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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

NI D NOIYN MIAPYA PIIND NPIYIN NONON
OY TPWYI 1T NDIYN .NONONN MYIIT TR
MDNN DN NYHLN DPTIIA PTIAN THD

MYOATY MYIN NPNIN,ONONNPNHN DI
N215> NN Y §9) DMVLINTIN DIPNN
IRNND TP TINNPN

MOYNN DI NOIYN NIPOI NONDN MNN D2
IPOIN NIND THOII N NPNINOVN Y
(DM9»PY H55) DINIDN Y92 YWNIN INNA

DY IN/Y MPITAY NN NONONN
.1990NN 9202 DX THININ NN, 03NN

TV D¥INDINN DNNIND DY MYIN SY MPPan
DR NN DY MINT NPRNN NOVIAND
MNHYY NDNONN NPN MYIIT HY DM

P2V NOPN HIINRD DY NNPIN MYIN . TNINN
SYTNN NONRDN YPTAN Y NONDN PTIN

N, TR0 IR DY MPr9 DY NADN NIVN
MNMPON DY PNINRN AW IMYNNND YD INND
ANIND NPNISPNI

n9vn 2.0

MY NYITNN NNV NN DT DN NHIVH
DNVYN DX TPPINN YHYAI DININN YUNI
.DYHDININ ONININD DY MPr9a DIPOIWN
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organizations. The procedure also enables ISRAC to MYIN DV NN X277 NN 1IN DNNN G0N
achieve transparency in its operating methods. ANIN SNP7 MNPV IMN TOM
3.0 SCOPE mom 3.0
Surveillance is achieved through monitoring activities MMVYN MPaN NN T 5Y AN Mpan
such as assessments as and various reports submitted DINVINNY DMWY DXMPT DPTI MIIDN
by the organizations to ISRAC. MYIZ DWIN
This procedure describes: : DYNIAN OORYN PO HNINN
a. The structure and fundamental timetable for MPTIN SVONIPY DI MY AN N
surveillance assessments; S MPaN
b.  Who performs surveillance assessments (lead MWINPN PTI) ;MPPOPTINOYNIN A
and technical assessors); (2mh)a)i
C. Type of surveillance assessments; ;P9 DTN MO 2
d.  Activities related to the performance of the MPOIPTIN M MNMYPH NMYS - T

surveillance assessments.

4.0 APPLICABLE DOCUMENTS 0w o¥anon 4.0

4.1 1SO/IEC: 17011 Conformity assessment — IPDNN THONN DY NXD 4.1
General requirements for accreditation bodies'

accrediting conformity assessment bodies;

4.2 ISO/IEC 17025: General requirements for the DN THONN DY NN 4.2
competence of testing and calibration laboratories;

4.3 1SO 15189: Medical laboratories -- JPDNND THONN DY NN 4.3
Requirements for quality and competence;

4.4 ISO/IEC 17020: Conformity assessment -- JPDNIND THONN DY IR 4.4

Requirements for the operation of various types of

bodies performing inspection;

4.5 ISO/IEC 17043: Conformity assessment -- TOINNI THONN DY NN 4.5
General requirements for proficiency testing;
4.6 1SO 17034: General requirements for the TPIIND THONN DY XD 4.6

competence of reference material producers
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4.7  The surveillance agreement of the Israel TPOINDN MMVIN DY MiaN DO 4.7
Laboratory Accreditation Authority, see Appendixes. "DXNOD) NN ,NDNDND
4.8 Procedure number 2-651001: The decision nYap PoNN :2-651001 190N 5N 4.8
process regarding the accreditation status of conformity D9 DV NN 28N 9272 MOVINN
assessment bodies. DpPMA
4.9  Procedure number 2-623001: Planning and VINGD) NON : 2-623001 1901 51 4.9
performing the assessment. PTA0N
4.10 Procedure number 1-681001: Policy and nPYTA :1-681001 190N 51 4.10

INNYN 7NN NIV VINXAD MYIN
0NN MTIYNI

Evaluation of Comparison Testing Performed by
Accredited Laboratories.

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

4.12 Procedure number 2-614002: Procedure for the
Accreditation of a Multi-Site Organization.

N7y 51 : 2-000002 99010 5 4.11
PNYHOYY ONVLINT DY PNOPYI
.DPMYNYN /0MVIVON

NoNON 5N = 2-614002 1901 NN 4.12
DINN 29 DN

4.13 Procedure number A-621001: D TON : A-621001 1900 5N 4.13
Financial arrangements for the process of 5NN NONDNN PONNT D1V
accreditation and recognition s
4.14 Procedure number 1-000023: Definitions ™MIHN : 1-000023 1901 YN 4.14
used in the Israel Laboratory Accreditation TPINDN MYIN 22N MYHYHN

Authority's documents MT1AYN NINONI

5.0 DEFINITIONS myn 5.0

See relevant definitions in procedure 1-000023. 11000023 5m01 NPV I N

6.0 RESPONSIBILITY manx 6.0

6.1 Responsibility of the General Manager MYIN 57230 MINNI 6.1

Responsible for establishing the surveillance policy and | -121¢ N NTN5) MPX970 NPOTH NN WP
ensuring its implementation. Also responsible for D9PY DXIDN 73 NVINT NNPINNI 12 M

ensuring that the rules are transparent and implemented 222973°IPNV 19N DRYPN) 537 DI
.DINDINN DINNIND

equally to all organizations.
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6.2 Responsibility of the Accreditation N300 572309 NPINN 6.2

Deputy General Manager

6.2.1  To ensure that the surveillance plans, 7Y 1IDINY MPI9N NMDINY XTND 6.2.1

prepared by the division heads, meet the policy’s NPHTOT MIYHD NN, DIXANN YWNI T
DITNNY 29D MPIaN

YUNI DY MPION NPIIN NN TWUNY 6.2.2

requirements.

6.2.2 To approve the surveillance plan prepared by
.DXNN

959 MP9 NN MNMP I XTND 6.2.3
Y3 5NNPN NV YT DY XTNDY ONININD
2392 MNYPN NIVIRY MPIaN NN

the head of the divisions
6.2.3  To ensure that surveillance plans exist for all
organizations, and that the approved surveillance plans

are implemented accordingly.

6.3 Responsibility of the Head of Division PR YN 7NN 6.3

PIIND DY MP9N DY ININN GIND UK

TIN DT INNY DIRVND 2D NNOY H9I1D THOMNN
219D DY MNYPNM NYT NPOY NOYIN
STNN NIPNA NONON

The Head of Division is responsible for the surveillance
on the accredited organization and to pay attention to
extraordinary topics with good judgement and
consultation with the Accreditation Deputy General

Manager.

6.4 Responsibility of the administrative staff MSIVOINTR IS MINN 6.4

MMIN DOV ,NMOVIAND YININN NN NPINNKI
NMNND DN (DXNADI NNI) MPS DOON HAP?
NI MYID IMNX PINN YAPIV TN TY
.MV 95 MPY9N 150N NN PPN DINN

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.

6.5 Responsibility of Assessment Managers DOPTN MINM MINN 6.5
Assessment managers are responsible for 201N NN ROXIND NPRINN DIPTINN MITIN
implementation of the assessment plan. 23195 DPTINN
7.0 THE METHOD nown 7.0
7.1 Overall Surveillance activity noMS MPraN MY 7.1
7.1.1 Surveillance visits at the organization sites; NN NN MNP YPTan 7.1.1

TN N2HDN YPT)
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7.1.2

accredited organization's operation: for example:

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,

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.

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

¢ Changes in equipment — validation, calibration etc.

(as relevant).

¢ Quality system — contact information/quality
manager.

o Key positions in the CAB — Organizational chart.

PIIND DY MINNM OOXMPT NN 7.1.2
S NDTY MDY 2230

(PT) DNYN NN MDY DY MPT e
NPTN : 1-681001 1901 5 NNA)
NNNPH NNAN NOIWM MINIY MYIN
(NP> T2 MyT1ayna

9900 DIPN NN D NINSN e
Mpr1a

MYN NNOWYND DDNDN NYIN e
TMOIN NIPNN MW DINNNNY
ANV

YN NYIAPY MYIN MW7 7.1.3

YITID ,NONDN DNYPN DIRVNA

MY (NODI NNI) MPr9N DIDN2

OYVINDN IN 97925970 DDA NPV, Moyl
220 NN IN TPN ,NPYTA NVIVA MDY

ST

NPYL,MYIY NNTY DIVITI PNIN DMIPY
050N VINND DNININ MDY DNNNA, PO
SPIND OINN POY MPIaN

DY OV NYOR NTIVN — NINN DY @
.MN2NN owIn

+ DOYANOPIDY DIV —NDYa e
DY TN TN 1272 NINKN

MNN 2T VPO —MIND NIND @
NMDOYAT YOIMOIV 5I3) NN NPYN
NP>1an

TSN, NPON Y VIV — TINY e
NMIDOYAD YOIMSIV HI5) 191 K2
ANpPrT1an

UINODD YN — MONN NN e
.MOINN HIN/AYPN

DIMAN TN —MINI NN OITPON e
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e List of field laboratories — as relevant.
Reporting to ISRAC can be done via the website link:
http://www.israc.gov.il/?Categoryl|D=382

The head of the division is responsible for reviewing
change notifications. If the head of the division finds
the changes significant, he could decide, together with
the deputy accreditation manager, to perform an
assessment (unannounced or special assessment)
document assessment or onsite assessment.

7.14 Other means of monitoring the laboratory’s

testing and calibration performance.
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 A surveillance assessment of an organization
may lead to continued accreditation, to suspension or to
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).

DOMDIY DD — NTY MTWN NYOYY e
SINN NWIPN TIT MYID NNTD 1N
http://www.israc.gov.il/?CategorylD=382
MY NYTIN NDAP DY IRINK PINN UK
NPYNY VIINN PINRD YN NN .INPPO)
IN 19NN H79IND NN VYN P MYNWYN 1N
,ONIND INX YN) DTN MINA DY INYON NNNH
AD>/9NN2 NP2 591D IN 7252 OIINONN DV

V) NIPYY NINK MMYI D5 7.1.4
ANIN2 MDY

MPan*pTan 7.2

IMIND NWPA 7Y Y8I5 1N MPI SPTIN
9 DY, MYIN MNIPY WP DY | THOINN
N (D)7 192) PAY OOV IN NVYINI NYPa

Nwa Ny 5my 2-000002 9901 M S
D»VIVON PNY YHYA DMNVHIY DY

NI ,MVIN NVINN Y9 HY IN (O MYHNWN/

. 2-651001 2901 5N

2212 212> IR DY M pTan 7.2.1
IN NDNONN MYVN ,NONONN TUNNY
OPONIN NN I9IND ,NNDOHY

T NIND WTNN NONON PTIN 7.2.2
DD MY DVTIN 6-2 MYIN T HY
951 MIYRIN DY NINDNN 9PN
YPTAN PIAV NNPNI 1IN INKD OOMVY
NNDNI PHIRN KD ,WTNN NINON
N2NONN .MYIN DY MPAN NN
TN NODN NN PNIND TINMN
MNIT .MIPIAN ININ TINYD IIND
NMNN NN NINON MTIVN NPIVN
INI) MYIN DY NP DIDN DY JNIND
N{nplphalv)
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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
required to ensure that the accredited organization

ISRAC operates its surveillance activities as

continues to meet the accreditation requirements.

7.3 Special On-Site Surveillance
Assessment and Special Surveillance
Activities

7.3.1

un announced on-site surveillance assessment of an

ISRAC may decide on an immediate special

accredited organization, and/or special surveillance
activities, including investigation, as the result of
information it receives, such as: grave findings in an
assessment during the period the organization is under
surveillance, serious complaints, failure in intra-
laboratory proficiency testing, significant changes,
misleading use of its accreditation symbol etc, if there
is reasonable concern regarding the continued
conformity of the accredited organization with the
accreditation requirements.

In addition, extra surveillance assessments may be
conducted in order to ensure the implementation of
corrective actions for non-conformities found in
previous assessments.

7.3.2
performed both by prior notification to the

A special on-site assessment may be

organization, in which case the notification can be
forwarded shortly before the date of the assessment

(less than 14 days), or without any prior notice or

YW 2 npow myIn PN Awn
D»0INTT OXPINNI 71977773 (77 NIN D2ININS
555 YN 7ININD 7071 TN, I TIVD NOPOIS
vnNT

MPAN MNPV NN DIYON MWIN 7.2.3
NYVIND YT YITHY NY D1 NHY

MYIITI TINYY PYNN TRDIIN YN IRNY
.N9NONN

MNP 9NN NN NP PTan 7.3
MINN NP

P70 TN IINI MAPY IRV MVYIN 7.3.1
IN/Y TAOM PN DY INNI THPI YN M9
;1PN MYON NYTHYH MPXa NPV
DINYIN : NI TPOR YINY YN NANND
ToNNA DTN INYIY NN NINDIN NN
, NN MNON NP2 PNIND N NPNN
DMIPY,ANNPN IRNVN MININA YD
N2NONN DPDNDA NYLH VIDY ,DPMNN
TYNM 72D 20 YYN NDIY TWURD NN .INIT
MYIITA THOMN YNIND DY NTNIYN
.19NONN

NYTND DX0N NP9 P TAN NONM 2 IND
TMNRND ORI NIPNN MY DINVN NNIOWN
LDMTIP DXPTINN DIRNNNY

DINYNA )1 YNID YN INNA THYN PTIN 7.3.2
PIT NIOM NYTINDY JN PNIRN DY WRIN
1 ,(0Y 14 - TING) PTANN TYIN 1Y I8P

YPTAN) PNIND DY URIN NYTIN DINN RID
(yn9
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coordination with the organization (unannounced
DNINND N7 IN ONIND NN THPN PTIN 7.3.3

TINRN MPYIN N N JNIND DY

assessment).
7.3.3
with the organization or otherwise and/or other

A special on-site assessment — coordinated
MON : 2-623001 1901 511 ©I02 Y MOIW)

519)00 NVIN NYAP INNDY PTAH0N NIN)
.19noN

surveillance activities are subject to the approval of the
accreditation deputy general manager of ISRAC.

734
the organization does not have the opportunity to

NOD DYIWIV NN YN MPY9 OPTANA 7.3.4

DY DN HMNONY MIVAN PNIND PRI WNRIND NYTIN
DYIIYIN DXPTANN DTINT) DY TN DIDI
MYIN T2 NN OPTIAIIND L(WUNIN NYTINA
MINT NNHIDN MIN® ONY OYPTIAY OIAPN

In special on-site unannounced assessments,

express reservations thereon (contrary to other
assessments performed with prior notification).
Accordingly, the assessing team in such unannounced T2-623001- 7901 ©9VI) NORDN NP NMIND
assessments shall include ISRAC employees and (P09 \yv- P12 "0 DA 03
assessors to whom the organization gave previously its
consent for the ongoing period of assessment.

7.3.5

relevant government ministry in an on-site surveillance

YNOUNN TIVN 1N GNYD TIRYI MWIN 7.3.5
NN MPYS PTANA L, PIIND NYNA PVIND)
P2 0293y T PR IWNI 77 IWON 71D NMY
AMIRD NNOON PIINDY SNOWNINN TIVNIN

ISRAC may include a representative of a

assessment, with the organization’s permission. This is
possible only when there is no conflict of interest
between the ministry and the organization or with the
organization‘s consent.

7.3.6

NN NN PIOY NN MVIN 7.3.6

ISRAC is committed to providing the WIRY DIRNNY 92W 1IN 5Y 1IN MWD

organization with the necessary guidelines so that it can
fit itself to the accreditation requirements. The
guidelines and information shall be forwarded to the

organizations through ISRAC’s newsletter (the

192YY YT NPNIN .NNONN MY
— MVYIN NPIYTN MYNNNI DININD
INNA OMNDIANKBN NIRNM DO PNV

MOYTN N Www.israc.gov.il NSY vVITVINRN

“Reshuton”), procedures or requirements published YD NYN 1YY DY IO
through the ISRAC website www.israc.gov.il, and/or

occasional training sessions and seminars.

7.4 Surveillance General Plan MPPON DN 74

The surveillance schedule is as follows: S YAPITI NN MPAD DN MY

6 5 4 3 2 1 Year/nw
mbys | NONon PTan mbHrva PTAN | MPa MYrYs 900N PTan
MPra Uaiplal Mpro RlAlv! NUKRY | MY Mo
Ualplal
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Surveillance | Re- Surveillance | Re- Surveillance Initial-accreditation Type of
activity accreditation activity accreditation | activity assessment Activity
Assessment Assessment
7.4.1  Theinitial period of accreditation is two .0V TUNI NP NINDN 7.4.1
years.
7.4.2  Between the periods of re-accreditation N200N YPTIN PV NNOPNN ToNN2 7.4.2

surveillance activity shall be made, as necessary,
according to risk assessment performed after the

NINDY,WITHOY 53D M9 MDY YNINN WINN
2720 INND NYXIANN DD NOIYND ONNNA

N DY NSONM PTD YSNNN PYND NONON
D720 D) D199 1T MY MIVY ,NIN PTINN
NPNY 01, NON MPYA YPTIN .NMIP

accreditation assessment as part of the proposal for
discussion and recommendation for next assessment

type, which could include surveillance assessments.
YPTIAN IN UNIN NYTIN DNIDY MNNIVY DOPTIN

Those assessments can be either notified (special
UITY ONNNA YN0

assessments) or un-announced depending on the
organization’s performance and cooperation with

ISRAC.

7.5 Division Surveillance Plans NPAIN P NINN 7.5

NDY) MY DI NDA TAY PR WK DD 7.5.1
JPTIY NP9 1IN (30.07. XX N ININY
HON2 .NINONN D7D 7Y IWIND NNINN
11N DMV DXV PNIAYNL INPD NINNN

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:
THROM PNINI NP OPTIN YNID N8N 7.5.1.1
290NN NPPOY DTN MXDNND ONNNA
9172 7 IR ONIPY DY NYTIN 7 PTINM
NN/ WIN NIN DY NIDDN 7 NN

7.5.1.1 A surveillance visit shall be held, according
to the recommendation of 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 regarding the need
for a surveillance assessment, a decision has to be taken

regarding th for such men rdin
egarding the date for such assessment (according to MY PTAR DPD 9Y NOYANY 41991 7.5.1.2

MYIN NPYTHY DORNN) PT2RY TN NN2
MPY97N PTAN ND NN (DPTINN MO
(ONINN 7 YNo)

ISRAC's policy and its assessment plan) and regarding
the type of assessment (unannounced or planned with

the organization).
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7.5.1.3 Appointing technical assessors in order to
perform an assessment to the organization's document
or to assess the organization.

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
updating the plans, bringing them to the accreditation

Heads of Department are responsible for

deputy general manager and to check their budget.

7.6 Surveillance Plans Update

7.6.1 Upon requirement (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 assessors 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

TNNO MPIA PTAND SNSPN PTIANPN 7.5.1.3
9NN N PTIN NIV

NIINNN OMYN PTINN NPWA TN 7.5.1.4
MEYNND OXRNNA NNMXININNTPN DYVND)
NVYPAY IN 27201 NONONN NPPOY NINN
ANIND

NTYNI MT DIVY MTNPN NPYa 7.5.1.5
20D YNNI ,PTIANM NINDNN NPPOD
YN NP, DINTIP DOPTINN DINNNNA
2Y NMON N NVLNIN DY MVTN MYT

AMIND

YIINNY 9NN DM DOPTIAL TN 7.5.1.6
P72 NNND N XY DN ,NONDNA NN
MMIPN

,NMIOIND PITYY DININN DXANN YWUNT 7.5.2
NP>T259) N9NON 79N NN NYAPY
.DNOY MSPN

MPXAN AN PITY 7.6

PTD TN NPY SV NIPNI) WIT IWRD 7.6.1
MMM (MYIN DN 29 DY N NTAYNN NYPID
SININ DTN OMNDTY MMNAYN NIVIRY MIPrD

NPINN NITYY DININN DINNN YWN 7.6.2
119001 Y7900 NYIRY DNHAYM

NP *PTANI DANNYNN 7.7

221 P2 DY DM MPXaN PTIn 7.7.1

IN OOWINPN DPTIA PTINY 19X, TNKD DTN
PTI0N .00 NN NRNIND ORNNA DINYY
IN DINMN INN DINYM NN NP2 PPd
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observation and questioning in the primary site as well D>IPNA .NTIYNN MDY DY DMINN DINNI

TIIRD WIPY DINDN SV PTIN TIW DITAPH
.DY/INNR2 NP2 TWOW 9N

as other sites. In special cases, a technical assessment
of the organization's documents-shall be performed
without visiting the site at all.

7.7.2  Surveillance assessments may include DPTA 51535 O3 MP*ON PTIN 7.7.2
technical assessors in the following : DYNAN DIPNA DONINPN

circumstances:

7.7.2.1 According to the accreditation NONONN NPPOI NTYNN NYINN 95y 7.7.2.1
committee's recommendation and ;ORNNA 57230 NOINM PTIM
General Manager decision; ;N2NON 9PN NANIN 7.7.2.2

7.1.2.2 Extension of scope; MY 199 NMINT DPMYPUN DMV 7.7.2.3

7.7.2.3 Significant changes in the organization, such SIDI MPN NP NHMIN NP MY
as: changes in ownership, changes of management MLXWYA DMPY ,D>TIIY NOINN ,ONNPN
(quality or professional management) or changes in NI AN DOV TN NOONN NP> TN
staff, changes in test methods, equipment or HaRbaty)

environmental conditions;
NN NPIMIND MNNNNOIN PN 7.7.2.4

MANYN 25NN YNV DONTIYN P IRNYD
comparisons which required to be review by a INPD YN SV

7.7.2.4 Significant deviations in inter-laboratory

Technical Expert;
TIN HYI MINIIND NIVHIND wwn 7.7.2.5

7.7.2.5 Concern that the organization does not
SV MANNWN X 115, MDND MYITI

comply with ISRAC requirements such as not taking
;TMYT (PT) MmN INNYD NN MITIYNH
part in intra-laboratory proficiency testing....

9925 1) ROV IR DY NN NYAP 7.7.2.6
STV MPYA PTIN NNON IMN

7.7.2.6 If complaints have been received about the
organization that cannot be clarified in the frame of
surveillance assessment.

7.7.3 Surveillance assessments in laboratories TN N2 N2Y KDY NTAYNI M2 P TIN 7.7.3

that raised no require for technical assessment without NNINDN 92PN WYY K7 ONSPN PTIND
NOIYN NPNNM DPMNN DOV IN MIANIN

D212 NN THWINPN MONINM MDN
P72 MANNYN XYY D2 P2 DY TN

any extension or significant changes of scope, that
present stable management and technical system

could be assessed by a Lead Assessor without the
INNPND

participation of a technical assessor.
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The Lead Assessor can assess the competence of the NIIYN NYNVLN PITID 91 1IN PTIAN
organization in all the areas of its scope and shall verify |~ T2 XTI 10 DY ,/NDNIV 553 MINN
the implementation of the quality system in all fields of NINONN 9PN 723 NWIRD DV IONSPN
activity.
7.7.3.1 If the organization applies to extend its scope DY MP PTIN TMN? IWIND NN 7.7.3.1
of accreditation, then the relevant assessment may be MWINPN PTIA GNNYS N NIPNA .NIANIN PTIN

combined with the surveillance assessment, a technical YT NANINN NP>T32

assessor shall participate in the assessment of the
requested extension.

7.7.4 It is recommended that the lead assessor in NNV, 2720 PTIA NNND JTAVYN MYIN 7.7.4
the re-accreditation assessment should be different YTNN NONONN PTINI PNY MmN

from one in the initial assessment.

7.8 Performance and Pricing of Surveillance MPON *PTaN MNNPM XA 7.8
Assessments

7.8.1 On-site surveillance assessments shall be 7901 517 ONNNA WK MPX9N *PTaN 7.8.1

performed according to the procedure number 2- MY .PTIN PIND) IONI DN = 2-623001

623001: Procedure for planning and performing an MP2971 7P 7210 139> ,0INN 27 DININ

NONON YN : 2-614002 190N HNNY ONNNA
DINN 27 DIN

assessment. For Multi-Site organization, surveillance
assessments shall be performed according to the
procedure number 2- 614002: Procedure for

accreditation of multi-sites organization.
PIPNNT PNIND NN YD OOPTANN 7.8.2

NOD MDY YNIN PHIIND DN NINIPNI
Y .MYIN YTIVNNI Y9MINNDN PNIND PN
A2IVN PTINY PN PTIN VI NIIWIN

7.8.2 The assessments shall be performed at the
facilities of the organization, and at the places where

the organization performs activities, regardless of the

geographical distance from the ISRAC offices. It is P70V IN DYTNPN DIXIDN DYD»P 12 DIPNI
possible to conduct a remote assessment and a hybrid 19D MNHN MPIdN IMN NN XYW PN
assessment where there are special constraints or when ONNA PTIN

a remote assessment will achieve the same objectives

as an on-site assessment. 5129 DY MYAPN MPI9N PP Tan MYy 7.8.3
7.8.3  The surveillance assessments fees are TONNY ©»901 B 70N : A-621001 19010
according to procedure number A-621001: Financial 50N TONNY NONONN
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arrangements for the process of accreditation and
recognition.
’
8.0 DOCUMENTATION mwn 8.0
The documentation on surveillance plans and their NOW NININ DIVVLDI MPPN NPINN TN
execution shall be kept in electronic files at: :32VNN3 N>
Ergunim/ Klali/ Assessments/ 20XX, Klali\Assessment 20XX_1\0»0»IN .1:\2
As well as in the appropriate Priority applications. -DPRNDN >O>77179 2101871 DI D
y
9.0 APPENDICES onavy 9.0
9.1 Form number T2-671001-1E: Surveillance MpP>9n 050N : T2-671001-1 v9on oo 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/IEC 17043 ,17025, 1SO15189
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