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Add possibility to conduct a
remote assessment and a hybrid
assessment where there are
special constraints or when a
remote assessment will achieve
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the same objectives as an on-site
assessment.
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1.0 INTRODUCTION

Accreditation is granted to an organization after
assessing that the latter meets accreditation
requirements. This assessment is based on the review
of the implementation of the procedures of the quality
system, the technical procedures, of ISRAC's guidance
and of other relevant regulations and requirements and
also according to proof of professional and managerial
competence.

In every accreditation cycle the complete quality
management system is reviewed and all technologies
for which the assessed organization is accredited for in
the main site and all related sites (as relevant).
Accreditation is granted for the tests and/or
calibrations, and inspections defined within the scope
of accreditation.

Surveillance assessments ensure that an accredited
organization properly maintains its quality system and
is in the process of constant improvement. ISRAC
surveys the accredited organizations during the period
between the accreditation and “re-accreditation”
assessments.

Another purpose of the surveillance of an accredited
organization is to provide a tool for securing the
customers’ confidence in the competence of the

organization.

2.0 PURPOSE

The Purpose of this procedure is to ensure uniformity
in the activities of department heads and various

personnel involved in the surveillance of accredited

Nan 1.0

NIN YD NN MAPYA YNIND NP NONON
Sy YYI 1T NN .NDNDNN MYIITA TIW
MONN OYN NYNLN DXPT I PTIAN THD

MYIT MYIN NPNIN ,DMOMNNPNN DD
N1 NN 7D 191 DMVINDIN ONPNN
INNND O TONNPN

MDONRM 21N NIIYN NIPODI NINON NNN 552
IPOIN PNINRD TRDI N NPNNIOVN I
(DM»PY H53) DINHDN Y2 YWNIN INNA

DD IN/Y MPITAY NP NINONN
.N21N0NN 9PN DITNND NN ,DMDN0N

TYN DINDINN DI DY MYIN HY MPraN
MOINN NN DY NN NPRNN NOPVINY
TNPY NOINONN NPN MYT DY DIV

P2V NPN IR DY NNPON MWD . THNN
SYUTNN N9NRDN PP TN PAD NONDN PTIN

N, TR0 IR DY MPr9 DY NADN NIVN
MMPON DY NIRD IVIN IMYNNND DD NNND
JNIND NPVINPNI

non 2.0
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DNVYN DX PPINT YIYAY DINNM YUNI
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organizations. The procedure also enables ISRAC to MYIN SV NN YT NN XN HNNN qONI
achieve transparency in its operating methods. 2NN SNPY MNPV 1NN TN
3.0 SCOPE mon 3.0
Surveillance is achieved through monitoring activities NMYN NP MY >T> DY IWIN MPIIN
such as assessments as and various reports submitted DMNIRNY DY DXMPT DPTIN MO51ON
by the organizations to ISRAC. MYIS DOWNIN
This procedure describes: : DONIN DXRYNI POW DNNIN
a. The structure and fundamental timetable for MPTIN OVOINIPY OINT MDY NI N
surveillance assessments; s MPaN
b.  Who performs surveillance assessments (lead MNNPN PTID) ;MPPOOPTINOYNIN A
and technical assessors); (o2
C. Type of surveillance assessments; ;MPY9 P TAN N0 2
d. Activities related to the performance of the MIPOOPTIN VINAT MNYPN NNV T

surveillance assessments.

4.0 APPLICABLE DOCUMENTS 0w 0¥anon 4.0

4.1 ISO/IEC: 17011 Conformity assessment — JPININD THONN OV NI 4.1
General requirements for accreditation bodies'
accrediting conformity assessment bodies (Section
7.11);

4.2 ISO/IEC 17025: General requirements for the JPDNIND THONN DY XD 4.2
competence of testing and calibration laboratories;
4.3 ISO 15189: Medical laboratories -- JPDNNI THONN DY NN 4.3
Requirements for quality and competence;
4.4 ISO/IEC 17020: Conformity assessment -- JPDNINI THONN OV IR 4.4
Requirements for the operation of various types of
bodies performing inspection;

4.5 ISO/IEC 17043: Conformity assessment -- YNNI THONN OV NN 4.5

General requirements for proficiency testing;
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4.6 1SO 17034: General requirements for the TPDNNI THONN DY NN 4.6

competence of reference material producers

4.7 The surveillance agreement of the Israel TPOINON MYIN DY MPXaN DION 4.7

Laboratory Accreditation Authority, see Appendixes. "DPNIDI INT,NINON7

4.8 Procedure number 2-651001: The decision nYap POoNN :2-651001 190N 51 4.8
process regarding the accreditation status of conformity D973 YY NN 281 1272 MOONN
assessment bodies. SMERAE
4.9 Procedure number 2-623001: Planning and VINYDY ON : 2-623001 1901 5NN 4.9
performing the assessment. PTINN
4.10 Procedure number 1-681001: Policy and NP»TO :1-681001 1901 5NN 4.10

NNNYN 7NN NIV VI MWD
0N0M MTIYNI

Evaluation of Comparison Testing Performed by

Accredited Laboratories.
N7y YN :2-000002 1900 5NN 4.11

PRY YY) ONVYNT DY PNPVA

4.11 Procedure number 2-000002: Procedure for
working with regulators and interested parties.

.LDYMYNYN /DM0IVONR
4.12 Procedure number 2-614002: Procedure for the
o L L NONON YN : 2-614002 1900 D 4.12
Accreditation of a Multi-Site Organization.

DINNX 29 DN

4.13 Procedure number A-621001: 0791 : A-621001 1901 5NN 4.13
Financial arrangements for the process of ToNN2 NONENN TONND D’
accreditation and recognition 9NN
4.14 Procedure number 1-000023: Definitions M : 1-000023 9901 YN 4.14
used in the Israel Laboratory Accreditation TPINDT MYIN YD1 MUHWHN

Authority's documents ™MTAYN NONONS

5.0 DEFINITIONS mann 5.0
See relevant definitions in procedure 1-000023. .1-000023 5112 NPVLINGT MATHIN NN

6.0 RESPONSIBILITY MInx 6.0

6.1 Responsibility of the General Manager MYIN 5723 MPINNI 6.1

Responsible for establishing the surveillance policy and | -1 NN NTNDY MPXAN NP TN DX WIPD
ensuring its implementation. Also responsible for D9IPY 05551 73 NYVINT NNPINNI 13 1N
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ensuring that the rules are transparent and implemented

equally to all organizations.

6.2 Accreditation deputy manager

6.2.1
prepared by the division heads, meet the policy’s

To ensures that the surveillance plans,

requirements.
6.2.2
the head of the divisions
6.2.3

organizations, and that the approved surveillance plans

To approve the surveillance plan prepared by

To ensure that surveillance plans exist for all

are implemented accordingly.

6.3 Responsibility of the administrative staff

The administrative staff is responsible for sending to
the organizations the surveillance agreements, to get it
signed up to the due date and to file it sorted by a year.

6.4 Responsibility of Assessment Managers

Assessment managers are responsible for

implementation of the assessment plan.

7.0 THE METHOD

7.1 Overall Surveillance activity

7.1.1
7.1.2

accredited organization's operation: for example:

Surveillance visits at the organization sites;

Study of the reports and declarations of the

e  report on proficiency test (PT) (see
procedure number 1-681001: ISRAC policy
for the performance and evaluation of inter-

laboratory proficiency testing,

925955 MPNY 19IN DMIVPNI DD DI
D590 DNININD

119907 979390 NMPINN 6.2

OV MIDNY MPIAN NPINNY RTND 6.2.1
NPITAD IV NN ,DINND YN >T

TNNY 9D NMIPYON

YN HY MIPION NPIDIN NN TUND 6.2.2
.DYNNN

955 MPYa NN MNPMP 2D RTND 6.2.3
Y ONANPN NV I DY RTNDY DNNIND

I192 MNYPN HIWINY MIPIaN NN

INIVOIINTIN NN NPINN 6.3

IR DOV ,NVIND YININN NN NPINNI
NYYNNY O9IN (DXNODI NN MPr9 DOON HaPd
NI MYIZ INMN PN YAPIY TNNN TY
IV MPY9N MID0N NX PYNDY DINN
0OP721 MYNIN NPINN 6.4

N NN NOXINY NPRINK DPTINN MOTIN
.Oab oYpTaNnn

nowwn 7.0

nov Mpran My 7.1

PIRD IR MPr9PTaN 7.1.1
TN NONON SPTam

MIND DY MINKM OOMMPT RPN 7.1.2
S NDTY IOV 2230

(PT) MINYHN MININ MDY DY MPT e
nPYIN : 1-681001 9901 51N NNA)
NNNPN NN NIIWM VIXIY MYIN
NP>T2a MTIYN
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e  Declaration on minimum numbers of
performed tests.
e  Submitting documents of long-term

corrective actions.

7.1.3

information on subjects concerning the accreditation,

Requirements of ISRAC to receive

according to the surveillance agreement (see appendix):

changes in ownership, changes of management (quality

or professional management) or staff, changes in test

methods, equipment or environmental conditions;

Changes in the CAB must be reported to ISRAC along

with supporting documentation, according to the

schedule detailed in the surveillance agreement signed

by the CAB:

e CAB name — certificate of name changes from the
corporate ministry.

e Ownership — elaborate concerning owners +
impartiality declaration.

e CAB address — elaborate concerning the change
essence (as long as relevant to the testing activities).

e Changes in equipment — validation, calibration etc.

(as relevant).

e Quality system — contact information/quality
manager.

e Key positions in the CAB — Organizational chart.

e List of field laboratories — as relevant.

Reporting to ISRAC can be done via the website link:

http://www.israc.gov.il/?CategorylD=382

If the head of the division finds the changes significant,
he could decide, together with deputy accreditation

manager, to perform an assessment (unannounced or

9900 DYPYH NN XD NINNN e
M1

MIYN NNOYND DIDNON NYIN e
MOIN NNPNN MDY DINNNIND
AN
VYT NOAPO MYIN MY T7.1.3
VIO ,NONDNI DNYPN DNV
MY :(NODI NNRI) MPrAN DIONA
OYVINDN IN 92570 D0 NPY ,MYya
12520 YNIN WX TP, NPT NVLOWIA NPY
Ra =)
NPO,MYIY NNTD DIVITI IR DY
050N VINND DNNPIN MDY ONNNA,PIID
SIND ODINN POY MPIaN

DY OWY NUIR NTIVN —)DINN DY
.M"2ann ovn

+ DYYANOPIDY VYOI —NPYL e
DY TN TN 1272 NINKN

MNNHOY VP —MIND NIND @
MNDWAD SOIMNMDIY D) MNP NPYN
NprT1an

TNSN, PPN Y VIV —TINY e
MWL YOIMYIY Ho5) 19) D12
ANprT1an

YINDOD YN — MONN NOWN e
NN DMIN/AYPN

DMNIN AN — MR NNINOITPAN e

SUIMDIY DO — NTY MITAYN NDOIWYA
: NN NYIPN TIT MV NNTY 1)

http://www.israc.gov.il/?CategorylD=382
NN NINYNY VIINN PNRN YR DTN
IN 19001 97900 NYINIL VYN OMynwvn
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special assessment) document assessment or onsite
assessment.
7.1.4

testing and calibration performance.

Other means of monitoring the laboratory’s

7.2 Surveillance Assessments

On-site surveillance assessments may be performed,
due to a request by the accredited organization, by
ISRAC’s customers, by regulator or stakeholders (see
procedure number 2-000002: Procedure for working
with regulators and interested parties).

or according to ISRAC decision (see procedure number
2-651001)

7.2.1

may lead to continued accreditation, to suspension or to

A surveillance assessment of a organization

the full or partial termination of the accreditation.
7.2.2 Re-accreditation assessment for an
organization is performed by ISRAC about 6 months
before the end of the accreditation valid date and then
repeated every two years. During the period between
accreditation assessments, the organization is included
in the ISRAC surveillance plan. Accreditation is
granted to an organization in condition that it agrees to
participate in the surveillance plan. Prior to receiving

accreditation, the organization signs a “surveillance

agreement” with ISRAC (see appendixes).

NOTE: ISRAC does not provide consultation for
organizations, but provides training related to the
accreditation process and is open to the public.
7.2.3 ISRAC operates its surveillance activities as
required to ensure that the accredited organization

continues to meet the accreditation requirements.

,ONIND IN YNI) PTIN NN DY INYLN NNNN
AD>/9ANN2 NP2 K91 N 7252 DIINONN DV

TNV MIPOYY MINK MY Y5 7.1.4
NN MDYIN

MPan spran 7.2

TOIND NYP 97y ,YNAY Y\ MPPD SPTIAN
9 9y, MYIN MMPY NP9 9y, 70N
N (D27 192) POIY Y93 IN NI NYPa

MnOwa NMay 5my 2-000002 9901 Smn S
DVIVLOR PNY Y OPNVHN DY

NI, MYIN NVSNM Y DY IN,(OPMYPYNY/
.2-651001 1901 5NN

2210 1> IR DY M pTan 7.2.1
IN NONONN MYV ,NINONN TYNRND
IPONIN NN 9IND ,NINDOY

TV )NIND WTNN NONON PTIN 7.2.2

DD 730 VTN -2 MYIN T DY

951 NHIYRIN DY NINDNN 91N

YPTIAN PAV NAIPNA 191N INKY DMV
NVONI IR NN ,WTNND NINDN
N900NN .MYIN Y NMPXan NN

TN NNIDN2 NIMN PIIND MININ

MNIN .NIPYON MNIND TYD PIIND

NN 1IN NINPON MTIVN NPIYN

INT) MYIN DY MP9 D50N HY YIIIND
.(D>NaD)

YW»32 npow myain PN ;Wn
D»0INGT OXPINNID 127772 77 NION D290 IND
955 YN 7NIN9 71 TUN , 1TV NP0
vnT

MIPXAN NIDOYH NN DIYY9N MWIN 7.2.3
nYVAND YT YATMY NY Y51 MOV
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MYITA TINYY PPUNN THDIN NNV
RaRYalvialy

MNDIPDY INNA TN NP PTan 7.3
TN’ MPI

7.3 Special On-Site Surveillance
Assessment and Special Surveillance
Activities

PTAN OTN IDINA MIAPO PRI MYIN 7.3.1

IN/Y TROI PHIIN DY INNL THPND YN MPI

PN MODON MTNPHI MPID NI

7.3.1 ISRAC may decide on an immediate special

un announced on-site surveillance assessment of an

accredited organization, and/or special surveillance DINNAN : D YN YINY YA NINND
activities, including investigation, as the result of 19102 DPTINI INYMIY NI NININ NN
information it receives, such as: grave findings in an ,DINN NN ,MIPI92 YNIND N2 NPNN
assessment during the period the organization is under NYLN YIDY, NNNPN NXNYN NN DYD
surveillance, serious complaints, failure in intra- N2 IWND NINY .INITIY NINONN 29NnDI
laboratory proficiency testing, misleading use of its ININD DY NTNYN TYNN 7237 PID YYN

accreditation symbol etc, if there is reasonable concern .N2NONN MYIITA THOINDN

regarding the continued conformity of the accredited
organization with the accreditation requirements.

In addition, extra surveillance assessments may be
NYTND DD MPI9 PP TN NINM 1D IO

MNNNN OND NNPNN MW DIDVN NPYYN
LOMNTIP DPTANND DINNNND

conducted in order to ensure the implementation of
corrective actions for non-conformities found in

previous assessments.

7.3.2 A special on-site assessment may be DN 1 Y¥IY 1Y ANNA THPA PTINA 7.3.2
performed both by prior notification to the YT MO NYTINAY 1T PIINA DY WNIN
organization, in which case the notification can be 17,0V 14 -0 TIND) PTANN TYIN 20 I8P
forwarded shortly before the date of the assessment YPTAN) PIIND DY URIN NYTIN DINON XOD
(less than 14 days), or without any prior notice or (yn9

coordination with the organization (unannounced

assessment).
ONINND XY IN DNIND NN ThYN PTan 7.3.3

NYINNRN MPXAN NP IN/A )N DY

7.3.3 A special on-site assessment — coordinated

with the organization or otherwise and/or other

- Y
surveillance activities are subject to the approval of the M7 : 2623001 7901 7M1 D03 7Y MW

9123ND NN NYIAP INKRDY PTINN VIN
Ra)alviy

accreditation deputy general manager of ISRAC.
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7.3.4

the organization does not have the opportunity to

In special on-site unannounced assessments,

express reservations thereon (contrary to other
assessments performed with prior notification).
Accordingly, the assessing team in such unannounced
assessments shall include ISRAC employees and
assessors to whom the organization gave previously its
consent for the ongoing period of assessment.

7.3.5 ISRAC may include a representative of a
relevant government ministry in an on-site surveillance
assessment, with the organization’s permission. This is
possible only when there is not conflict of interests
between the ministry and the organization or with the
organization‘s consent.

7.3.6

organization with the necessary guidelines so that it can

ISRAC is committed to provide the

fit itself to the accreditation requirements. The
guidelines and information shall be forwarded to the
organizations through ISRAC’s newsletter (the
“Reshuton”), procedures or requirements published
through the ISRAC website www.israc.gov.il, and/or

occasional training sessions and seminars.

7.4 Surveillance General Plan

The surveillance schedule is as follows:

NDD DY9WIV ,INNI VNS NP2 IPTINI 7.3.4

Y ONN INONY MIVAN PIIND PRI WNIND NYTIN
D90 DPTARN HTAN2) DXIMIY TN D02
MYIN >T1Y TINHD DOPTA IIND L (WRIND NYTIN
MMIRN NNODN NINPI BN DOPTIAY OMNIAPN

T2-623001- 9901 ©9VI) NONON NNMPN NMIND

(pTanY xy»- P72 "N oo 03

SNOWNN TIVN 1Y) GNYY TPRYI MWIN 7.3.5
NN MPYD PN, JHIND NN POINTT
12 0299y TN PN IWRD P IR T NIV
NINA NNRODN IR XNOWNHNN TIVNRN

NYMNN NN PIOY NINNN MYIN 7.3.6

MISY DINNND DIPY N DY NIND MYITIN
192YY YT NPNIN .NDNONN MVIITY

— MVIN NYTN MYNNINI OININD

NN DXPDIONND MNNM DO,/ )NMYI'N
MOITN N/ www.israc.gov.il MDY VITVINN
Y0 NYN PV IOY IO

MPIaN NN 7.4

SYIPYTI NN NP5 OININ MY

6 5 4 3 2 1 Year/mv
mYeya | NONON PTIN morys PTIN | MPIS MY 910N PTIN
M wTNN M9 nonoN NUNT | MPye no
\2Riplal
Surveillance | Re- Surveillance | Re- Surveillance | Initial-accreditation Type of
activity accreditation activity accreditation | activity assessment Activity
Assessment Assessment

7.4.1 The initial period of accreditation is two DMV TYUNI NP NONDN 7.4.1

years.
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200N PPTAN PV NNPNN TOoNNL 7.4.2

7.4.2 Between the periods of re-accreditation

surveillance activity shall be made, as necessary,
according to risk assessment performed after the
accreditation assessment as part of the proposal for
discussion and recommendation for next assessment
type, which could include surveillance assessments.
Those assessments can be either notified (special
assessments) or un-announced depending on the
organization’s performance and cooperation with

ISRAC.

7.5 Division Surveillance Plans

7.5.1
the 30.07. XX), each division head shall prepare an

At the end of each year, (and no later than

annual surveillance plan. This plan shall be authorized
by the accreditation deputy general manager. In the
plan preparation the following needs should be taken
into consideration:

7.5.1.1

surveillance visit, according to the recommendation of

Appointing a Technical Assessor to a

the Accreditation and Assessment Review Committee/
to changes declared by the organization/ as part of
dealing with complaints/accreditation of a new
organization/ other.

7.5.1.2 Following the decision for a need of a
surveillance assessment, a decision has to be taken
regarding the date for such assessment (according to
ISRAC's policy and its assessment plan) and regarding
the type of assessment (unannounced or planned with
the organization).

7.5.1.3  Appointment of technical assessors in order
to perform an assessment to the organization's

document or to assess the organization.

NN, WATOY DD ,MPYd MDY YNINN WINN
P70 INND NYXIANN DMNDPD NOIYND DNNNA
ND DY NXONM PNTI YNNNN POND NOINON
D720 0) D)1999 1T MDY MWY , NN PTa0N
NPNY DD ,NON MIPPYOOPTAN .NMIP

DTN IN YNIN NYTIN DYDY MINNIY DXPTIN
WYY ONRNN2 L YNO

PR MPANMIIN 7.5

NDY) IV DD MDA T PR YN DD 7.5.1
NIV MNP 1IN (30.07. XX 1 AININY
5N .N9NONN H7723ND 7Y IWIND NINN
21D DMY DXV PNIAYNI INPD MINNN

TR PNINI NP OPTIN YNID N8N 7.5.1.1
N97DNN NPPOY DTN MXDNNY ONNNI
772 7 VIR OMNMIPVY DY NYTIN /7 PTINM

NN/ YIN PIIN DY NONON 7 MNDN

,MPYA DTN OYP DY NVONNY P19317.5.1.2
MYIN NPYTND ORNNI) PTINY TV NN
MPY9N P70 N0 NN (DP TN MO
(ONINN 7 YN9)

TNSY MIPA PTAND SINNPN PTIANPN 7.5.1.3
9N IN N PTIN VINA
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7.5.1.4 Need to update the planned assessment
(moving it to an earlier or later date) according to the
Accreditation and Assessment Review Committee's
recommendation or to the request of the organization.
7.5.1.5 Special problems, which have not been yet
discussed in the Accreditation and Assessment Review
Committee, following findings from previous
assessments, unannounced visits or new
regulations/legislations or complaints on the
organization.

7.5.1.6 A need to appoint foreign technical assessors
/ experts for expertise accredited fields where no
appropriate local assessor can be assigned.

7.5.2 Heads of Department are responsible for
updating the plans, bringing them to the accreditation

deputy general manager and to check their budget.

7.6 Surveillance Plans Update

7.6.1 Upon require (change in assessment date
according to the laboratory request or ISRAC
needs, the approved surveillance plans shall be
updated as necessary.

7.6.2 Department heads are responsible for
updating the assessment plans and bringing them

to approval of the deputy general manager.

7.7 Participants in the Surveillance

7.7.1

lead assessor and upon requirement technical assessors

Surveillance assessments are performed by

or experts should be added, according to result of risk
assessment. The assessment should encompass
observation and questioning in the primary site as well

as other sites. In special cases, a technical assessment

PIINNN PMIVYN PTINN NPWA TNN7.5.1.4
MEYNNY DORNNA (NNIRININNDTPN HYND)
NYPIY IN PTINM NINONN NPPOY DTN
AMIND

NTYNIMNT DIVY MTNPH NPY 7.5.1.5
2PVY TYNNA,PTINM NINDNN NPPOD
YN NP, DINTIP DIPTINND DINRNNDNI

Y MNYN N NOVININ HY MYTH MYIT
ANIND

YIINNY 5NN ONNMIN OXPTIAL TNN 7.5.1.6
7 MINY N’ XY DN ,NDNDNA NPHNIN
MNPN

,IOINN NITYY DIRINN DINNN YWNT 7.5.2
NPYTA2Y NONON DOIND NN NYAPD
.DNOY MNPN

MPXAN NP PNITY 7.6

PTAN T NPV SY NIPNL) WAV 7.6.1
NPINN (MW 7978 9 HY IN NTIYNN NWPAY
SJNEN DTN DNITY NN IVINY MPr9

NPINN NITYY DININN DINNN YWNR 7.6.2
.N9NDN Y793 NYIRY DNHAYM

MP9 P10 DIINNYNN 7.7

9520 P2 T DY DM MPPaN pTan 7.7.1

IN DOYINPN DOPTI PTRY 1IN, TINN DTN
P7210N .00 NIIWN NNXINY DRNN DINYY
IN DINMT NN DINUN NI NP PPd
DYIPN .NTIVNN MY DY DINN DINNI
IIND YWPY DXINDN YV PTIN TV DTN
.DY/ANNI NP2 TV HODIN
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of the organization's documents-shall be performed
without visiting the site at all.
7.7.2 Surveillance assessments may include DPTA 51535 ©012 MPN *PTIN 7.7.2

technical assessors in the following : DYNIN DXIPNA OONNPN

circumstances:

7.7.2.1  According to the accreditation N200NN NPPOI NTYNN NXONN A5y 7.7.2.1
committee's recommendation and ;ONNNA 27230 NOONM PTINM
General Manager decision; ;1900N 9PN NANIN 7.7.2.2

7.7:22 Extension of scope; MDY I NN DPIYPUN DMWY 7.7.2.3

7.7.2.3  Significant changes in the organization, such 9V MPN 9171%3) NHMN NN, MY
as: changes in ownership, changes of management MYV DY, DT NAINN ,ONEPN
(quality or professional management) or changes in NI MDA DMV TP NAONN ,NPYTIN
staff, changes in test methods, equipment or ;D220

environmental conditions;
’ NN NN MHIRDNIN VPN 7.7.2.4

7.7.2.4 Significant deviations in inter-laboratory MWD 27NN PINPIY DPITIN P2 INNYD
comparisons which required to be review by a INPN YN Y

Technical Expert;
7N HYA MNXIND MPNND wwn 7.7.2.5

7.7.2.5 Concern that the organization does not
S MANNYN YN 1IN ,MDIND MYITH

comply with ISRAC requirements such as not taking
;17YT9Y (PT) mnyn DNV 2NN MTIvN

part in intra-laboratory proficiency testing....
9929 1) ROV \DIND DY NMON NYAP 7.7.2.6

ANMNY MIPI9 PTIN N0 ININ

7.7.2.6  1f complaints have been received about the
organization that cannot be clarified in the frame of
surveillance assessment.
7.7.3 Surveillance assessments in laboratories TNN N2 NOY NOW NTIYNI MP22PTINT7.7.3
NNONON 9PN VY RO MWNNPN PTIND
NOAYN NN OMPMNND OV IN MIANIN
D212 NN TPMINPN MOMNT MIN
P72 MONNVYN XYY D2 PTIA YT DY TN
RIANpla)

that raised no require for technical assessment without
any extension or significant changes of scope, that
present stable management and technical system
could be assessed by a Lead Assessor without the
participation of a technical assessor.

The Lead Assessor can assess the competence of the NN NYNON PITIZ 53V 220N PTIN
organization in all the areas of its scope and shall verify |~ TH¥2 XTND 10 5Y, 7NNV 551 MIND
.1199010N 9971 D92 PIND DY TONSPN

the implementation of the quality system in all fields of

activity.
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DY MPO PTAN TOIN? IVONN NN 7.7.3.1

7.7.3.1 1If the organization apply to extend its scope

of accreditation, then the relevant assessment may be
combined with the surveillance assessment, a technical
assessor shall participate in the assessment of the
requested extension.

7.7.4

the re-accreditation assessment should be different

It is recommended that the lead assessor in

from one in the initial assessment.

7.8 Performance and Pricing of Surveillance

Assessments

7.8.1

performed according to the procedure number 2-

On-site surveillance assessments shall be

623001: Procedure for planning and performing an
assessment. For Multi-Sites organization, surveillance
assessments shall be performed according to the
procedure number 2- 614002: Procedure for
accreditation of multi-sites organization.

7.8.2

facilities of the organization, and at the places where

The assessments shall be performed at the

the organization performs activities, regardless of the
geographical distance from the ISRAC offices. It is
possible to conduct a remote assessment and a hybrid
assessment where there are special constraints or when
a remote assessment will achieve the same objectives
as an on-site assessment.

7.8.3

according to procedure number A-621001: Financial

The surveillance assessments fees are

arrangements for the process of accreditation and

recognition.

8.0 DOCUMENTATION

MWINPN PTIA GNNY> MY NIPNA .NANIN PTIN
WATIN NININN NP> T3

NNV ,92210 P72 NNNY DTHVR MYIN 7.7.4
TN NONPONN PT PIY MmN

MPAN PPN MNNRM NN 7.8

9901 HMIY DRNN WX MPON YPTaN 7.8.1
MN2Y .PTIN IND) NN 5NN :2-623001
NP9 PP T2N DY ,0INN 27 ONNIN

NONON DN : 2-614002 190N HNND ONNNA
DINN 29 )N

PIPNNY PHIND MINNL W DPTINN 7.8.2
NOD NPIDOYO YN )NIND DN MNIPHNI)
I MY YTIVNIN Y9MINDIN PNIND NPT
A2IVN PTID PN PTIN VIV MIVIN
PTANWI IN DXTNYN DIXIDN DINMP 12 DIPNI
195 MANHD MPIdN NN NN XYW PAIN
NN PTIAN

511399 5y MYAPN MPPaN P70 NMPY 7.8.3
T5NNY ©»9D5 DTN : A-621001 190N
.90 PYNNDY NONONN

nyn 8.0
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The documentation on surveillance plans and their YW MINIIN DILVLDY NMPYAN NPIDIN TN
execution shall be kept in electronic files at: :132YNN1INY?
Ergunim/ Klali/ Assessments/ 20XX, Klali\Assessment 20XX_1\DMMNIN .1:12
As well as in the appropriate QSOFT applications DNNNN QSOFT > 0 15
’

9.0 APPENDICES ohaey 9.0
9.1 Form number T2-671001-1E: Surveillance MP>9N 0501 : T2-671001-1 7900 0990 9.0
agreement according to ISO/IEC 17025, ISO/IEC , ISO/IEC 17020 ©»pn by
ISO/IEC 17025, ISO 15189, and ISO/IEC 17043. ISO/TEC 17043 ,17025, ISO15189
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	7.5.1.1 הצורך לבצע מבדקי פיקוח בארגון מוסמך בהתאם להמלצות הועדה לסקירת ההסמכה והמבדק / הודעה על שינויים בארגון / בירור תלונות / הסמכה של ארגון חדש / אחר
	7.5.1.2 בכפוף להחלטה על קיום מבדק פיקוח,   בחירה במועד למבדק (בהתאם למדיניות הרשות וללוח המבדקים) ובחירת סוג מבדק הפיקוח (פתע / מתואם).
	7.5.1.3 מינוי בודק מקצועי למבדק פיקוח לצורך ביצוע מבדק ניירת או צפייה. 
	7.5.1.4 צורך בשינוי המבדק השנתי המתוכנן (למשל הקדמתו או איחורו) בהתאם  להמלצות הועדה לסקירת ההסמכה והמבדק או לבקשת הארגון. 
	7.5.1.5 בעיות מיוחדות שטרם נידונו בוועדה לסקירת ההסמכה והמבדק, בהמשך לטיפול בממצאים ממבדקים קודמים, ביקורי פתע, דרישות חדשות של הרגולטור  או תלונות על הארגון.
	7.5.1.6 צורך בבודקים מומחים מחו"ל לתחומי מומחיות בהסמכה, בהם לא ניתן למנות בודק מקומי

	7.5.2 ראשי האגפים אחראים לעדכון התוכניות, לקבלת אישור סמנכ"ל הסמכה  ולבדיקה תקציבית שלהם.
	7.6.1 כשנדרש (במקרה של שינוי מועד מבדק לבקשת המעבדה או על פי צרכי הרשות) תוכניות פיקוח שאושרו תעבורנה עדכונים במידת הצורך.
	7.6.2 ראשי האגפים אחראים לעדכון התוכניות והעברתם לאישור סמנכ"ל הסמכה.
	7.7.2 מבדקי הפיקוח יכולים לכלול בודקים מקצועיים במקרים הבאים:
	7.7.2.1 על פי המלצת הוועדה לסקירת ההסמכה והמבדק והחלטת מנכ''ל בהתאם; 

	7.7.3 מבדקי פיקוח במעבדה שלא עלה בה צורך למבדק מקצועי לא נעשו בהיקף הסמכתה הרחבות או שינויים מהותיים ומציגה מערכת איכות והתנהלות מקצועית יציבה יכולים להיערך על ידי בודק מוביל ללא השתתפות בודק מקצועי.
	7.7.3.1 במידת האפשר יאוחד מבדק פקוח עם מבדק הרחבה. במקרה זה ישתתף בודק מקצועי בבדיקת ההרחבה הנדרשת.

	7.7.4 הרשות תשתדל למנות בודק מוביל, שונה מזה שהיה במבדק ההסמכה מחדש.
	7.8.1 מבדקי הפיקוח יבוצעו בהתאם לנוהל מספר 2-623001: נוהל לתכנון וביצוע מבדק. עבור ארגונים רב אתריים, יערכו מבדקי הפיקוח בהתאם לנוהל מספר 2-614002: נוהל הסמכת ארגון רב אתרי.
	7.8.2 המבדקים יבוצעו באתרי הארגון ומתקניו ובמקומות בהם הארגון מבצע פעילויות, ללא זיקה למרחק הגיאוגרפי ממשרדי הרשות. ישנה אפשרות לביצוע מבדק מרוחק ומבדק משולב במקום בו קיימים אילוצים מיוחדים או כשמבדק מרוחק ישיא את אותן תפוקות מצופות כמו מבדק באתר.
	7.8.3 עלויות מבדקי הפיקוח תקבענה על פי נוהל מספר A-621001: הסדרים כספיים לתהליך ההסמכה ולתהליך ההכרה.
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