager & Legal
Advisor. The Accreditation Deputy General Manager
shall estimate the accreditation fee based upon the
submitted request. After the CAB’s approval for the
pricing, it shall be allocated to the relevant Division.
6.2 The head of division to whom the CAB is
affiliated is responsible for performing this
procedure. It is also his/her responsibility to follow
the arrival of documents from the CAB, their filing,
distribution and their maintenance.

6.3 Itis the responsibility of the Finance Deputy
Manager and Legal Advisor to ensure that all the
administrative activities of receiving and signing the
agreements and the financial procedures are
performed appropriately according to the assessment
file checklist, form T2-623001-09.

MW7 : 1-000014 7900 5N 4.18
YTNN NONON-NONOND NPHRTPN
.19N0N NANIM

mynn 5.0

.1-000023 51 NN NYVLIMNDT MITHIND

manx 6.0

VTN NONON YW NIpna 6.1
DY NN JDIND NIND THON

MY PO NONDNN NYP MH2NND
TVAVYNN NIV NINDNN D’OIND
T NONONN DN . MYIN DY
NVPAN Y9 YY NONONN NN NN

MY NNNNN NN INRD .AYNNY
SOIMNDIN PIRD PIIND T JDIND

OMIND TIVN POX PRI VNY - 6.2
12 192 .17 DN MINIAD OXRINN

NY2P INN IPYY INPINNI

DNNN ,OPYN ) )IND DY DIINONN
.DNPRNM

D05 Y790 NPINNa - 6.3
D5 VN RTND VAVNN NSV
MDD NPNOMNND NMDOYIN
DXXYNM DIDN NYINN ,NYAPA
MPNN NNV DNNNA DMOINN
.T2-623001-09 090 ,pT1an pond

DYPMYN INY 95 .QA-1 MNIVYN NPNRN PMY ISRAC 2wNND Y DINNNIN NIN DN NT THDN HYW DTN DM IWVINDD DPIIVD
2023 LOVINA 23-2 DATIN . T2A92IDATIN 12 DY GPINA DN DAIPII DN

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 August 23, 2023




\Website: Yes

1IN 19901 SV NPYTY NP SN
Procedure for Reviewing and Dealing with the Laboratory

Documents

12 PO 190n 2-621001

15 73110 8 1901 97

Version number 12

Procedure number 2-621001

Page 8 of 15

7.0 METHOD

7.1 Receiving the Presentation Documents of

the organizations at ISRAC

711

documents to ISRAC before every accreditation /re-

All organizations shall submit the

accreditation according to procedure number 1-
611003.

7.1.2

relevant, there is the possibility to state in the above

For accredited organizations (CAB), as

document, that there have been no changes
unnecessary documents. The CAB may present such
declaration for some of the documents and submit the
updated documents. If change in ownership or Bn
number occurred, the Head of Division is in charge of
verifying their effect by delivering the Organization
Presentation document to the Finance Deputy Manager
and Legal Advisor.

7.1.2.1 The documents shall be given to the
appropriate Head of Division for further review. The
relevant documents from the CAB shall be transmitted
to the Assessment Team, according to Procedure
number 2-623001.

7.1.3 REVIEWING THE ORGANIZATIONS

DOCUMENTS

The initial review of the documents, for an
organization requesting new accreditation, shall be
performed after receiving the Document Review Fee
and according to ISRAC's Customer Service Treaty
(see document number 1-000020.

From this stage an organization form is opened in the

computerized data base by the secretary in charge, and

now 7.0
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as such the organization is given a unique organization
number and the status "organization in unitization"
(see procedure number A-621001).

7.1.3.1 The Head of Division will review the
documents of the organization and summarize his
finding in form number T1-000014-03.

7.1.3.2
CAB shall be requested to submit it.

If information is found to be missing, the

The Head of Division through the Assessment
Manager shall send a payment request (form number
TA-621001-05) and only after the payment of 50% the

process shall continue.

7.1.4 FOR ORGANIZATION REQUESTING
ACCREDITATION FOR THE FIRST TIME

7.1.4.1 Review of the organization's documents.

7.1.4.2 The Head of Division will review the

checklist together with the quality manual. The main
sections of the standard shall be reviewed against the
CAB’s answer. The review is performed in order to
check whether the CAB has referred to each of the

standard sections.

7.1.4.3 The Head of Division should review
whether a significant amount of information is
missing, for example more than 30% of the standard
sections are not referred to. In addition, problems with
the quality of the proposed solutions and in the extent
of response to the requirements shall also be
considered as a significant problem.

7.1.4.3.1 If at this stage the initial review shows

significant issues that have not been addressed by the
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CAB the review should be ceased and the organization
will be advised to complete the documents.

7.1.4.4 Thorough review of the Quality

Manual together with the Checklist

7.1.4.5 A review of the Quality Manual and the
checklist shall be performed after receiving the
organization's consent to the process and to the
assessment fee (form number T2-621001-03) (see
procedure number A-621001.

The Lead Assessor shall perform the review.

The thorough review of the Quality Manual will
commence upon receipt of payment from the
organization.

7.1.5

with the checklist evaluates whether the organization

An extensive review of the quality manual

is in accordance with all the sections of the relevant
standard and the relevant applicable standards and
documents.

7.1.6

manual together with the checklist submitted by the

The Lead Assessor shall check the quality

organization and should ensure that the work
procedures described in the quality manual conform
to the requirements of the standard.

7.1.7

the checklist in order to record his remarks when

The Lead Assessor may use the forms of

reviewing the quality manual and the checklist.
7.1.8

the checklist should be performed according to the

Review of the quality manual together with

Customer Service Treaty (see document number

1-000020) and should take up to one working day.
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7.1.9 TEAM LEADER RECOMMENDATION

7.1.9.1 When the review of the Documents, has
been completed, the Lead Assessor shall summarize
his/her Findings, if any, and submit them to the Head
of Division.

Based on the review the head of the division will make
one of the following decisions:

7.1.9.2 The CAB is ready for an on-site
assessment and therefore one can be planned
without need of a pre-assessment.

7.1.9.3 The CAB is not ready for an assessment
and a pre-assessment is recommended.

7.1.9.4 There is insufficient information from the
CAB to define whether it is ready for an assessment
therefore it is recommended to perform a pre-
assessment.

7.1.9.5 The organization is not ready yet but can
perform corrective actions and submit amendments
to its documents.

7.1.9.6 Atany point in the application or initial
assessment process, if there is evidence of fraudulent
behavior, if the conformity assessment body
intentionally provides false information or if the
CAB conceals information, the accreditation body
shall reject the application or terminate the

assessment process.

7.1.10 ISRAC REPLY TO CAB DOCUMENTS

The Head of Division shall send a summary/letter of
response to the CAB regarding the review of the

documents.
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7.2 The Cost of a New Accreditation or

Re-Accreditation Assessment

7.2.1 The Head of Division/Accreditation Deputy
General Manager shall evaluate the cost of the
accreditation process based according to procedure
number A-621001.

New CABs shall be identified as "in process",

after the payment of 50% of the accreditation

fees.

7.3 Governmental Recognition

If the accreditation is for the recognition of a
governmental office, the head of the division should
ensure that the CAB has checked that the tests
requested for accreditation conform to the
requirements of the law, regulations or rules of the
regulator. The CAB can specify this option in the

Presenting the Organization Document.

7.4 Processing the CAB Documents —
Technical Procedures

7.4.1 During the accreditation process the CAB
submits different documents to ISRAC, such as:
standard operating procedures, validation
documents, databases, uncertainty charts etc. These
are uncontrolled documents and are photocopies of
the CAB's documents or electronic copies. ISRAC
forwards some of these documents to lead and/or
technical assessors in order to prepare for the
assessment. The documents are sent by ISRAC
preferably by electronic mail, secured file sharing
sites and in certain cases by currier mail or hand
delivery by the CAB.
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1.4.2 The Assessment Manager shall announce
the ISRAC's assessors, to destroy all documents after
completion of the relevant activity.

8.0 DOCUMENTATION

8.1 The laboratories documents should be
filed in the CAB file in the CAB documents
section:

Rashut (I:) = 2. Organizations = Relevant
Division - Organization directory -
Documents directory = Assessment year

8.2  Organization numbers are given by the

numerator in the computerized database.

9.0 APPENDICES

9.1 Appendix 1: Flow chart of this procedure.

9.2 Form number T2-621001-03: Approval of

request for accreditation.
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Appendix number 01 :01 99091 NAD)

Flowchart for the Procedure P72 DY NN DIVIN
973 PIIND 291012 919°0)

.12-621001 9991 vayv

for Reviewing and Dealing
with the CAB Documents
based on form number T2-
621001.
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