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Predmluva

Tento dokument (EN 1SO 15189:2012) vypracovala technicka komise ISO/TC 212 Klinické laboratorni
zkousky a diagnostické zkusebni systémy in vitro ve spolupraci s technickou komisi CEN/TC 140
Diagnostické zdravotnické prostiedky in vitro, jejiz sekretariat zajiStuje DIN.

Této evropské normé je nutno nejpozdéji do kvétna 2013 dat status narodni normy, a to bud vydanim
identického textu, nebo schvalenim k pfimému pouzivani, a narodni normy, které jsou s ni v rozporu,
je nutno zrusit nejpozdéji do listopadu 2015.
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Oznémeni o schvaleni
Text ISO 15189:2012 byl schvalen CEN jako EN ISO 15189:2012 bez jakychkoliv modifikaci.
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Uvod

Tato mezindrodni norma vychdazejici z ISO/IEC 17025

a 1SO 9001 uvadi pozadavky na zplsobilost a kvalitu, které
jsou uréeny zvlasté pro zdravotnické labora-

tofe?. Pfipousti se pfitom, Ze nékteré zemé mohou mit své
vlastni predpisy nebo pozadavky vztahujici se na nékteré
nebo na vSechny odborné pracovniky a jejich ¢innosti

a odpovédnosti v této oblasti.

Sluzby zdravotnické laboratore jsou nezbytné pro péci

0 pacienta a laborator proto musi byt pfipravena plnit
pozadavky vsech pacientd i klinickych pracovnikd
odpovédnych za pédi o tyto pacienty. Tyto sluzby zahrnuji
organizaci pozadavkd na laboratorni vySetreni, identifikaci
a pripravu pacienta, odbér vzorkd, dopravu, skladovani,
zpracovani a laboratorni vysetfeni klinickych vzorkd, spolu
s naslednou interpretaci, sdélovanim zprav a poradenskou
¢innosti, a to navic se zi'etelem na bezpecnost a etiku
prace zdravotnické laboratore.

Kdykoliv to ndrodni, regionalni nebo mistni predpisy

a pozadavky dovoluji, je zadouci, aby sluzby zdravotnické
laboratore zahrnovaly vySetrovani pacientl v pripadech
konzultaci, a aby se vedle diagnostiky a péce o pacienta
také aktivné podilely na prevenci chorob. Kazda laboratof
by méla téz svym odbornym pracovnikim poskytovat
vhodné vzdélavaci a védecké pfileZitosti.
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Introduction

This International Standard, based upon ISO/IEC 17025 and
ISO 9001, specifies requirements for competence and
quality that are particular to medical laboratories. It is
acknowledged that a country could have its own specific
regulations or requirements applicable to some or all its
professional personnel and their activities and
responsibilities in this domain.

Medical laboratory services are essential to patient care
and therefore have to be available to meet the needs of all
patients and the clinical personnel responsible for the care
of those patients. Such services include arrangements for
examination requests, patient preparation, patient
identification, collection of samples, transportation,
storage, processing and examination of clinical samples,
together with subsequent interpretation, reporting and
advice, in addition to the considerations of safety and
ethics in medical laboratory work.

Whenever allowed by national, regional or local
regulations and requirements, it is desirable that medical
laboratory services include the examination of patients in
consultation cases, and that those services actively
participate in the prevention of disease in addition to
diagnosis and patient management. Each laboratory
should also provide suitable educational and scientific
opportunities for professional staff working with it.



Ackoliv je tato mezinarodni norma urcena k pouziti

v oborech ¢innosti a sluzeb zdravotnickych laboratof,
které jsou bézné uznavané, mize se ukazat jako uZite¢na
a vhodna také pro pracovniky jinych obor( a sluzeb, jako
jsou klinicka fyziologie, zobrazovaci metody a lékarska
fyzika. Kromé toho budou moci tuto mezindrodni normu
vyuzivat jako podklad pro svoji ¢innost organy posuzujici
zplsobilost zdravotnickych laboratofi. Pokud se laborator
uchdzi o akreditaci, méla by si zvolit akreditacni organ,
jenz pracuje v souladu s ISO/IEC 17011 a ktery zohledfuje
zvlastni pozadavky zdravotnickych laboratofi.

Tato mezinarodni norma nenfi uréena pro Ucely certifikace,
avsak spinéni jejich pozadavk( zdravotnickou laboratof{
znamena, ze laborator splfiuje jak poZzadavky na
technickou zptsobilost, tak i pozadavky na systém
managementu, které jsou nutné k tomu, aby trvale
poskytovala technicky platné vysledky. Pozadavky na
systém managementu v kapitole 4 jsou napsany v jazyce,
ktery odpovida ¢innostem zdravotnické laboratore,
odpovidaji principlm ISO 9001:2008 Systémy
managementu kvality - PoZadavky a jsou v souladu

s prislusnymi poZadavky této normy (Joint IAF-ILAC-ISO
Communiqué vydané v roce 2009).

Vztah mezi kapitolami a ¢lanky tohoto tfetiho vydani
ISO 15189 a odpovidajicimi ¢astmi ISO 9001:2008

a ISO/IEC 17025:2005 je upresnén v pfiloze A

této mezinarodni normy.

Problematika prostredi souvisejici s Cinnosti zdravot-
nické laboratore je obecné pojednana v celé této mezi-
narodni normé se zvlastnim prihlédnutim v 5.2.2, 5.2.6,
5.3,5.4,55.1.4a5.7.

1 Predmét normy

Tato mezinarodni norma specifikuje pozadavky na kvalitu
a zpUsobilost ve zdravotnickych laboratorich.

Tato mezindrodni norma se m(ze pouzivat ve zdravot-
nickych laboratorich pfi vyvoji jejich systéml manage-
mentu kvality a posuzovani jejich vlastni zpGsobilosti.
MUzZe se rovnéz pouzivat k potvrzeni nebo uznani
zpClsobilosti zdravotnickych laboratofi zakazniky
laboratore, regulac¢nimi a akreditacnimi organy.
POZNAMKA Ke specifickym tématdm, o kterych pojednévé
tato mezinarodni norma, se mohou rovnéz vztahovat
mezinarodni, ndrodni nebo regionalni pfedpisy nebo
pozadavky.

While this International Standard is intended for use
throughout the currently recognized disciplines of medical
laboratory services, those working in other services and
disciplines such as clinical physiology, medical imaging
and medical physics could also find it useful and
appropriate. In addition, bodies engaged in the recognition
of the competence of medical laboratories will be able to
use this International Standard as the basis for their
activities. If a laboratory seeks accreditation, it should
select an accrediting body which operates in accordance
with ISO/IEC 17011 and which takes into account the
particular requirements of medical laboratories.

This International Standard is not intended to be used for
the purposes of certification, however a medical
laboratory's fulfilment of the requirements of this
International Standard means the laboratory meets both
the technical competence requirements and the
management system requirements that are necessary for
it to consistently deliver technically valid results. The
management system requirements in Clause 4 are written
in a language relevant to a medical laboratory's operations
and meet the principles of ISO 9001:2008, Quality
management systems - Requirements, and are aligned
with its pertinent requirements (Joint IAF-ILAC-ISO
Communiqué issued in 2009).

The correlation between the clauses and subclauses of this
third edition of ISO 15189 and those of ISO 9001:2008 and
of ISO/IEC 17025:2005 is detailed in Annex A of this
International Standard.

Environmental issues associated with medical laboratory
activity are generally addressed throughout this
International Standard, with specific references in 5.2.2,
5.2.6,5.3,5.4,5.5.1.4 and 5.7.

1 Scope

This International Standard specifies requirements for
quality and competence in medical laboratories.

This International Standard can be used by medical
laboratories in developing their quality management
systems and assessing their own competence. It can also
be used for confirming or recognizing the competence of
medical laboratories by laboratory customers, regulating
authorities and accreditation bodies.

NOTE International, national or regional regulations or
requirements may also apply to specific topics covered in
this International Standard.

Konec nahledu - text dale pokraéuje v placené verzi CSN.



