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ONSOz

Yonetim kurulu olarak, ekonomik ve toplumsal refahin saglanmasinda
onem gosteren “uygunluk degerlendirme” sektoriiniin anlasiimasi, kamu
nezdindeki farkindahigin arttirilmasi amacina yonelik, uluslararasi sektorel
gelismeler, mevzuatlar ve revize standartlar cercevesinde, sirdirlebilir
yonetim yaklasimi ile devam etmektedir.

Dernegimiz, EUROLAB a.i.s.b.l. (European Federation of National Associations
of Measurement, Testing and Analytical Laboratories) Avrupa Laboratuvarlar
Birligi, Merkez Yonetim Kurulu Gyeligini yillardir basariyla strdirmektedir.
Ayrica EUROLAB’I temsilen EA LC (Avrupa Akreditasyon Birligi Laboratuvar
Komitesi) Gyeligini, EUROLAB TCQA (Technical Committee for Quality
Assurance in Testing and Calibration) Kalite Glvence Teknik Komitesi Gyeligini
aktif olarak ylritmektedir. EUROLAB tarafindan Avrupa Birligi seviyesinde
baslatilan “Denetgi Harmonizasyonu” projesinin pilot uygulamasini TURKAK
ile ortaklasa yiritmektedir. EUROLAB tarafindan vyillik dort periyotta
yayinlanan biltende, dernegimiz ile ilgili faaliyetleri ve tGlkemizdeki sektorel
gelismeleri diizenli olarak genis icerikle haber olarak yayinlatmaktayiz.

TURKAK'In (Tirk Akreditasyon Kurumu) Danisma Kurulu, proje grubu,
konusuna gore ¢alisma komiteleri gibi farkli platformlarinda, sektoriin etkin
olmasini saglamistir. TURKAK Danisma Kurulu’na, lyelerimizden gelen geri
bildirimler gergevesinde;

* TURKAK “akreditasyon siireci performans izleme sisteminin” kurulmasi,

e Mikerrer denetimlerin akreditasyon sistemine olan olumsuz etkisi ve
maliyetleri,

e Akreditasyon denetimlerini standart hale getirmek icin denetgi
yaklasimlarinin  kalibrasyonuna yonelik “Denet¢i Harmonizasyonu
Projesi”nin hayata gecirilmesi,

e Sektorimiz olan,uygunluk degerlendirmenin, ekonomiye ve toplumsal
refaha etkisi hususunda farkindaligin arttirilmasi, konularinda goris ve
oneriler detayli olarak iletilmektedir.
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Ayrica TURKAK “Deney, Kalibrasyon ve Tibbi Laboratuvarlari Yeterlilik Testi”
ve “Metotlarin Gegerli Kilnmasi / Validasyonu ve Metot Verifikasyonu”
calisma komitelerinde aktif gorev alinmaktadir.

TURKLAB Akademi, Uyelerimizin ve sektoriin ihtiyaglarini karsilamak Uzere
2014 yihnda kurulmus olup, genel katilima acik ve sirket ici egitimleri basarili
sekilde gerceklestirmektedir. Bu siirede gergeklestirilen egitimlerin verileri
analiz edildiginde misteri memnuniyet oranimiz, 5 (bes) (izerinden 4.65 olup,
hem Uyelerimiz hem de sektoriin geneli icin memnuniyet saglanmaktadir.
Ozellikle sirket ici egitimler, talebe gore butik olarak tasarlanmakta, dolayisiyla
egitimler amacina daha uygun ve ekonomik olarak saglanabilmektedir.

Komitelerin sektorel sorunlara odaklanmalari icin yeniden yapilanma
calismalari baslatiimistir. Tim Gyelerimizin, olusturulan komitelere destek
vermeleri ¢ok biylk 6nem arz etmektedir. Bu baglamda tim Uyelerimizi
komitelere katilim ve destek vermeye davet ediyoruz.

ISO/IEC 17025:2017 standardinin revizyonun ulusal ve uluslararasi sektorde
dogru anlasiimasi igin, lyesi oldugumuz EUROLAB tarafindan hazirlanan
“ISO/IEC 17025:2017 Handbook” rehber dokiimani TURKLAB’In kendi
kaynaklari ile Tirkce'ye cevrilmis ve kaynak yayin haline getirilmistir.
ISO/IEC 17025:2017 standardinin revizyonun hizli ve dogru olarak uyumu
saglamasi amaciyla, sektoérin faydalanabilecegi kaynak dokiimani olarak,
hem elektronik hem de matbaa baskisi olarak Ucretsiz sekilde sektorle
paylasiimaktadir.

TURKLAB Akademi olarak “ISO/IEC 17025:2017 Standart Egitimi”
“ISO/IEC 17025:2017 i¢ Tetkikgi Egitimi”, “ISO 31000 Risk Yonetimi”, “Karar
Kural” gibi egitimleri hem genel katilima agik, hem de sirket i¢i olarak lokasyon
kisidi olmadan sunulmaktadir.

Bu kaynak dokiimanin, Glkemize, sektériimiize ve Giyelerimize, hayirliolmasini
dileriz.

Saygilarimizla,
TURKLAB Yonetim Kurulu
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TURKLAB HAKKINDA

TURKLAB Kalibrasyon ve Deney Laboratuvarlari Dernegi, Turkiye’de 6zel ve
kamu sektoriinde hizmet sunan tiim laboratuvarlarin tepe organizasyonu
olma misyonu ile kurulmustur.

Dernegimiz, Turkiye'de laboratuvar sektoriinde hizmet sunan tim kuruluslari
catisialtindabulusturmayihedefleyenulusal niteliklibiryapidir. Laboratuvarlar
diinya genelinde test ve kalibrasyon hizmetleriyle birlikte her tirli uygunluk
degerlendirme galismalarinin yapildigi kuruluglar olarak tanimlanmaktadir.
Olclilmeyen, degerlendirilmeyen bir Griiniin kalitesini kanitlamak mimkin
olmadigi i¢in ozellikle Global Ticareti gelistirme siirecinde olan Ulkemizde
laboratuvar hizmetleri giderek artan bir 5nem kazanmaktadir.

Dernegimiz 05.02.2004 tarihinde kurulmus ve ayni yil icerisinde Avrupa’da
Ulkeleri temsil eden kuruluslarin tye olabildigi Avrupa Laboratuvarlar Birligi
EUROLAB a.i.s.b.l.’ye liye olmustur. Turklab Onursal Baskani Dr. Omer Giizel
2012 yilindan giiniimiize, EUROLAB Yénetim Kurulu Uyesi olarak tlkemizi
temsil etmektedir. EA Laboratuvar Komitesinde de EUROLAB Temisilcisi
olarak gérev yapmaktadir.

Dernek tlzugimizde detayl sekilde ifade edilmis olan amaglarimizi kisaca
Ozetleyecek olursak;

e Ulkemizde laboratuvarlar arasinda koordinasyon ve is birlikteliklerini
saglamak,

¢ Yasal otorite ve kuruluslar nezdinde sektori temsil etmek,

o Akreditasyon, sertifikasyon siireclerinde Uyelerimize destek ve yardimci
olmak,

o Sektorel egitim calismalari, kongre ve konferanslar diizenlemek, katiimak,

e Sektorel ve bilimsel yayinlar hazirlamak,

e EUROLAB ve uluslararasi platformlarda tlkemizi temsil etmek.

Globallesen gliniimuiz kosullarinda Uyelerimiz ve yelerimizin musterilerinin
gereksinimleri strekli gelismekte ve farklilasmaktadir. Deney ve kalibrasyon
laboratuvarlari  6zellikle ihracatin artirilmasi acgisindan  kritik 6nem
tasimaktadirlar. Bu nedenle akreditasyon keyfiyeti, TURKAK ve Bakanliklar
ile iliskiler dernegimizin gindeminde yer alan 6nemli konularin basinda
gelmektedir.

Dernegimiz, lilkemizin 2023 hedeflerine ulasabilme ¢alismalarinda uygunluk
degerlendirme kuruluslarinin 6nemikonusunda yapilacak her tirli ¢alismanin
destekgisi olacaktir.
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ABOUT TURKLAB

TURKLAB, the Calibration and Test Laboratories Association, was founded
with the mission of being the umbrella organization of all laboratories
providing services both in the public and private sectors of Turkey.

Our association is a national organization aiming to bring together all
the institutions serving in the Turkish laboratory sector under its roof.
Laboratories are described throughout the world as the institutions that
offer testing and calibration services and engage in any kind of conformity
assessment studies. The fact that it is impossible to prove the quality of a
non-assessed and non-measured product makes the laboratory services
increase in importance with each passing day particularly in our country,
which is in the process of improving the global trade.

Our association was founded on February 5, 2004 and, in the same year, it
became a member of EUROLAB aisbl - a European Laboratories Association
accepting members from those representing their respective countries in
Europe. Turklab Honorary President Dr. Omer Giizel has, since 2012, been
representing our country as a Board Member of EUROLAB. He has also been
serving at the EA Laboratory Committee as a EUROLAB representative.

Here is a brief summary of our goals that are provided in detail in the
guidelines of our association.

e Ensuring coordination and collaboration among the laboratories of our country

e Representing the sector before legal authorities and entities

¢ Providing support and assistance to our members in the processes of
accreditation and certification

e Organizing and attending sector-related training sessions, congresses
and conferences

e Preparing sector-related and scientific publications

e Representing our country at EUROLAB and in other international platforms

In today’s globalized world, the needs of our members and their clients are
constantly increasing and changing, and testing and calibration laboratories
are critical in increasing the volume of export operations in particular. That is
why the issue of accreditation, as well as the relations with TURKAK (Turkish
Accreditation Agency) and Ministries are among the top agenda topics of our
association.

Our association will be supporting all kinds of studies that will be carried out
to emphasize the importance of conformity assessment institutions as part
of the efforts to achieve our country’s 2023 targets.
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EUROLAB HAKKINDA
Eurolab’in Kurulusu ve Statiisii

EUROLAB, AETve EFTA liyesi 19 lilkeden 17’sinin 6zel ve kamulaboratuvarlarini
temsil eden heyetler tarafindan imzalanmis bir mutabakat anlasmasi
temelinde 27 Nisan 1990 tarihinde Briiksel’de kurulmustur.

EUROLAB, Ekim 1998’den bu yana, Belcika yasalari cercevesinde uluslararasi
bir dernek yapisina sahip bir tuzel kisilik olup (A.l.S.B.L. - Association
Internationale Scientifique sans But Lucratif) “Avrupa Olgiim, Deney ve
Analitik Laboratuvarlar Ulusal Birlikleri Federasyonu” olarak anilmaktadir.

Hedefler

e Avrupa laboratuvarlarinin, hem Avrupa sahnesinde hem de diinya
genelinde faaliyetlerini dogrudan etkileyen politik ve teknik meselelerle
ilgili goruslerini agikca ifade edip dile getirerek temsilde bulunmak.

e Laboratuvar toplulugu icin alakali olabilecek tirden faaliyetler
ylriten tim Avrupa kuruluslariyla etkilesime girerek, kurumlar arasi
koordinasyonu saglamak ve cabalarin ve faaliyetlerin tekrarlanmasini
Oonlemek.

e Makale, teknik rapor, bilten, seminer ve ¢alisma gruplarimizin vb.
yayinlanmasi gibi yontemlerle bilgi ve deneyim alisverisi icin uygun
imkanlari saglamak.

e Dogruluk ve kalite glivence gereksinimlerinin gercek ihtiyaglara gore
ayarlanmasinin gerektigi uygun maliyetli test, kalibrasyon ve o6lglim
hizmetlerini tesvik etmek.

Orta Vadeli Politikalar
EUROLAB orta vadeli politikasi kapsaminda asagidakileri hedeflemektedir:

o Akreditorlerle etkilesime girerek EUROLAB (yelerinin menfaatlerini
desteklemek ve laboratuvarlarin yeterliligi ve performansi ile ilgili
diizenlemelerin sadelestirilmesi ve uluslararasi diizeyde uyumlu hale
getirilmesi amaciyla Uyelere teknik konularda ve mevzuat ile kalite
yonetimi konularinda yardimci olmak,

e Laboratuvar ve uygunluk degerlendirme hizmetlerine yonelik en 6nemli
coklu sektorel Avrupa forumu haline gelerek Urilin sertifikasyonu ve
teknik degerlendirmeyi EUROLAB’da daha gorunir kilmak,

e Laboratuvar donguli karsilastirmalari ve yeterlilik testlerine yonelik
onemli bir Avrupa odak noktasi haline gelmek,
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ABOUT EUROLAB
Creation and Status of Eurolab

EUROLABwascreatedinBrusselsonApril27,19900nthe basisofamemorandum
of understanding, signed by delegations representing the private and public
laboratories of 17 out of the 19 countries of the EEC and EFTA.

EUROLAB is since October 1998 a legalentity in the form of an international
association under Belgian law (A.L.S.B.L.-Association Internationale
Scientifiquesans But Lucratif) setting it as the European Federation of
National Associations of Measurement, Testing and Analytical Laboratories.

Objectives

e Representation by formulating and voicing the opinion of European
laboratories regarding political and technical issues having a direct
impact on the iractivity, both on the European scene and worldwide.

e Coordination by interfacing with all European organisations having
activities of interestto the laboratory community, and striving to avoid
duplication of efforts and activities.

e Action by providing adequate means forex change of information and
experience, such as the publication of our Position Papers, Technical
Reports, Newsletter, Seminars, and Working Groups etc.

* Promoting cost-effective testing, calibration and measurement services,
for which the accuracy and quality assurance requirements should be
adjusted to actual needs

Mid-term Policy
EUROLAB’s mid-term policy is aiming to:

e support EUROLAB members” interests - interfacing with accreditors- and
to help them in technical, regulatory and quality management matters,
aiming at simplification and international harmonisation of regulations
concerning competence and performance of laboratories

e be the major EUROPEAN multisectorial forum for laboratory and
conformity assessment services, making product certification and
technical evaluation more visible in EUROLAB,

* become a major EUROPEAN focus point for laboratory intercomparisons
and proficiency testing,

e act as important partner of the EC, EFTA and the standardisation
institutes, participating in international organisations such as EA, ILAC
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e AT, EFTA ve standardizasyon enstitiilerinin onemli bir ortagl olarak
hareket ederek EA ve ILAC gibi uluslararasi kuruluslara katilmak ve diinya
genelindeki diger ilgili topluluklarla baglantilar gelistirmek,

¢ Halkla iliskiler icin EUROLAB agini kullanmak ve EUROLAB (yelerinin
uzmanligini ekonomi ve toplum yararina misterilere sunmak.

EUROLAB Amag ve Faaliyetler

EUROLAB, Avrupa genelindeki 25 ulusal dernekten olusan karamaci glitmeyen
bir kurulustur. 2000’in Gzerinde uygunluk degerlendirme kurulusunun bir
araya getirilmesive 100.000’den fazla teknik uzman ve laboratuvar uzmaninin
temsil edilmesi.

EUROLAB Genel Hedefi

Dogruluk ve kalite gilivence gereksinimlerinin gercek ihtiyaclara gore
ayarlandig uygun maliyetli test, kalibrasyon ve ol¢gim hizmetlerinin tesvik
edilmesi.

Ana Hedefler:

1.Laboratuvarlarin, hem Avrupa sahnesinde hem de diinya genelinde
faaliyetlerini dogrudan etkileyen ekonomik, politik ve teknik meselelerle
ilgili géruslerini acikca ifade edip dile getirerek temsilde bulunmak.
2.Laboratuvar toplulugu icin alakali olabilecek tiirden faaliyetler ylriten
kuruluslarla etkilesime girerek kurumlar arasi koordinasyonu saglamak
ve c¢abalarin ve faaliyetlerin tekrarlanmasini 6nlemek.
3.EUROLAB, asagidaki hususlarin gelistiriimesinde bilgi ve deneyim
alisverisi ve dolasimina yonelik en 6nemli coklu sektérel ve yatay forum
haline gelmelidir.
¢ Test, 6l¢lim ve analitik metotlar
e Mevzuat ve direktiflerin uygulanmasinda, irin sertifikasyonunda ve
kabulliinde ve teknik degerlendirmelerde test ve analitik sonuglarin
kullanilmasi
e Ornegin AT cerceve programlari dahilindeki yeni &lgiim ve test
teknikleri
¢ Kalite guivence kriterleri
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and developing links with other relevant communities world-wide,

e use the EUROLAB network for public relations, and theprovision of
EUROLAB members expertise tocustomers for the benefit of economy
and society.

Aims and Activities

EUROLAB is a not-for-profit organisation composed of 25 national associations
all over the Europe. Grouping over 2,000 conformity assessment bodies and
representing over 100,000 technical experts and laboratory practitioners.

EUROLAB General Objective

Promote cost-effective testing, calibration and measurement services, for
which the accuracy and quality assurance requirements were adjusted to the
actual needs.

Key Objectives:

1.Representation by formulating and voicing the opinion of laboratories
regarding economic, political and technical issues having a direct impact
on laboratories’ activities both on the European scene and world-wide.

2.Co-ordination by interfacing with organisations having activities of
interestto the laboratory community, and striving to avoid duplication
of efforts and activities.

3.EUROLAB should be the major multi sectorial and horizontal forum
for the circulation and exchange of information and experience in
development of:

e Test, measurement and analytical methods

e The use of test and analytical results in the implementation of
legislation and directives, in product certification and acceptance,
and in technical evaluations

e New measurement and testing techniques for example within the EC
frame work programmes, as well as

e Quality assurance measures
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STANDART REViZYONU HAKKINDA GENEL DEGERLENDIRME

Bu yeni ISO/IEC 17025 standardi, standardin her bir bélimina daha ayrintih
olarak incelemeden 6nce standardin yapisi ve kapsamiyla ilgili bahsedilmesi
gereken bazi 6nemli degisiklikleri icermektedir.

Yapr:

Standardin yeni vyapisi, artik alistigimiz sekilde iki ana boélimden
(Yonetim Sartlari icin dort, Teknik Sartlar icin bes) olusmamakta;
digerleriyle uyumlastiriimis bir standart olmasi icin CASCO uygunluk
degerlendirme standartlari yonergelerini uygulamakta ve daha ¢ok
siirece odaklanmaktadir:

e Yapisal gereklilikler

o Kaynak gereklilikleri

e Sirec gereklilikleri

e Yonetim sistemi gereklilikleri

Standart ayrica 6nceki versiyona dahil edilmemis olan iki Ek icermektedir:
o Metrolojik izlenebilirlik ile ilgili Bilgilendirici Ek A
e Laboratuvar yonetim sisteminin farkli segcenekleri ile ilgili Bilgilendirici
Ek B

ifadeler:

Daha glicli bir sitire¢ oryantasyonu ve risk temelli dislince uygulamasi,
gereklilikleri formile etmek icin kullanilan bu yeni yonteme yansitilmistir.
ISO/IEC 17025 standardinin 6nceki baskisinda laboratuvar uygulamasina 6zel
hiakimler dile getirilirken, yeni kelime secimi daha ¢ok performansa dayali
ve bu nedenle daha soyuttur. Somut slire¢ tasarimi (“nasil”) kullanicilara
birakilirken belirli siireclerin sonucu veya amaci artik formilasyonlarda
(performansa dayali sartlar) sakhidir. Dolayisiyla miinferit stire¢ adimlarinin
actklamasi yapilmamistir.

Kapsam:

“Laboratuvar” teriminin yeni bir tanimi ve faaliyetleri dahil edilmistir. Yeni
versiyonda, bir laboratuvar sonraki deney veya kalibrasyon hizmetleriyle
baglantili olan deney, kalibrasyon ve/veya numune alma islemlerini
gerceklestirebilen bir organizasyon olarak tanimlanmistir. “Laboratuvar
faaliyetleri” terimi getirilmistir. “Laboratuvar” teriminin yeni tanimi,
laboratuvar faaliyetlerinin yalnizca deney ve kalibrasyonu degil ayni zamanda

ISO/IEC 17025:2017 - REViZYON REHBERi / HANDBOOK 15

GENERAL CONSIDERATIONS

This new standard ISO/IEC 17025 includes some noteworthy changes related
to its structure and scope that should be mentioned before we go into greater
details of each section of the standard.

Structure:

The new structure of the standard is no longer based on the two main chapters
(four for Management requirements, and five for Technical requirements) we
were used to; to be harmonized with the rest, this one follows the CASCO
guidelines for conformity assessment standards, and the structure is more
process oriented:

e Structure requirements

® Resource requirements

® Process requirements

* Management system requirements

The standard also includes two Annexes that were not included in the
previous version:

e Informative Annex A, related to metrological traceability
¢ Informative Annex B, related to the different options of the laboratory
management system

Wording:

A stronger process orientation and the implementation of risk-based thinking
are reflected in a changed way of formulating the requirements. While in the
previous edition of ISO/IEC 17025 specific provisions for the implementation
in the laboratory have been expressed, the new choice of words is more
performance-based and therefore much more abstract. The result or
the purpose of certain processes is now embedded in the formulations
(performance-based requirements), while the concrete design of the
processes (the “how”) is left up to the users; consequently, the description of
individual process steps has been abandoned.

Scope:

A new definition of the term “laboratory” and its activities has been included.
In the new version, a laboratory has been defined as an organization that
can perform testing, calibration and/or sampling associated with subsequent
testing or calibration. The term “laboratory activities” has been introduced.
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numune almayi da icerdigini ortaya koymaktadir, ancak bunun bir sonraki
deney veya kalibrasyonla baglantili olmasi sarttir. Standardin laboratuvar
faaliyetlerinden bahsettigi durumlarda uygun sartlarin her Ug faaliyet icin de
uygulanmasi kullanici agisindan énemlidir.

Bu el kitabi ISO/IEC 17025:2017 standardinin en énemli yeniliklerini sonraki
bolimlerde tanimlamakta, onceki versiyona kiyasla bu yeniliklerin nasil
uygulanacagina dair onerilerde bulunmakta ve o0zellikle CookBooks’larla
belirli maddelere iliskin daha fazla kaynak tavsiye etmektedir.
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The resulting new definition of the term “laboratory” makes clear that
laboratory activities do not only include testing and calibration but also
sampling, provided that this is in connection with a subsequent test or
calibration. For the user it is important that the appropriate requirements
are applied to all three activities whenever the standard speaks of laboratory
activities.

In the following, this handbook identifies the major innovations of ISO/IEC
17025:2017, often in comparison to the previous version, gives suggestions
on how to implement the novelties, and recommends further readings on
the particular clauses, especially to the CookBooks.
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RiSK TEMELLi DUSUNCE

RISK BASED THINKING

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Baslik
Giris "Risk Temelli Yaklagim" Yok Yok

Degisikliklerin tespiti

Bu belge, laboratuvarin risk ve firsatlara yonelik aksiyonlar planlamasini ve
uygulamasini gerektirir. Hem risk hem de firsatlarin ele alinmasi, yonetim
sisteminin etkinligini artirmak, iyilestirilmis sonuglar elde etmek ve olumsuz
etkileri 6nlemek icin bir temel olusturur. Ele alinmasi gereken risk ve firsatlari
belirlemek laboratuvarin sorumlulugundadir.

Yeniliklerin nasil uygulanacagina dair dneriler
Laboratuvardaki risk degerlendirmesinin hedefleri (8.5) sunlardir:

“a) yonetim sisteminin amaclanan sonuglara ulastigina dair glivence vermexk,
b) laboratuvarin amag ve hedeflerine ulasmasina yonelik firsatlari arttirmak,
c) laboratuvar faaliyetlerinde istenmeyen etkileri ve olasi arizalari 6nlemek
veya azaltmak,

d) iyilestirme saglamak.”

Laboratuvarda risk temelli diisiince bir yenilik degildir ancak standart, 6rnegin
ISO 31000’in gerekliliklerine uygun tam bir risk yonetim sistemi (RMS)
ongbérmese de yeni standartta tesvik edilmektedir. Laboratuvardan risklere
ve firsatlara yonelik aksiyonlar planlamasi ve uygulamasi beklenmektedir.
Bu nedenle laboratuvar agisindan belirli riskleri ve ilgili firsatlari genel olarak
gbzden gecirmek ve risk analizinin sonuglarini belgelemek yararh olacaktir.

Gegersiz uygunluk beyani (7.8.6) hikmu dahil, gegersiz sonuglar tretme
riski ve tarafsizlik riskleri dikkate alinmalidir (4.1.4). Ayrica uygun olmayan
calismalar (7.10), sahte kabul ve sahte ret gibi gecersiz beyanlar (7.8.6.1) ve
istatistiksel varsayimlar ile ilgili risk seviyeleri, drnegin lic asamali bir kotasyon
sistemi ile tanimlanmalidir. Kabul edilebilir risk bu sekilde siniflandiriimalidir.

Bu risk analizi ve sonugta ortaya c¢ikan aksiyonlarin yeterliligi yonetim
sisteminde uygulanacaktir. Bu nedenle yonetim incelemesi sirasinda bu

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
Introduction | "Risk based approach" N/A N/A

Identification of changes

This document requires the laboratory to plan and implement actions to
address risks and opportunities. Addressing both risks and opportunities
establishes a basis for increasing the effectiveness of the management system,
achieving improved results and preventing negative effects. The laboratory is
responsible for deciding which risks and opportunities need to be addressed.

Suggestions on how to implement the novelties
The objectives of risk assessments in the laboratory (8.5) are to:

“a) give assurance that the management system achieves its intended results;
b) enhance opportunities to achieve the purpose and objectives of the
laboratory;

c) prevent or reduce undesired impacts and potential failures in the laboratory
activities; and

d) achieve improvement.”

Risk based thinking in a laboratory is not a novelty, but it is promoted in the new
standard, although the standard does not stipulate a complete risk management
system (RMS), for example conforming to the requirements of ISO 31000. The
laboratory is expected to plan and implement actions for addressing risks and
opportunities. It is therefore useful to get an overview of the specific risks as well
as the corresponding opportunities for the laboratory and to document the results
of the risk analysis.

Both the risks of producing invalid results including the provision of an invalid
statement of conformity (7.8.6) and impartiality risks should be considered
(4.1.4). Additionally, risk levels regarding non-conforming work (7.10) and invalid
statements (7.8.6.1), such as false accept and false reject as well as statistical
assumptions, should be defined for instance by a three-stage quotation system.
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hususun ele alinmasi tavsiye edilmektedir (8.9.2).

Diger kaynaklar

e CookBook N218 “Risk degerlendirmesine giris”

e CookBook N28 “Karar kurallari” veya Teknik Rapor
* CookBook N27 “Yénetim incelemesi”

* 1SO 31000
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An acceptable risk should be classified as such.

This risk analsysis as well as adequateness of the resulting actions shall be
implemented in the management system; it is therefore recommended to address
this during the management review (8.9.2).

Further readings
e CookBook N218 “An introduction to risk consideration”
e CookBook N28 “Decision rules” or Technical Report
e CookBook N27 “Management Review”
¢ |SO 31000



22 TURKLAB KALIBRASYON VE DENEY LABORATUVARLARI DERNEGI

4. GENEL SARTLAR
TARAFSIZLIK VE GiZzLiLiK

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

4.1 Tarafsizhik 4.1.4/ Organizasyon
4.1.5

4.2 Gizlilik 4.1.5¢) Organizasyon

Degisikliklerin tespiti
Yeni uyumlu metin eklenmistir. Bu nedenle bunlar tamamen yeni maddelerdir.

Yeniliklerin nasil uygulanacagina dair dneriler
e Tarafsizlik ile ilgili olarak (4.1)

ihtiyaclara bagh olarak asagidaki adimlari iceren bir belge tutulmasi tavsiye
edilmektedir:

e Laboratuvar faaliyetleri, iliskileri ve personelinin iliskilerinden
kaynaklanan riskler de dahil olmak Uizere potansiyel tarafsizlik riskleri
analizi

e Tarafsizlik ile ilgili riskleri ortadan kaldiracak veya en aza indirecek
onlemler

e Eylem plani: ilgili aksiyonlari tasarlayin ve uygulayin

® Beyanin Ust yonetimce imzalanmasi yoluyla laboratuvarin durustlik
taahhidu

Bu analiz, Yonetim incelemesinde gbdzden gecirilmeli ve gerekirse revize
edilmelidir.
o Gizlilik ile ilgili olarak (4.2)

Laboratuvar bir gérev hakkinda herhangi bir bilgiyi kamuya aciklamak isterse
misteri yazili olarak bilgilendirilmelidir. Bu bilgiler faaliyetlere baslamadan
once verilmeli ve bu nedenle laboratuvar tarafindan kullanilan teklif/s6zlesme
veya benzeri belgelere dahil edilmelidir. Misteri gorevlerine iliskin bilgilerin
gizli tutulmasi genel bir uygulamadir.
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4. GENERAL REQUIREMENTS
IMPARTIALITY AND CONFIDENTIALITY

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

4.1 Impartiality 4.1.4/ Organization
4.15

4.2 Confidentiality 4.1.5¢) Organization

Identification of changes
New harmonized text has been included, so these are completely new clauses.

Suggestions on how to implement the novelties

e Regarding impartiality (4.1)
It is recommended to write down a document in which, depending on the
needs, the following steps should be included:

e Analysis of potential impartiality risks, including risks arising from the
laboratory activities, its relationships and the relationships of its personnel

e Measures to eliminate or minimice risks concerning impartiality

e Action plan: design and implement pertinent actions

e Commitment of the laboratory to its integrity, through the signature

of a statement by the top management
This analysis should be reviewed at the Management review and, if necessary,
revised.
e Regarding confidentiality (4.2)

The customer should be informed in writing if the laboratory intends
to make publicly available any information about an assignment. This
information should be provided before starting the activities. and should
therefore be included in the offer/contract or other similar document used
by the laboratory. It is common practice that information about customer
assignments are kept confidential.
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Laboratuvar personeli, saglayicilar, harici personel vs. de bir gizlilik beyani The laboratory personnel, providers, external personnel etc. should also sign
imzalamalidir. a confidentiality declaration.
Diger kaynaklar Further readings

e CookBook N211 Yeni personel Uiyelerinin tanitimi: terimler e CookBook N211 Induction of new staff members: terms

e CookBook N219 Tarafsizlik e CookBook N219 Impartiality
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5. YAPISAL GEREKLILIKLER

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Baslik
5 Yapisal Gereklilikler 4 Organizasyon

Degisikliklerin tespiti
Gereklilikler yeniden yapilandirilmistir. En 6nemli degisiklikler sunlardir:

¢ Standartta “kalite muduri” teriminden bahsedilmemis, ancak islevlerine
yine yer verilmistir. (5.6)

e Standartta “teknik miduar” teriminden bahsedilmemis, ancak islevlerine
yine yer verilmistir. (5.2)

¢ Kilit pozisyonlar icin vekil bulunmasina artik gerek yoktur.

e Laboratuvar faaliyet yelpazesini yazmakla yukumltdir (5.3, 5.4). Kalicl
olarak disaridan saglanan faaliyetler, faaliyet yelpazesine dahil degildir.

e Yeni I1SO 9001:2015 standardinin ardindan madde 5.7. a) yonetim
sisteminin etkinligi ile ilgili yeterli iletisim slrecleri gerektirir.

Yeniliklerin nasil uygulanacagina dair dneriler

Laboratuvardaki mevcut belgelerin uyarlanmasi ve ISO/IEC 17025 standardini
yerine getiren faaliyetlerin bir 6zetinin yazilmasi Onerilmektedir. Baska
faaliyetler (kalici olarak disaridan saglanan faaliyetler vs.) varsa bunlar da bu
belgeye eklenebilir, ancak agikca isaretlenmelidir.

iletisim sartlari ile ilgili olarak, yonetim sisteminin etkililigini ele alan yénetim
incelemesinin sonuglarinin ilgili personele iletilmesi 6nerilmektedir.

Diger kaynaklar
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5. STRUCTURAL REQUIREMENTS

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
5 Structural Requirements 4 Organization

Identification of changes
The requirements have been restructured. The most important changes are:

e The term “quality manager” is not mentioned, even though the functions
are still included in the standard. (5.6)

e The term “technical manager” is not mentioned, even though the
functions are still included in the standard. (5.2)

e |t is no longer necessary to have deputies for key positions.

e The laboratory is obliged to write down the range of activities (5.3, 5.4).
The range of activities does not include those activities that have been
permanently subcontracted.

¢ Followingthenew!S09001:2015clause5.7.a)requiresadequate communication
processes regarding the effectiveness of the management system.

Suggestions on how to implement the novelties

It is suggested to adapt existing documents in the laboratory and to write
down a brief summary of the activities fulfilling ISO/IEC 17025. If there are
any other activities (permanently subcontracted activities etc.), they can also
be included in this document, but they have to be clearly marked.

Regarding the communication requiremements, it is suggested to
communicate the results of the management review addressing the
effectiveness of the MS to the personnel concerned.

Further readings
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6. KAYNAK GEREKLILIKLERI
6.2 PERSONEL

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

6.2 Personel 4.1.5f)-h) | Organizasyon /
5.2 Personel

Degisikliklerin tespiti
Onemli bir degisiklik bulunmamaktadir. En ¢cok dikkat cekenler sunlardir:
¢ Personeli (yetki verilmeden 6nce) denetleme ve (yetki verildikten sonra)
izleme gerekliligi (6.2.5 c ve f) kabul edilmistir.
e Egitimin etkinligini degerlendirme gerekliligi silinmistir.
e is tanimlarini belgeleme gerekliligi silinmistir. Bununla birlikte her bir
islevin (sadece yonetsel islevlerin degil, laboratuvar sonuglarini etkileyen
tim islevlerin) yeterlilik sartlarini tanimlamak gerekmektedir.

Yeniliklerin nasil uygulanacagina dair 6neriler

Standardin 6.2.5 sayili maddesi, a) ile f) arasinda kronolojik sirada dikkate
alinmasi gereken bir liste icermektedir.

Laboratuvardaki mevcut belgelerin bu yeni duruma uyarlanmasi énerilmektedir.
Genellikle laboratuvarlarin personel igin bir izleme plani bulunur.

En sik kullanilan denetim/izleme yontemleri sunlardir:
¢ bilinen numunelerin 6lcimi: referans standartlar, donguli karsilastirma
numuneleri, vs.
e kdr numuneler
e |laboratuvarlar arasi/laboratuvar ici karsilastirmalar
e sinavlar (entelektiel bilgi igin)

Bu faaliyetleri kaydetmeniz tavsiye edilmektedir.

Diger kaynaklar

e CookBook N26 “Personelin yeterliliginin degerlendirilmesi”
e CookBook N211 “Yeni kadro Gyelerinin tanitimi”
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6. RESOURCE REQUIREMENTS
6.2 PERSONNEL

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

6.2 Personnel 4.1.51) -h) | Organization /
5.2 Personnel

Identification of changes
There are no substantial changes. The most prominent are:

e The need to supervise (before authorisation) and to monitor (after
authorisation) the personnel (6.2.5 c and f) has been taken up.

* The need to assess the efficiency of training has been erased.

* The need to document job descriptions has been erased. However, it is
required to define competence requirements for each function (not only
managerial functions but all of those that have an impact on the results
of the laboratory).

Suggestions on how to implement the novelties

In 6.2.5, the standard includes a list from a) to f) which should be considered
in chronological order. It is suggested to adjust existing documents in the
laboratory to this new situation.

Usually laboratories already have a monitoring plan for the personnel.
The most frequently used supervision/monitoring methods are:

e measuring samples known: Reference standards, Intercomparison samples, etc.
e blind samples

e inter/intralaboratory comparisons

e exams (for intellectual knowledge)

It is recommended to record these activities.

Further readings

e CookBook N26 “How to assess the competence of staff”
e CookBook N211 “Induction of new staff members”
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6. KAYNAK GEREKLILIKLERI
6.3 TESISLER VE CEVRE SARTLARI

6. RESOURCE REQUIREMENTS
6.3 FACILITIES AND ENVIRONMENTAL CONDITIONS

Capraz Referans

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde

Baslik

Madde

Baslik

6.3

Tesisler ve cevre sartlari

5.3

Yerlesim ve cevre sartlari

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Clause

Title

Clause

Title

6.3

Facilities and
environmental conditions

53

Accommodation and
environmental conditions

Degisikliklerin tespiti

Kayda deger degisiklik olmamistir. Deneyler sirekli kontroli disindaki
tesislerde gerceklestirildiginde yeni standart, cevre ve tesislerle ilgili
gerekliliklerin karsilanmasini gerektirir.

Yeniliklerin nasil uygulanacagina dair oneriler
Formatlarin, eger varsa, ¢evre sartlarina uyarlanmasi dnerilmektedir.

Diger kaynaklar

6. KAYNAK GEREKLILIKLERi
6.4 EKIPMAN

Identification of changes

There are no significant changes. When tests are performed in facilities
outside its permanent control, the new standard requires that environmental
and facilities related requirements be met.

Suggestions on how to implement the novelties
It is advisable to adapt formats to the environmental requirements, if any.

Further readings

Capraz Referans

6. RESOURCE REQUIREMENTS
6.4 EQUIPMENT

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde

Baslk

Madde

Baslik

6.4

Ekipman

5.5

Ekipman

Clause

Title

Clause

Title

6.4

Equipment

5.5

Equipment

Degisikliklerin tespiti
¢ Standartlar, referans materyaller, reaktifler ve yazilim da artik ekipman
olarak degerlendirilmektedir (6.4.1).
e Ekipmanlar igin kalibrasyon sartlari su sekilde belirlenmistir (6.4.6):
e Dogruluk veya belirsizligin sonuglarin gecerliligini etkiledigi durumlar

Identification of changes

e Standards, reference materials, reagents, and software are now also
considered as equipment (6.4.1).
e Conditions to calibrate equipment are set (6.4.6):
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e Metrolojik izlenebilirlik icin kalibrasyonun gerekli oldugu durumlar
e RM dreticilerinin yeterliligini vurgulamak icin ISO 17034 standardina
referans verilmistir.

Yeniliklerin nasil uygulanacagina dair dneriler

Ekipman kontrol sistemini reaktifler, standartlar, referans materyaller,
yardimci ekipmanlar ve yazilima uyarlayarak kapsamini genisletin.
Bu en azindan asagidakileri ifade eder:

e tanimlama

¢ envanter ve depolama

e kalibrasyon/dogrulama, bakim planinin uygun oldugu Gzere degistirilmesi
e ariza ve tamirat kaydi

(Laboratuvar tarafindan veya harici bir saglayic tarafindan gelistirilen) yeni
yazilimlar, kullanima hazir standart yazilim olmadikga, laboratuvar tarafindan
kullanilmadan o6nce valide edilmelidir. Yeni yazilimin validasyon faaliyetleri,
yeni ekipmanlarin yontem validasyonu ve kabul testleri ile bircok ortak
noktaya sahiptir. Kisacasi, validasyon islemi yazilimin kullanim amacina
uygun oldugunu gosterecektir. Yazilim, deney ekipmanina dahili durumdaysa
(gomalu) validasyon islemi kabul testine dahil edilmeli ve kalibrasyon
sirasinda da dikkate alinmalidir. Bununla birlikte, cogu durumda dahili yazilim,
kullanima hazir standart yazilim olarak kabul edilebilir.

Diger kaynaklar

e Eurolab CookBook N212 “Excel Kullanimi”

e CookBook “Yazilimin ekipman olarak ele alinmasi”

¢ |ISO/IEC 17025:2005 Standardina Referansla Laboratuvarlarda Bilgisayar
ve Yazilim Yonetimi Kilavuzu”
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e if accuracy or uncertainty affect the validity of results
e if calibration is needed to establish metrological traceability
e Reference to ISO 17034 has been included to emphasise the competence
of RM producers.

Suggestions on how to implement the novelties

Adapt and extend the equipment control system to reagents, standards,
reference materials, auxiliary equipment, and software.
This implies at least the following:

e identification

e inventary and storage

e calibration/verification, modification of maintenance plan, as applicable
e record of malfunction and reparations

Before new software (developed by the laboratory or by an external provider)
is used by the laboratory, it has to be validated, except if it is standard off the
shelf software. The validation activities of new software have a lotin common
with method validation and acceptance test of new equipment. In short, the
validation shall demonstrate that the software is fitted for its intended use.
When software is included (built-in) in test equipment the validation should
be included in the acceptance test and also be considered during calibration.
However, in many cases built-in software could be considered as standard off
the shelf software.

Further readings

e Eurolab CookBook N212 “Use of Excel”

e CookBook “Handling of software as equipment”

e Guidance for the Management of Computer and Software in Laboratories
with Reference to ISO/IEC 17025:2005”
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6. KAYNAK GEREKLILIKLERI
6.5 METROLOJIK iZLENEBILIRLIK
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6. RESOURCE REQUIREMENTS
6.5 METROLOGICAL TRACEABILITY

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Baslik
6.5 Metrolojik izlenebilirlik 5.6 Olgiim izlenebilirligi

Degisikliklerin tespiti

Notlarin ¢ogu silinmis ve metrolojik izlenebilirlik Gzerine yeni bir Bilgilendirici
Ek olusturulmustur. izlenebilirligin nasil olusturulacagi ve gosterilecegine dair
asagidaki olasiliklar Ek A’ya eklenmistir:

e NMI kullanimi yoluyla
o Akredite edilmis kalibrasyon laboratuvari
¢ Digerleri

Yeniliklerin nasil uygulanacagina dair dneriler

Mimkin ve uygun maliyetli oldugunda, laboratuvar icin akredite edilmis
kalibrasyon laboratuvarlarini veya NM/I’leri kullanmak daha kolaydir, ancak
bunun mimkiin olmamasi halinde yeterliliklerin 1ISO/IEC 17025 standardi
temelinde degerlendirilmesi 6nerilmektedir.

Degerlendirmenin ana unsurlari sunlardir:
¢ Kullanilan standartlarin izlenebilirligi

¢ Kullanilan kalibrasyon prosediiri
e Belirsizlik degerlendirme prosediiri

Sonuglar Sl birimlerine kadar izlenemezse, laboratuvar diger taninmis
yontemleri (referans laboratuvarlar, referans standartlar/materyaller,
referans proseddrleri, vs.) kullanabilir.

Diger kaynaklar

¢ [LAC P-10
¢ |SO 17034 (veya gecis doneminde I1SO Guide 34)

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
6.5 Metrological traceability 5.6 Measurement traceability

Identification of changes
Most of the notes have been erased, and a new Informative Annex on

metrological traceability has been created. In Annex A, possibilities have
been included on how to establish and demonstrate traceability:

e through the use of a NMlI

e accredited calibration laboratory
e others

Suggestions on how to implement the novelties

Whenever possible and cost-efficient, it is easier for the laboratory to use
accredited calibration laboratories or NMls; however, if this is not possible, it
is advisable to assess their competence based on ISO/IEC 17025.

The main aspects of the assessment are:
e traceability of used standards

e used calibration procedure
e uncertainty evaluation procedure

If the results cannot be traced to Sl the laboratory can use other recognised
methods (reference laboratories, reference standards/materials, reference
procedures, etc.)

Further readings

e [LAC P-10
¢ |SO 17034 (or ISO Guide 34 during transition period)
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6. KAYNAK GEREKLILIKLERI
6.6 DISARIDAN SAGLANAN URUN VE HiZMETLER

6. RESOURCE REQUIREMENTS
6.6 EXTERNALLY PROVIDED PRODUCTS AND SERVICES

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Baslik
6.6 Disaridan saglanan Griin ve | 4.5 ve Deney ve kalibrasyonlarin
hizmetler 4.6 dis tedarikciden saglanmasi
Hizmet ve malzemelerin
satin alinmasi

Degisikliklerin tespiti
Bu yeni madde, dnceki taseronluk kavramini igermektedir. Bu nedenle satin
alma ve taseronluk bir madde igerisinde derlenmistir.

Laboratuvar dis saglayicilari segmek, degerlendirmek, izlemek ve yeniden
degerlendirmek icin bir sisteme sahip olmalidir. Laboratuvar satin alinan tim
Urlin ve hizmetlerin gereklilikleri yerine getirdiginden emin olmalidir.

Laboratuvar asagidaki hususlari saglayiciya net bir sekilde aciklayacaktir:

¢ Nelerin satin alinacagl,

e Kabul sartlari,

e ihtiyag duyulan personelin yeterliligi,

¢ Laboratuvarin saglayici tesislerinde gergeklestirmeyi diistindigli faaliyetler
Hangi Grin ve hizmetlerin disaridan saglanabilecegini tanimlayan Ug¢ farkli
yol (6.6.1 a, b ve c) bulunmaktadir. Talep, teklif ve sozlesmelerin gézden
gecirilmesine yonelik proseddr, laboratuvarin disaridan saglanan faaliyetlerin
musterisine bilgi vermesini icerecek ve musteri laboratuvar faaliyetlerine
baslamadan once dis saglayicilarin katilimini onaylayacaktir.

Yeniliklerin nasil uygulanacagina dair dneriler

Laboratuvar, saglayicilari degerlendiren ve kontrol eden sistemin standardi
karsilamasini temin edecektir. Kullanima hazir standart yazilm satin
alindiginda bu yazilim valide edilmis sayilabilir.

Diger kaynaklar

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
6.6 Externally provided 4.5 and Subcontracting of tests and
products and services 4.6 calibrations Purchasing
services and supplies

Identification of changes

This new item includes the previous concept of subcontracting, so purchasing
and subcontracting are now compiled in one clause.

The laboratory should have a system to select, assess, monitor, and reassess
external providers. The laboratory shall ensure that all purchased products
and services fulfil the requirements.

The laboratory shall make the following clear to the provider:

e what is to be bought,

e acceptance criteria,

e personnel competence needed, and

e activities that the laboratory intends to perform in the provider’s facilities

Three different ways (6.6.1 a, b and c¢) describe which products and services
can be provided externally. The procedure for reviewing requests, tenders,
and contracts shall include the laboratory’s information to the customer of
externally provided activities, and the customer shall approve the involvement
of external providers before starting laboratory activities.

Suggestions on how to implement the novelties

The laboratory shall ensure that the system to assess and control providers
fulfils the standard. When standardised off the shelf software is purchased,
this software can be considered as validated.

Further readings
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7. SUREC GEREKLILIKLERI
7.1 TALEP, TEKLIF VE SOZLESMELERIN GOZDEN GECIRILMESIi

Capraz Referans
ISO/IEC 17025:2005

ISO/IEC 17025:2017
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7. PROCESS REQUIREMENTS
7.1 REVIEW OF REQUESTS, TENDERS, AND CONTRACTS

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde

Baslik

Madde

Baslik

7.11

Talep, teklif ve sdzlesmelerin
gozden gegirilmesi

4.4

Talep, teklif ve sdzlesmelerin
gozden gegirilmesi

Clause

Title

Clause

Title

7.1.1

Review of requests,
tenders, and contracts

4.4

Review of requests,
tenders, and contracts

Degisikliklerin tespiti
Bir laboratuvar faaliyetinin disaridan saglanmasi durumunda (7.1.1d)
mdisterinin onayi alinmalidir.

Miusteri bir uygunluk beyani isterse karar kuralinin net olmasi, misteriye
bildirilmesi ve misteri tarafindan kabul edilmesi gerekir.

Yeniliklerin nasil uygulanacagina dair dneriler
Ticari belgeleri yeni gereklilikleri icerecek sekilde degistirin.

Diger kaynaklar

Identification of changes

When subcontracting a laboratory activity (7.1.1d) it is necessary to obtain
the customer’s approval.

If the customer requires a conformity statement, then the decision rule has to
be clear, and it has to be communicated to and agreed upon by the customer.

Suggestions on how to implement the novelties
Modify commercial documents to include new requirements.

Further readings

7. SUREC GEREKLILIKLERI
7.2 YONTEM SECiMi, DOGRULAMA VE VALIDASYON

7. PROCESS REQUIREMENTS
7.2 SELECTION, VERIFICATION, AND VALIDATION OF METHODS

Capraz Referans

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde Baslik

Madde Baslik

7.2 Yontem segimi, 5.4.1./ Deney ve kalibrasyon yontemleri
dogrulama ve 5.4.2 ve yontem validasyonu - Genel /
validasyon Yontem Secimi

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Clause Title Clause Title
7.2 Selection, verification, | 5.4.1./ | Test and calibration methods and
and validation of 5.4.2 method validation - General /

methods

Degisikliklerin tespiti

7.2.1.5’te laboratuvarin gerekli performansi gosterebilecegini dogrulayacak

Selection of methods

Identification of changes

In 7.2.1.5, the concept of “method verification” is introduced which is the
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faaliyet olan “yontem dogrulama” kavrami getirilmistir.

“Yontem gelistirme gerektiginde bu planli bir faaliyet olacak (7.2.1.6) ve
bunun igin yeterli kaynaklara sahip yetkili personel goérevlendirilecektir.
Yontem gelistirme ilerledikce misterinin ihtiyaglarinin karsilanmaya devam
ettigini teyit etmek amaciyla periyodik inceleme yapilacaktir. Gelisim planinda
yapilan degisiklikler onaylanarak yetki verilecektir.”

7.2.1.7'den sonra, misteri yontem sapmalarini kabul etmelidir. Bu baglamda
sapma, yontemde vyapilan planl bir degisik veya modifikasyon olarak
anlasiimalidir.

Onceki versiyonun laboratuvarda gelistirilmis yéntemler ve standart olmayan
yontemlerle ilgili 5.4.3 ve 5.4.4. bolim igerigi silinmistir.

Yontemleri valide etmek igin “yeni” biryol, 7.2.2.1 c) olarak dahil edilmistir. Bu
teknik, yontem dayanikliliginin kuvoz sicakligl, hacim dagilimi vs. gibi kontrol
edilen parametreler varyasyonu ile test edilmesini saglar.

Onceki standartta yer alan Not 3 artik 7.2.2.2 sayili sart olmustur.

7.2.2.4, bir dogrulama sonucu olarak kayitlarin gerekliligini daha da hassas bir
sekilde dogrular.

Yeniliklerin nasil uygulanacagina dair dneriler

Standartlastirilmis yontemler kullanilirken dogrulamalarin belgelenmesi
tavsiye edilmektedir.

Diger kaynaklar
e CookBook N21 “Deney ve kalibrasyon yontemlerinin validasyon siireci”
e CookBook N215 “Bir olcim prosediriinin dogrulugunun referans
materyal kullanimi yoluyla degerlendirilmesi”
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activity to verifiy that the laboratory can achieve the required performance.

“When method development is required, this shall be a planned activity
(7.2.1.6) and shall be assigned to competent personnel equipped with
adequate resources. As method development proceeds, periodic review
shall be carried out to confirm that the needs of the customer are still being
fulfilled. Any modifications to the development plan shall be approved and
authorized.”

Following 7.2.1.7, the customer has to accept deviations from the methods.
Deviation in this context should be understood as a planned change or
modification of the method.

The content of5.4.3 and 5.4.4 of the previous version regarding own
developed methods and non-standardized methods have been erased.

A “new” way to validate methods has been included as 7.2.2.1 c). This
technique provides that method robustness is tested through variation of
controlled parameters such as incubator temperature, volume dispensed,
etc.

The previous Note 3 in the previous standard is now the requirement 7.2.2.2
7.2.2.4 precises more thoroughly the need of records as a validation result.

Suggestions on how to implement the novelties

It is recommended to document verifications when using standardized
methods.

Further readings
e CookBook N21 “Validation of test and calibration methods”
e CookBook N215 “The assessment of the trueness of a measurement
procedure by use of a reference material”
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7. SUREC GEREKLILIKLERI
7.3 NUMUNE ALMA

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Bashk
7.3 Numune Alma 5.7 Numune Alma
5.8 Not 2,
5.10.2 h,
5.10.3.2

Degisikliklerin tespiti

Numune alma artik deney ve kalibrasyon gibi bir laboratuvar faaliyeti olarak
vurgulanmaktadir. Standardin tamami, numune alma faaliyetleri icin de
gecerlidir.

Standardin numune alma islemini ele alma sekli pek degismemistir. Bununla
birlikte olcim belirsizligini degerlendirirken numune almanin toplam
belirsizlige olan katkisi dahil edilmelidir (7.6.1).

Yeniliklerin nasil uygulanacagina dair dneriler

Gerektiginde belirsizlik degerlendirme prosediirlerini numune alma bilesenini
icerecek sekilde uyarlayin.

Diger kaynaklar

¢ Nordtest “Uncertainty from sampling. A Nordtest handbook for sampling
planners and sampling quality assurance and uncertainty estimation.”
(2007), NT tec 604/TR604 (www.nordicinnovation.net)

¢ Eurachem Guide “Measurement uncertainty arising from sampling” (2007);
https://www.eurachem.org/images/stories/Guides/pdf/UfS_2007.pdf

ISO/IEC 17025:2017 - REViZYON REHBERi / HANDBOOK 43

7. PROCESS REQUIREMENTS
7.3 SAMPLING

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
7.3 Sampling 5.7 Sampling
5.8 Not 2
5.10.2 h
5.10.3.2

Identification of changes

Sampling is now highlighted as a laboratory activity as is testing and
calibration. The whole standard is also applicable to sampling activities.

The way in which the standard handles sampling has not changed much.
Nevertheless, when evaluating the uncertainty of measurement, the sampling
contribution has to be included (7.6.1).

Suggestions on how to implement the novelties

Adapt procedures on uncertainty evaluation to include the sampling
component when necessary.

Further readings

¢ Nordtest “Uncertainty from sampling. A Nordtest handbook for sampling
planners and sampling quality assurance and uncertainty estimation.”
(2007), NT tec 604/TR604 (www.nordicinnovation.net)

e Eurachem Guide “Measurement uncertainty arising from sampling” (2007);
https://www.eurachem.org/images/stories/Guides/pdf/UfS_2007.pdf
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7. SUREC GEREKLILIKLERI
7.4 DENEY VEYA KALIBRASYON MALZEMELERININ YONETiIMi
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7. PROCESS REQUIREMENTS
7.4 HANDLING OF TEST OR CALIBRATION ITEMS

Capraz Referans

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde

Baslik

Madde

Baslik

7.4

Deney veya kalibrasyon

5.8

Malzemelerin yonetimi

Clause

Title

Clause

Title

7.4

Handling of test or

5.8

Handling of items

malzemelerinin yonetimi

Degisikliklerin tespiti

Miusteri belirtilen sartlardan sapma olabilecegini kabul ederek bir
malzemenin test veya kalibre edilmesini istediginde laboratuvar, rapora hangi
sonuglarin sapmadan etkilenebilecegini gosteren bir sorumluluk reddi beyani
ekleyecektir (7.4.3).

Yeniliklerin nasil uygulanacagina dair 6neriler
Raporu bir sorumluluk reddi beyani icerecek sekilde degistirin.

Diger kaynaklar
e CookBook N23 “Test edilemez/Sapmaya Ugramis Numunelerin Yonetimi”

7. SUREC GEREKLILIKLERI
7.5 TEKNiK KAYITLAR

calibration items

Identification of changes

When the customer requires the item to be tested or calibrated
acknowledging a deviation from specified conditions, the laboratory shall
include a disclaimer in the report indicating which results may be affected
by the deviation (7.4.3)

Suggestions on how to implement the novelties
Modify the report formats to include a disclaimer.

Further readings
e CookBook N23 “Handling of Untestable/Deviating Samples”

Capraz Referans

7. PROCESS REQUIREMENTS
7.5 TECHNICAL RECORDS

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde

Baslik

Madde

Baslik

7.5

Teknik kayitlar

4.13.2

Teknik kayitlar

Clause

Title

Clause

Title

7.5

Technical records

4.13.2

Technical records

Degisikliklerin tespiti
Yanhs ve hatalarin yonetimi ile kayit islemi glincellenmistir. Yanlis ve hatalarin
silinmesi ve imzalanmasina yonelik eski madde 4.13.2.3 silinmistir. Artik,

Identification of changes

The handling and recording of mistakes and errors have been updated. The
previous 4.13.2.3 addressing the crossing out and initialling of mistakes has
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teknik kayitlardaki degisikliklerin 6dnceki versiyonlara ve orijinal belgeye kadar
izlenmesi sarttir. Yapilan degisikligi ve sorumlusunu gosteren tiim versiyonlar
saklanacaktir (7.5.2).

Yeniliklerin nasil uygulanacagina dair dneriler

Elektronik kayitlarin kullanilmasi halinde, laboratuvarin versiyonlarin
izlenmesine ve sorumluluklarin tanimlanmasina imkan taniyan bir sistemi
olmasi gerekir.

Diger kaynaklar
e CookBook N2 13 “Teknik kayitlar”
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been erased. Now it is a requirement that modifications of technical records
shall be tracked to previous versions and to the original. All versions shall
be kept indicating what has been changed and who is responsible for the
alteration (7.5.2).

Suggestions on how to implement the novelties

In case of using electronic records, the laboratory has to have a system
allowing versions and their tracking and the identification of responsibilities.

Further readings
e CookBook N2 13 “Technical records”

7. SUREG GEREKLILIKLERI
7.6 OLGCUM BELIRSIZLIGINiN DEGERLENDIRILMESI

7. PROCESS REQUIREMENTS
7.6 EVALUATION OF MEASUREMENT UNCERTAINTY

Capraz Referans

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Bashk Madde Bashk

7.6 Olgiim belirsizliginin 5.4.6 Olgiim belirsizliklerinin
degerlendirilmesi tahmini

Degisikliklerin tespiti

Bu madde neredeyse ayni kalmistir, ancak 7.6.3’te laboratuvarin sonuglarin
Olcim belirsizligini belirleyen ve dogrulayan bir yontem kullanmasi halinde,
laboratuvar tanimlanan kritik etki faktorlerinin kontrol altinda oldugunu
gosterebilirse, her bir sonug icin 6lciim belirsizligini degerlendirmeye gerek
olmadigini belirten yeni bir Not 2 bulunmaktadir.

Yeniliklerin nasil uygulanacagina dair dneriler

Kritik etki faktorlerini tanimlayin ve kontrol edin (genellikle 6nlemlerin
sonuglarinin gegerlilik giivencesi yoluyla).

Diger kaynaklar

¢ |ISO/IEC Guide 98-3 (GUM), ISO/IEC Guide 98-3/Suppl 1, ISO/IEC Guide
98-3/Suppl 2,

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

7.6 Evaluation of measurement | 5.4.6 Estimation of uncertainty
uncertainty of measurements

Identification of changes

This clause has remained almost unchanged, but there isa new Note 2in 7.6.3
specifying that if the laboratory uses a method with which the measurement
uncertainty of the results has been established and verified, there is no need
to evaluate measurement uncertainty for each result, if the laboratory can
demonstrate that the identified critical influencing factors are under control.

Suggestions on how to implement the novelties

Define and control the critical influencing factors (usually through the
assurance of the validity of results of measures).

Further readings

¢ ISO/IEC Guide 98-3 (GUM), ISO/IEC Guide 98-3/Suppl 1, ISO/IEC Guide
98-3/Suppl 2,
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* |[SO 5725

¢ |SO 21748.

e Kilavuzlar:https://www.eurachem.org/index.php/publications/mnu-
rdIst/128-rdl-uncert
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¢ |SO 5725

¢ |SO 21748.

e Guides:https://www.eurachem.org/index.php/publications/mnu-
rdIst/128-rdl-uncert

7. SUREC GEREKLILIKLERI
7.7 SONUCLARIN GECERLILIGININ SAGLANMASI

7. PROCESS REQUIREMENTS
7.7 ENSURING THE VALIDITY OF RESULTS

Capraz Referans

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

7.7 Ensuring the validity of 5.9 Assuring the quality of
results results

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

7.7 Sonuglarin gegerliliginin 5.9 Sonug kalitesinin temini
saglanmasi

Degisikliklerin tespiti
Sonugclarin gecerliligi farkli yollarla izlenebilir. Laboratuvarin farkh énlemlerin
nasil kullanilacagina iliskin bir stratejisi olmalidir.

Bu izleme planlanacak, gozden gecirilecek ve uygun oldugunda asagidakileri
icermekle birlikte, bunlarla sinirh olmayacaktir:

a) referans materyaller veya kalite kontrol materyallerinin kullanilmasi,

b) izlenebilir sonuglar saglamak icin kalibre edilmis alternatif aletlerin
kullaniimasi,

c) 6lgiim ve deney ekipmanlarinin islev kontroli/kontrolleri,
d)uygulanabildigi yerde kontrol grafikleriyle kontrol veya calisma
standartlarinin kullaniimasi,

e) 6lciim ekipmanlari Gizerinde ara kontroller,

f) ayni veya farkh yontemlerle tekrarlanan deneyler veya kalibrasyonlar,

g) Eldeki malzemelerin yeniden test edilmesi veya yeniden kalibre edilmesi,
h) bir malzemenin farkh 6zelliklerine iliskin sonuglarin korelasyonu,

i) bildirilen sonuglarin gézden gecirilmesi,

j) laboratuvar ici karsilastirmalar,

k) kor numunelerin test edilmesi.

Ek 6nlemler alinmasi mimkindur.
Laboratuvarlar arasi karsilastirmalara katilma sartlarina 6zel, PT’ler ve diger
karsilastirma tlrlerinden bahsedilen bir madde bulunmaktadir (7.7.2).

Identification of changes

The validity of results can be monitored in different ways; the laboratory
should have a strategy on how to use the different measures.

This monitoring shall be planned and reviewed and shall include, where
appropriate, but not be limited to:

a) use of reference materials or quality control materials;

b) use of alternative instrumentation that has been calibrated to provide
traceable results;

c) functional check(s) of measuring and testing equipment;

d) use of check or working standards with control charts, where applicable;
e) intermediate checks on measuring equipment;

f) replicate tests or calibrations using the same or different methods;

g) retesting or recalibration of retained items;

h) correlation of results for different characteristics of an item;

i) review of reported results;

j) intra-laboratory comparisons;

k) testing of blind sample(s).

Additional measures are possible.

There is a specific point (7.7.2) with requirements for the participation in
interlaboratory comparisons, in which PTs and other types of intercomparisons
find mention.



50 TURKLAB KALIBRASYON VE DENEY LABORATUVARLARI DERNEGI

Yeniliklerin nasil uygulanacagina dair dneriler

Gerekiyorsa, gecerlilik glivencesi planini yeni seceneklere uyarlayin.
Laboratuvarin sonuglarin validasyonuna dair stratejisi/politikasi ve planinda,
istirak etme ve etmeme, tercihen bir risk analizi temelinde birer motivasyon
unsuru olmalidir.

Diger kaynaklar

e CookBook N22 “Yeterlik test programinin se¢im kriterleri”

e CookBook N217 “LAK”

e CookBook N94.2 “Laboratuvarlar arasi karsilastirma verilerinin
laboratuvarlar tarafindan kullanimi - rev 2”

e Az katilimh PT’lere iliskin EEE-PT belgesi

e CookBook N920 “Deney sonuglarinin gegerli kilinmasini glivence altina
almak igin faaliyetlerin planlanmasi”
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Suggestions on how to implement the novelties

Adapt the validity ensurance plan to new options if needed. In the
laboratory’s strategy/policy and plan for validating results participation and
non-participation should be motives, preferably with a risk analysis as a basis.

Further readings

* CookBook N22 “Criteria for the selection of a proficiency testing scheme”

e CookBook N217 “ILC”

e CookBook N24.2 “Use of interlaboratory comparison data by
laboratories - Rev 2”

e EEE-PT document on PTs with few participants

e CookBook N220 “Planning of activities to ensure the validity of test results”

7. SUREG GEREKLILIKLERI
7.8 SONUGLARIN RAPORLANMASI

7. PROCESS REQUIREMENTS
7.8 REPORTING OF RESULTS

Capraz Referans

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
7.8 Reporting of results 5.10 Reporting of results

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Bashk Madde Bashk
7.8 Sonuglarin raporlanmasi 5.10 Sonuglarin raporlanmasi

Degisikliklerin tespiti
7.8.1 Genel:

7.8.1.3 Basitlestirilmis rapor sartlari artik sadece kurum i¢i musteriler icin degil ayni
zamanda Uzerinde mutabik kalinmasi halinde, diger musteriler igin de gegerlidir.

7.8.2 Genel sartlar:

7.8.2.1 Asagidakiler dahil edilmistir:

j) Raporun yayinlanma tarihi,

Onceki standartta yer alan Not 1 (raporlar icin sayfa numaralama) silinmistir.
0) imza yerine rapora izin veren kisinin/kisilerin kimligi

7.8.2.2 yeni bir madde olup, biri misteri tarafindan saglanan bilgilere, digeri
ise laboratuvar karsilamadiginda, numune almaya iliskin iki sorumluluk reddi

Identification of changes
7.8.1 General:

7.8.1.3 The requirements for simplified reports are no longer for internal
customers only, but for any customer, if agreed upon

7.8.2 Common requirements:
7.8.2.1 The following has been included:

j) The date of issue of the report;

Note 1 (paging of reports) from the previous standard has been erased.

o) instead of a signature the identification of the person(s) authorizing the report
7.8.2.2 is new and includes two disclaimers: one regarding the information

provided by the customer, and the other one regarding sampling when the
laboratory does not cover it.
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beyani icermektedir.

7.8.5 Numune alma islemlerinin raporlanmasi - 6zel sartlar

Onceki 5.10.3.2’ye kiyasla, 7.8.5 kapsaminda yeni fikra f) eklenmistir:

f) Sonraki deney veya kalibrasyonisleminin 6l¢tiim belirsizligini degerlendirmek
icin gerekli bilgiler

7.8.6 Uygunluk beyanlarinin raporlanmasi

iki yeni fikra eklenmistir:

7.8.6.1 “Bir sartname veya standarda uygunluk beyani verildiginde,
laboratuvar karar kuralh ile iliskili (yanlis kabul, yanls ret ve istatistiksel
varsayimlar gibi) risk seviyesini géz 6éniinde bulundurarak, uygulanan karar
kuralini belgeleyecek ve uygulayacaktir.”

7.8.6.2 “Laboratuvar, asagidaki hususlari acik¢a tanimlayan uygunluk beyani
hakkinda rapor hazirlayacaktir:

a) uygunluk beyaninin gegerli oldugu sonuclar,

b) hangi sartname ve standartlarin veya bunlarin hangi kisimlarinin karsilanip
karsilanmadigi,

c) (istenen sartname veya standartta yer almadikga) uygulanan karar kurah.”

7.8.7 Goriig ve yorumlarin raporlanmasi

Bu raporlama artik daha ayrintilidir. Géris ve yorum sunacak yetkili personel
bulunmali (7.8.7.1), goris ve yorumlarin test edilmis veya kalibre edilmis
malzemeden elde edilen sonuglara dayanmasi gerektigi acikca belirtilmelidir.

7.8.7.3 “Gorusler ve yorumlar musteriye diyalog yoluyla dogrudaniletildiginde
bu diyalogun bir kaydi tutulacaktir.”

7.8.8 Raporlarda yapilan degisiklikler

7.8.8.1 eklenmistir. “Verilen bir raporun degistiriimesi, dizeltiimesi veya
veniden verilmesi gerektiginde, herhangi bir bilgi degisikligi agikca tanimlanacak
ve uygun oldugu takdirde bu degisikligin sebebi rapora dahil edilecektir.”

Yeniliklerin nasil uygulanacagina dair dneriler

Karar kurali tanimini ekleyin ve bunu 6l¢lim belirsizliginin degerlendirilmesiyle
iliskilendirin.

Numune alindiginda bu faaliyetin 6lglim belirsizligine katkisi net olmahdir. Bu
nedenle bunun igin prosedirler gelistirilmelidir.

Laboratuvar, sonuglara dayali uygunluk degerlendirmesi yapilacagl zaman
karar kurallarinimusteriile birlikte gelistirecektir. Laboratuvar goris bildirecek
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7.8.5 Reporting sampling - specific requirements

In comparison to the previous 5.10.3.2 a new point f) under 7.8.5 is added:
f) Information required to evaluate measurement uncertainty for subsequent
testing or calibration

7.8.6 Reporting statements of conformity
Two new subclauses are added:

7.8.6.1 “When a statement of conformity to a specification or standard is
provided, the laboratory shall document the decision rule employed, taking
into account the level of risk (such as false accept and false reject and
statistical assumptions) associated with the decision rule employed, and
apply the decision rule.”

7.8.6.2 “The laboratory shall report on the statement of conformity, such that
the statement clearly identifies:

a) to which results the statement of conformity applies;

b) which specifications, standards or parts thereof are met or not met;
c) the decision rule applied (unless it is inherent in the requested specification or standard).”

7.8.7 Reporting opinions and interpretations

This is more detailed now. There has to be authorised personnel to provide
opinions and interpretations (7.8.7.1), and opinions and interpretations have
to be based on the results obtained from the tested or calibrated item and
shall be clearly identified as such.

7.8.7.3 “When opinions and interpretations are directly communicated by
dialogue with the customer, a record of the dialogue shall be retained.”

7.8.8 Amendments to reports

7.8.8.1 has been added. “When anissued report needs to be changed, amended
or re-issued, any change of information shall be clearly identified and, where
appropriate, the reason for the change shall be included in the report.”

Suggestions on how to implement the novelties

Include the definition of decision rule and link it with the evaluation of
measurement uncertainty.

When sampling is made, the contribution of this activity to the measurement
uncertainty has to be clear. Therefore, procedures have to be developed for this.

The laboratory shall develop decision rules together with its customer when
conformity assessment has to be made based on the results. The laboratory
shall officially authorise the personnel in charge of giving opinions and
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ve yorum yapacak olan sorumlu personeli resmi olarak yetkilendirecektir.
Laboratuvar rapor formatini tim vyeni sartlari ve yeniden dizenleme/
degistirme gerekliliklerini icerecek sekilde uyarlamalidir.

Diger kaynaklar

e CookBook N28 “Olciim belirsizliklerine 6zel referanslarla sartnamelere
veya limit degerlere uygunluk tayini - olasi stratejiler”
e Karar Kurallari Hakkinda Yeni CookBook (Bu yeni versiyon N28 yerine gececektir)
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making interpretations.

The laboratory should adapt the report format toinclude all new requirements
and reissuing/modification requirements.

Further readings

¢ CookBook N2 8 “Determination of conformance with specifications or limit values
with particular reference to measurement uncertainties - possible strategies”
e New CookBook on Decision Rules (N28 will be substituted by this new one)

7. SUREG GEREKLILIKLERI
7.9 SIKAYETLER

7. PROCESS REQUIREMENTS
7.9 COMPLAINTS

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Bashk Madde Bashk
7.9 Sikayetler 4.8 Sikayetler

Degisikliklerin tespiti

Bu madde ayrintilandiriimis olup prosedir sartlarini icermektedir:

7.9.2 Sikayet prosediir, talep lzerine ilgili herhangi bir tarafa sunulacaktir.
7.9.3 Prosediirlin icerigi burada detaylandiriimistir.

7.9.5 Laboratuvar sikayeti kabul edecek ve tim gelismeleri sikayet sahibine
bildirecektir.

7.9.6 “Sikayet sahibine bildirilecek sonuglar, s6z konusu asli laboratuvar
faaliyetlerine dahil olmayan birey/bireyler tarafindan yapilacak veya gézden
gecirilerek onaylanacaktir.”

7.9.7 “Mumkin oldugunda laboratuvar, sikayet sahibine sikayet ¢6zim
strecinin sonuna iliskin resmi bir uyarida bulunacaktir.”

Yeniliklerin nasil uygulanacagina dair 6neriler
Sikayet ¢6ziim prosediriini yeni gerekliliklere uyarlamaniz 6nerilmektedir.

Sikayet teriminin (3.2) “bir yanit beklendigi durumlarda bir laboratuvara herhangi
bir kisi veya kurulus tarafindan faaliyetleri veya sonuglariylailgilimemnuniyetsizligin
iletilmesi (3.6)” olarak tanimlanmasi, iyi bir sikayet tanimidr.

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
7.9 Complaints 4.8 Complaints

Identification of changes

This clause has been refined and contains requirements for the procedure:
7.9.2 Complaints procedure shall be made available to any interested party on request.
7.9.3 The content of the procedure is detailed here.

7.9.5 The laboratory shall acknowledge the complaint and report the progress
to the complainant.

7.9.6 “The outcomes to be communicated to the complainant shall be made
by, or reviewed and approved by, individual(s) not involved in the original
laboratory activities in question.”

7.9.7 “Whenever possible, the laboratory shall give formal notice of the end
of the complaint handling to the complainant.”

Suggestions on how to implement the novelties

It is advisable to adapt the complaints handling procedure to the new
requirements.
The definition of the term complaint (3.2) as an “expression of dissatisfaction

by any person or organization to a laboratory (3.6), relating to the activities or
results of that laboratory, where a response is expected” is a good definition
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Bunun yazili sikayetlerle sinirli olmamasi 6nemlidir.

7.9.6'ya gore, sikayet silrecinde verilen kararlar ozellikle de sikayetin
sonucuna iliskin karar, s6z konusu faaliyete dahil olmayan personel tarafindan
iletilmelidir.
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of complaint. It is important that this is not limited to written complaints.

According to 7.9.6, decisions made within the complaint process, especially
the decision about the outcome of a complaint, must be communicated by
personnel not involved in the activity in question.

Further readings

7. PROCESS REQUIREMENTS
7.10 NONCONFORMING WORK

Diger kaynaklar
7. SUREC GEREKLILIKLERI
7.10 UYGUN OLMAYAN iSLER
Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

7.10 Uygun olmayan isler 4.9 Uygun olmayan deney ve/
veya kalibrasyon islerinin
kontroll

Cross Reference

Degisikliklerin tespiti
Bu madde daha ayrintili olup, uygun olmayan is prosedirinde dikkate
alinmasi gereken yeni bir fikra icermektedir.

b) Aksiyonlar (isin durdurulmasi veya tekrarlanmasi ve gerekirse raporlarin
saklanmasi da dahil olmak Uzere) laboratuvar tarafindan belirlenen risk
seviyelerine dayanir.

Uzanti analizine dair bir yenilik de c fikrasina (daha 6nce b) dahil edilmistir:
c) Onceki sonuglarla ilgili etki analizi de dahil olmak (izere uygun olmayan isin
onemine dair bir degerlendirme yapilir.

Yeniliklerin nasil uygulanacagina dair dneriler

Laboratuvar, uygun olmayan is prosediiriinii asagidakileri icerecek sekilde
uyarlamalidir:

e farkl risk seviyeleri

e uzanti analizi

Diger kaynaklar

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

7.10 Nonconforming work 4.9 Control of nonconforming
test and/or calibration
work

Identification of changes

This clause is more detailed, and a new item has been included that is to be
taken into account in the nonconforming work procedure.

b) actions (including halting or repeating of work and withholding of reports,
as necessary) are based upon the risk levels established by the laboratory;

A novelty on the extension analysis has also been included in point c
(previously b):

c) an evaluation is made of the significance of the nonconforming work,
including an impact analysis on previous results;

Suggestions on how to implement the novelties

The laboratory should adapt its procedure of nonconforming work handling
to include:

o different levels of risk

e extension analysis

Further readings
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7. SUREC GEREKLILIKLERI
7.11 VERiI KONTROLU VE BiLGi YONETiMI

7. PROCESS REQUIREMENTS
7.11 CONTROL OF DATA AND INFORMATION MANAGEMENT

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

7.11 Veri kontrol( ve bilgi 4.13 Kayitlarin kontroli
yonetimi

Degisikliklerin tespiti
Bolimin tamami yeniden yazilmis ve elektronik bilgi islemek Uzere
uyarlanmustir.

Laboratuvar, elektronik ve geleneksel bilgilere uygulanabilen bir bilgi yonetim
sistemine sahip olabilir. Sistem valide edilmeli ve korunmalidir.

Yeniliklerin nasil uygulanacagina dair dneriler

¢ Bilgi yonetim sistemleri icin gerekli sartlar sadece bilgisayarli sistemler
(LIMS) ile degil her tlrll sistem isleme bilgisi ile sinirlidir.

e Veri butlinligu, olasi yetkisiz erisim, miidahaleye karsi koruma ve deney
yedeklemelerini test etmek icin mevcut olan sistemi deneyin!

e Sistemin dogru bir sekilde muhafaza edilmesi ve uygun bir ortamda
tutulmasi gerekir.

e Gerekirse, sistemi valide edin!

e Tasarlanan uygulama araliginda genel kullanima hazir ticari yazihmlar,
yeterli validasyon siirecinden gec¢mis kabul edilebilir.

e Personel, LIMS talimatlarina erisime sahip olacaktir.

e Hesaplamalar ve veri aktarimlari kontrol edilecektir.

Diger kaynaklar

e CookBook N2 12 “Excel Kullanim1”
e CookBook N2 13 “Teknik kayitlar”

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

7.11 Control of data and 4.13 Control of records
information management

Identification of changes

The entire chapter has been rewritten and adapted to handle electronic
information.

The laboratory might have an information management system applicable to
electronic and conventional information. The system has to be validated and
protected.

Suggestions on how to implement the novelties

e The requirements for information management systems are not
restricted only to computerized systems (LIMS) but to any kind of system
handling information.

e Test the system in place to check integrity, potential unauthorised access,
protection against tampering and test backups!

e The system has to be maintained in a correct manner and kept in a
suitable environment.

e |f needed, validate the system!

e Commercial off-the-shelf software in general use within its designed
application range can be considered to be sufficiently validated.

e The staff shall have access to instructions to the LIMS.

e Calculations and data transfers shall be checked.

Further readings

e CookBook N2 12 “Use of Excel”
e CookBook N2 13 “Technical records”
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8. YONETIM SiSTEMi GEREKLILIKLERi
8.1 SECENEKLER

8. MANAGEMENT SYSTEM REQUIREMENTS
8.1 OPTIONS

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Baslik
8.1 Secenekler - -

Degisikliklerin tespiti
Bolimiin tamami yenidir ve iki secenek bulunmaktadir:
Secenek A, yonetim sistemi icin asgari icerigi kapsamaktadir.

Secenek B, laboratuvarda bir ISO 9001 sistemivarsave ayrica4.ila 7. maddeleri
karsiliyorsa, asgari gerekliliklerin yerine getirilmis sayilacagini belirtmektedir.

Yeniliklerin nasil uygulanacagina dair dneriler

ISO 9001 standardi hedeflerinin ISO/IEC 17025’ten farkh olabilecegi ve
sistemin buna gore uyarlanmasi gerektigi dislintlmelidir (Laboratuvarin
faaliyetlerinin dahil edilmesini saglamak igin 1ISO 9001’'in kapsami kontrol
edilmelidir).

Yarirlikteki ISO 9001 ile daha blytk kuruluslarin bir parcasi olan
laboratuvarlar bundan faydalanabilir.

Diger kaynaklar
e Standard Eki B

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
8.1 Options - -

Identification of changes
The entire chapter is new, and there are two options:
Option A includes the minimum content for the management system.

Option B states that the minimum requirements are considered fulfilled if the
laboratory has an ISO 9001 system and also fulfills clauses 4 to 7.

Suggestions on how to implement the novelties

It should be considered that the objectives of the ISO 9001 can be different
from the ISO/IEC 17025, and the system should be adapted accordingly (the
scope of the ISO 9001 should be checked to ensure that the activities of the
laboratory are included).

Laboratories which are part of bigger organizations with ISO 9001 in place
can benefit from this.

Further readings
¢ Annex B of the standard
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8. YONETIM SiSTEMi GEREKLILIKLERi
8.2 YONETIM SiSTEMi DOKUMANTASYONU

8. MANAGEMENT SYSTEM REQUIREMENTS
8.2 MANAGEMENT SYSTEM DOCUMENTATION

Capraz Referans

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

8.2 Yonetim sistemi 4.2 Yénetim Sistemi

dokiimantasyonu (Segenek A)

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title

8.2 Management system 4.2 Management system

Degisikliklerin tespiti

Sartlar yumusatilmistir.  Kalite Politikasi ve Kalite Elkitabi
(revize edilmis olan I1SO 9001:2015"te oldugu gibi) silinmistir.
Yeniliklerin nasil uygulanacagina dair dneriler

Sistemi yeniliklere uyarlayin.

Diger kaynaklar

ihtiyaci

8. YONETIM SiSTEMi GEREKLIiLIKLERi
8.3 YONETIM SiSTEMi BELGELERINiN KONTROLU

Capraz Referans

documentation (Option A)

Identification of changes

Requirements have been softened. The need of a Quality Policy as well as a
Quality Manual has been erased (as in the revised 1ISO 9001:2015).
Suggestions on how to implement the novelties

Adapt the system to the novelties.

Further readings

8. MANAGEMENT SYSTEM REQUIREMENTS
8.3 CONTROL OF MANAGEMENT SYSTEM DOCUMENTS

Cross Reference
ISO/IEC 17025:2005

ISO/IEC 17025:2017

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

8.3 Yonetim sistemi belgelerinin - | 4.3 Belge kontroli
kontrolii (Segenek A)

Clause

Title

Clause

Title

Document control

Degisikliklerin tespiti
Sartlar temelde ayni olmasina ragmen madde basitlestirilmistir.

Yeniliklerin nasil uygulanacagina dair oneriler

Diger kaynaklar

8.3 Control of management 4.3
system documents (Option A)

Identification of changes
The clause has been simplified even though the requirements are basically the same.

Suggestions on how to implement the novelties

Further readings
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8. YONETIM SiSTEMi GEREKLILIKLERi
8.4 KAYITLARIN KONTROLU

8. MANAGEMENT SYSTEM REQUIREMENTS
8.4 CONTROL OF RECORDS

Capraz Referans

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde

Baslik

Madde

Baslik

Clause

Title

Clause

Title

Kayitlarin kontroli - Genel

8.4 Kayitlarin kontrolii (Segenek A) | 4.13.1

8.4

Control of records (Option A)

4131

Control of records - General

Degisikliklerin tespiti

Sartlar temelde ayni olmasina ragmen madde basitlestirilmistir.

Yeniliklerin nasil uygulanacagina dair 6neriler

Diger kaynaklar

8. YONETIM SiSTEMi GEREKLILiKLERi
8.5 RiSK VE FIRSATLARA YONELIK AKSiYONLAR

Capraz Referans

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde Baslik Madde Baslik
8.5 Risk ve firsatlara yonelik - -
aksiyonlar (Secenek A)

Degisikliklerin tespiti

Identification of changes
The clause has been simplified even though the requirements are basically the same.

Suggestions on how to implement the novelties

Further readings

8. MANAGEMENT SYSTEM REQUIREMENTS
8.5 ACTION TO ADDRESS RISKS AND OPPORTUNITIES

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

8.5 Actions to address risks and | - -
opportunities (Option A)

Identification of changes

Madde tamamen yenidir ve 6nleyici faaliyetler kavraminin yerini almistir.

¢ 85.1 Laboratuvar, asagidaki amaglar dogrultusunda laboratuvar

faaliyetleri ile ilgili riskleri ve firsatlari dikkate alacaktir:

e yonetim sisteminin amaglanan sonuglara ulastigina dair glivence

vermek,

The clause is completely new and replaces the concept of preventive actions.

¢ 8.5.1 The laboratory shall consider the risks and opportunities associated
with the laboratory activities in order to:
e give assurance that the management system achieves its intended

results;



66 TURKLAB KALIBRASYON VE DENEY LABORATUVARLARI DERNEGI

¢ [aboratuvarin amag¢ ve hedeflerine ulasmasina yonelik firsatlari
arttirmak,
¢ laboratuvar faaliyetlerinde istenmeyen etkileri ve olasi arizalari
onlemek veya azaltmak ve
¢ iyilestirme saglamak.
¢ 8.5.2 Laboratuvar sunlari planlayacaktir:

e Bu risk ve firsatlara yonelik aksiyonlari

e Asagidaki hususlara iliskin yontemleri:
e Aksiyonlarin yonetim sistemine entegre edilmesi ve uygulanmasi,
¢ Bu aksiyonlarin etkinliginin degerlendirilmesi.

¢ 8.5.3 Risk ve firsatlara yonelik alinan aksiyonlar, laboratuvar sonuclarinin
gecerliligi Gizerindeki olasi etkiyle orantili olacaktir.

Yeniliklerin nasil uygulanacagina dair 6neriler

Laboratuvarin risk ve firsatlari tespit eden spesifik bir belge (prosedir
veya baska herhangi bir isimle) ile riskleri en aza indirgeyecek ve firsatlari
en Ust dizeye cikaracak aksiyonlara yonelik bir eylem plani hazirlamasi
onerilmektedir.

Bu prosediir ve glincellenmis eylem plani, yénetim incelemesi sirasinda analiz
edilmeli (8.9.2) ve alinan aksiyonlarin etkinligi degerlendirilmelidir.

Riskleri tespit eden belge, en azindan asagidakileri icermelidir:

e 4.1.4 Tarafsizlikla ilgili riskler (faaliyetlerinden veya iliskilerinden ya da
cahisanlarinin iliskilerinden kaynaklanan riskler)

¢ 7.8.6.1 Uygulanan karar kuraliile iliskili risk seviyesi (yanlis kabul ve yanls
ret ve istatistiksel varsayimlar gibi) ve karar kuralinin uygulanmasi.

¢ 7.10.1 Laboratuvar farkli risk seviyeleri olusturmali ve bu seviyeleri
kullanarak ortaya ¢ikan uygunsuzluklari degerlendirmeli ve buna gore
hareket etmelidir (Madde 8.7.1)

Diger kaynaklar
e CookBook N2 18: “Risk degerlendirmesine giris”
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e enhance opportunities to achieve the purpose and objectives of the
laboratory;

e prevent, or reduce, undesired impacts and potential failures in the
laboratory activities; and

e achieve improvement.

¢ 8.5.2 The laboratory shall plan:

e actions to address these risks and opportunities;

e how to:
e integrate and implement the actions into its management system;
¢ evaluate the effectiveness of these actions.

¢ 8.5.3 Actions taken to address risks and opportunities shall be
proportional to the potential impact on the validity of laboratory results.

Suggestions on how to implement the novelties

The laboratory is recommended to develop a specific document (procedure
or any other name) where risks and opportunities are identified, as well as a
plan to implement action to minimize risks and maximize opportunities.

This procedure as well as the updated action plan should be analyzed during
the management review (8.9.2), and the efficacy of the actions taken should
be assessed.

The document identifying the risks should include, at least, the following:

e 4.1.4risks toimpartiality (arise fromits activities, or fromits relationships,
or from the relationships of its personnel.)

e 7.8.6.1the level of risk (such as false accept and false reject and statistical
assumptions) associated with the decision rule employed and apply the
decision rule.

¢ 7.10.1 The laboratory should establish different levels of risk, and assess
arisen nonconformities using these levels, and act in consequence (8.7.1)

Further readings
e CookBook N2 18: “An Introduction to risk consideration”
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8. YONETIM SiSTEMi GEREKLILIKLERi

8.6 IYILESTIRME

Capraz Referans

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Madde Baslik Madde Baslik
8.6 iyilestirme (Secenek A) 472/ Miisteri hizmeti / Onleyici
4.12 faaliyet
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8. MANAGEMENT SYSTEM REQUIREMENTS

8.6 IMPROVEMENT

Cross Reference

ISO/IEC 17025:2017

ISO/IEC 17025:2005

Clause Title Clause Title
8.6 Improvement (Option A) 47.2/ Service to the customer /
4.12 Preventive action

Degisikliklerin tespiti
Sartlar azaltilmistir. Bir prosedlr uygulanmasina veya verimliligin
degerlendirilmesine gerek yoktur.

Yeniliklerin nasil uygulanacagina dair 6neriler
Sistemi yeni duruma uyarlayin.

Diger kaynaklar

8. YONETIM SiSTEMi GEREKLIiLIKLERi
8.7 DUZELTIiCi FAALIYET

Capraz Referans
ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Baslik Madde Baslk
8.7 Duzeltici faaliyetler (Secenek A) | 4.11 Dizeltici faaliyet

Degisikliklerin tespiti
Maddenin ifadesi degistirilmis ve bazi baska fikralar eklenmistir:
¢ b) benzer uygunsuzluklarin var olup olmadigini veya potansiyel olarak

ortaya ¢ikip ctkamayacagini belirlemek
e e) gerekirse, planlama sirasinda belirlenen riskleri ve firsatlari giincelleme

Identification of changes

Requirements have been reduced. There is no need of having a procedure in
place or of assessing the efficiency.

Suggestions on how to implement the novelties
Adapt the system to new situation.

Further readings

8. MANAGEMENT SYSTEM REQUIREMENTS
8.7 CORRECTIVE ACTION

Cross Reference
ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
8.7 Corrective actions (Option A) | 4.11

Corrective action

Identification of changes
The writing of the clause has been modified, and some further items have
been included:

e b) determining if similar nonconformities exist, or could potentially occur
e ¢) update risks and opportunities determined during planning, if necessary
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Ek ic denetimler silinmistir.

Yeniliklerin nasil uygulanacagina dair dneriler
Prosediri gincelleyiniz.

Diger kaynaklar
¢ CookBook N2 16 “Diizeltici faaliyet”

8. YONETIM SiSTEMi GEREKLILiKLERi
8.8 iC DENETIMLER
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Aditional internal audits have been erased.

Suggestions on how to implement the novelties
Update the procedure.

Further readings
e CookBook N2 16 “Corrective action”

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Madde Bashk Madde Bashk
8.8 ic denetimler (Secenek A) | 4.14 ic denetimler

8. MANAGEMENT SYSTEM REQUIREMENTS
8.8 INTERNAL AUDITS

Degisikliklerin tespiti
Bu madde daha esnek hale getirilmistir:
e Her yil i¢c denetimler yapmaya gerek yoktur, ancak denetimler planl
araliklarla yapilabilir.

e Her denetim programinda denetlenecek faaliyetlerin, laboratuvardaki
degisiklikler ve 6nceki denetim sonuglarinin uygunlugu dikkate alinmalidir.

Yeniliklerin nasil uygulanacagina dair dneriler

Prosedirl uyarlayin.

Denetimi programlarken ve planlarken denetlenecek faaliyetler, laboratuvarin
icerigi, onceki i¢c ve dis denetimlerin sonucu vs. gibi konularin uygunlugunun

da gbz onlinde bulundurulmasi tavsiye edilmektedir. Buna bagh olarak ig
denetimlerin sikligi ve odak noktasi gozden gegcirilebilir.

Diger kaynaklar

» CookBook N2 9 “i¢ denetimler”
* CookBook N2 10 “i¢ denetimler - Denetgi”
» CookBook N2 14 “i¢ denetimler - Denetim raporu”

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005
Clause Title Clause Title
8.8 Internal audits (Option A) 4.14 Internal audits

Identification of changes

This clause has been made more flexible:
e There is no need to conduct internal audits every year, but at planned intervals.
e The relevance of the activities to be audited, changes in the laboratory

and the results of previous audits have to be taken into account in the
program of each audit.

Suggestions on how to implement the novelties

Adapt the procedure.

When programming and planning the audit, it is recommended to consider the
relevance of the activities to be audited, as well as the particular context of the

laboratory, the result of previous internal and external audits, etc. Depending on
this, the frequency as well as the focus of the internal audits could be revised.

Further readings

e CookBook N2 9 “Internal audits”
e CookBook N2 10 “Internal audits - the auditor”
e CookBook N2 14 “Internal audits - audit report”
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8. YONETIM SiSTEMi GEREKLILIKLERi
8.9 YONETiIM iNCELEMELERI
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8. MANAGEMENT SYSTEM REQUIREMENTS
8.9 MANAGEMENT REVIEWS

Capraz Referans

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Madde Baslik Madde Baslik

8.9 Yonetim incelemeleri 4.15 Yonetim incelemeleri
(Secenek A)

Degisikliklerin tespiti

Bu madde yeniden yazilmistir.

Yonetim incelemesini, her 12 ayda bir gergeklestirme tavsiyesi silinmistir.

Bazi girdiler degistirilmistir:
e “musteri geri bildirimi”, “musteri ve personel geri bildirimi” olarak degistirilmistir.
e “iyilestirme Onerileri”, “uygulanan iyilestirmelerin etkinligi” olarak

degistirilmistir.

Bazi girdiler eklenmistir:

a) laboratuvara iliskin i¢ ve dis konulardaki degisiklikler,

b) hedeflerin yerine getirilmesi,

d) 6nceki yonetim incelemelerinden kaynaklanan aksiyonlarin durumu,

[) kaynaklarin yeterliligi,

m) risk tanimlamasinin sonuglari

Sonugclar detaylandirilmistir:

a) yonetim sistemi ve sireglerinin etkinligi,

b) bu belgenin gereklerinin yerine getirilmesine iliskin laboratuvar

faaliyetlerinin iyilestirilmesi,

c) gerekli kaynaklarin temini,

d) degisim ihtiyacl.

Yeniliklerin nasil uygulanacagina dair dneriler

Prosediri uyarlayin.

Diger kaynaklar
e CookBook N2 7 “Laboratuvarlar igin ydnetim incelemeleri”

Cross Reference

ISO/IEC 17025:2017 ISO/IEC 17025:2005

Clause Title Clause Title

8.9 Management reviews 4.15 Management reviews
(Option A)

Identification of changes
This clause has been rewritten.

The recommendation of performing the management review every 12
months has been erased.
Some inputs have been changed:

e “customer feedback” has been modified to “customer and personnel feedback”
e Instead of “recommendations for improvements”, it has been modified
to: “effectiveness of any implemented improvements “

Some inputs have been added:

a) changes in internal and external issues that are relevant to the laboratory;
b) fulfilment of objectives;

d) status of actions from previous management reviews;

I) adequacy of resources;

m) results of risk identification

The outputs have been detailed:

a) the effectiveness of the management system and its processes;

b) improvement of the laboratory activities related to the fulfiiment of the
requirements of this document;

c) provision of required resources;

d) any need for change.

Suggestions on how to implement the novelties

Adapt the procedure.

Further readings
e CookBook N2 7 “Management reviews for laboratories”
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ISO/IEC 17025 STANDARDINA GEGCi$ ARACI

EUROLAB, yeni ISO/IEC 17025:2017 standardinin igerigini dikkate alarak
laboratuvarlarin gegis sirecini dogru bir sekilde uygulamasina yardimci
olacak bir arag¢ olusturmustur.

COOKBOOK CARKI

EUROLAB, uygun birgecis stireciuygulamasiicinlaboratuvarlarailave okumalar
ve ipuglari ile yardimci olmak amaciyla, yeni standardin gerekliliklerini goz
onine alarak CookBook’lari gbzden gecirmis ve uyarlamistir.

Bu cark, daha kolay erisim saglamak icin EUROLAB internet sayfasinda
interaktif hale getirilmistir.

N215 Bir 6lgtim proseddiriiniin
dogrulugunun bir referans materyali
kullanilarak degerlendirilmesi

Taleplerin gézden
gegirilmesi

Disaridan saglanan
arin ve hizmetler

N21 Deney ve kalibrasyon
yéntemlerinin validasyon
stireci

Yontemler ve validasyon

Metrolojik
izlenebilirlik

N212 Excel Kullanimi Numune Alma

Ekipman

Ne3 Test edilemez
numunelerin yonetimi

Malzemelerin
yonetimi

N211 Yeni personel
tyelerinin tanitimi

Tesisler ve
Cevre sartlari

N@8 Sartnamalere
veya limit degerlere
uygunluk tayini

Kaynak
Gereklilikleri

N26 Personelin
yeterliliginin
degerlendirilmesi

Teknik kayitlar

Personel

Ne2 Yeterlik test
programinin segim
kriterleri

Olgiim
belirsizligi

Siireg
Gereklilikleri

N©7 Laboratuvarlar
icin yonetim
incelemeleri

Yonetim incelemesi

Sonuglarin N220 Deney sonuglarinin

N9 i¢ Denetim : ) Yonetim gecerliligi gecerli kilnmasini giivence
Ne10 Denetci I Gt Sistemi altina almak igin
Hiobenetd Gereklilikleri faaliyetlerin planlanmasi

Raporlama

N214 Denetim Raporu Duzeltici faaliyet

Ne17 LAK

NSl
U2

sopiutl

N16 Dizeltici ve
onleyici faaliyet

Slepmitsy N24 Laboratuvarlar arasi

karsilastirma verilerinin
laboratuvarlar tarafindan
kullanimi

fyilestirme

No5 Akreditasyon stireci Uygun olmayan isler

icinde uyusmazlik ¢6zimi

Riskler ve Firsatlar
Bilgi
yonetimi

N24.2 Laboratuvarlar aras
karsilastirma verilerinin
laboratuvarlar tarafindan
kullanimi - Rev 2

Kayitlar
N213 Elektronik Kayitlar
Dokiimantasyon

N218 Risk temelli N219 Tarafsizlik ve Gizlilik
yaklagim

Daha bliyiik ¢ark icin liitfen sayfayi cevirin.
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TOOL FOR TRANSITION TO ISO/IEC 17025

In view of the content of the new standard ISO/IEC 17025:2017, EUROLAB
has created a tool to help the laboratories properly implement the
transition.

COoOKBOOK WHEEL

To help the laboratories with further readings and hints to implement a proper
transition, EUROLAB has revised and adapted the CookBooks considering the
requirements of the new standard.

This wheel has been made interactive in the EUROLAB webpage to make
access even easier.

N215 The assessment of the trueness
of a measurement procedure by use
of a reference material

Review of request

Externally provided
products & Services

Ne1 Validation of test and
calibration methods

Methods & validation

Metrological
traceability

N212 Use of Excel Sampling

Equipment
Ne3 Handling of
Untestable Samples

Handling of
items

Facilities &
Env. conditions

Ne11 Induction of
new staff members

Resource
Requirements

Neg Determination
conformance with
spesifications or
limit values

N26 How to assess
the competence
of staff

Technical
records

Personnel

Process
Requirements

Measurement
uncertainty

Ne7 it
reviews for
laboratories

Ne2 Criteria for the
selection of a
proficiency testing

Management Review

Validity of

. Management
N9 Internal audit
Internal audit System results scheme
N210 The auditor N o .
Requirements Reporting N220 Planning of

activities to ensure the
validity of test results

N214 Audit Report Corrective action

N216 Corrective and Complaints

preventive action

Ne17ILC

Improvement

Nonconforming work
8 N24 Use of interlaboratory

comparison data by
laboratories

N@5 Conflict handling within
the accreditation process

Risks & Opportunities
Information

management

Records N24.2 Use of interlaboratory
comparison data by

laboratories - Rev 2

I tialt
Ne13 Electronic Records InjerlrdEILe)

Documentation

Confidentiality

N218 Risk based N219 Impartialty & Confidentiality
approach

Please turn the page to a larger wheel.
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Disaridan saglanan
urin ve hizmetler

Metrolojik
izlenebilirlik
N212 Excel Kullanimi
Ekipman

N211 Yeni personel
Gyelerinin tanitimi

Tesisler ve
Cevre sartlari

Kaynak
N26 Personelin Gereklilikleri
yeterliliginin

. . . Personel
degerlendirilmesi

N27 Laboratuvarlar
icin yonetim
incelemeleri

Yonetim incelemesi

N9 i¢ Denetim ; . Yonetim
I¢c denetim Sistemi
N210 Denetgi . .
i Gereklilikleri

N214 Denetim Raporu Duzeltici faaliyet

N2916 Diizeltici ve

dnleyici faaliyet iyilestirme

Ne5 Akreditasyon sireci

icinde uyusmazlik ¢ézimi Riskler ve Firsatlar

Kayitlar
N213 Elektronik Kayitlar
Dokiimantasyon

N218 Risk temelli
yaklagim
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N215 Bir 6lgim prosedirinin
dogrulugunun bir referans materyali
kullanilarak degerlendirilmesi

Taleplerin gdozden
gecirilmesi

N21 Deney ve kalibrasyon
yontemlerinin validasyon
slreci

Yontemler ve validasyon

Numune Alma

Ne3 Test edilemez

Malzemelerin numunelerin yénetimi

yonetimi
N28 Sartnamalere
veya limit degerlere

Teknik kayitlar o
uygunluk tayini

N22 Yeterlik test
programinin segim
kriterleri

Olgiim
belirsizligi

Siireg
Gereklilikleri

Sonuglarin
gegcerliligi

N220 Deney sonuglarinin
gecerli kihnmasini glivence
altina almak igin

Raporlama faaliyetlerin planlanmasi

Ne17 LAK

Allieysidar N@4 Laboratuvarlar arasi

karsilastirma verilerinin
laboratuvarlar tarafindan
kullanimi

Uygun olmayan isler

Bilgi

T N24.2 Laboratuvarlar arasi

karsilastirma verilerinin
laboratuvarlar tarafindan
kullanimi - Rev 2

N219 Tarafsizlik ve Gizlilik
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Externally provided
products & Services

Metrological
traceability
N212 Use of Excel
Equipment

Facilities &
Env. conditions

N211 Induction of
new staff members

Resource
N26 How to assess Requirements
the competence

of staff

Personnel

N27 Management
reviews for
laboratories

Management Review

N9 Internal audit . Management
. Internal audit System
N210 The auditor .
Requirements

N214 Audit Report Corrective action

N216 Corrective and

preventive action Improvement

Ne5 Conflict handling within

the accreditation process Risks & Opportunities

Records
N213 Electronic Records
Documentation

N218 Risk based
approach
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N215 The assessment of the trueness
of a measurement procedure by use
of a reference material

Review of request

Ne1 Validation of test and
calibration methods

Methods & validation

Sampling

N23 Handling of
Handling of Untestable Samples

items

N28 Determination
conformance with
spesifications or
limit values

Technical
records

Process
Requirements

Measurement
uncertainty N2 Criteria for the
selection of a

proficiency testing

scheme

Validity of
results

N220 Planning of
activities to ensure the
validity of test results

Reporting

Complaints
Ne17 ILC

Nonconforming work .
N24 Use of interlaboratory

comparison data by
laboratories

Information
management

N24.2 Use of interlaboratory
comparison data by
laboratories - Rev 2

Impartialty

Confidentiality

N219 Impartialty & Confidentiality
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