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Tento dokument (EN I1SO 15189:2003) byl
pfipraven technickou komisi ISO/TC 212
,Klinické laboratorni zkousky a zkusebni
systémy pro diagnostiku in vitro“ ve
spolupraci s technickou komisi CEN/TC 140
»Diagnostické zdravotnické prostfedky in
vitro“, jejiz sekretariat zajis»uje DIN.

Této evropské normé je nutno nejpozdéji do
srpna 2003 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 srpna 2003.

Podle Vnitrnich predpisti CEN/CENELEC jsou
tuto evropskou normu povinny zavést
narodni normalizani organizace
nasledujicich zemi: Belgie, Ceské republiky,
Déanska, Finska, Francie, Irska, Islandu, Italie,
Lucemburska, Madarska, Malty, Némecka,
Nizozemska, Norska, Portugalska, Rakouska,
Recka, Slovenska, Spojeného kralovstvi,
©panélska, ©védska a ©Ovycarska.

Oznémeni o schvaleni
Text ISO 15189:2003 byl schvalen CEN jako
EN ISO 15189:2003 bez jakychkoliv zmén.

POZNAMKA Seznam normativnich odkaz(l na

mezinarodni normy je uveden v pfiloze ZA
(normativni).
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Foreword

This document (EN ISO 15189:2003) has
been prepared by Technical Committee
ISO/TC 212 ,Clinical laboratory testing and in
vitro diagnostic test systems” in
collaboration with Technical Committee
CEN/TC 140 ,,In vitro diagnostic medical
devices”, the secretariat of which is held by
DIN.

This European Standard shall be given the
status of a national standard, either by
publication of an identical text or by
endorsement, at the latest by August 2003,
and conflicting national standards shall be
withdrawn at the latest by August 2003.
According to the CEN/CENELEC International
Regulations, the national standards
organizations of the following countries are
bound to implement this European Standard:
Austria, Belgium, Czech Republic, Denmark,
Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italy, Luxembourg, Malta,
Netherlands, Norway, Portugal, Slovakia,
Spain, Sweden, Switzerland and th United
Kingdom.

Endorsement notice

The text of ISO 15189:2003 has been
approved by CEN as EN ISO 15189:2003
without any modifications.

NOTE Normative references to International
Standards are listed in Annex ZA
(normative).

Uvod

Introduction



Tato mezinarodni norma vychazejici z ISO/IEC
17025 a I1SO 9001 uvadi pozadavky na
zpUsobilost a jakost, které jsou uréeny zvlasté
pro zdravotnické laboratore. Pfipousti se
pritom, ze néktera zemé mdze mit své
vlastni predpisy nebo pozadavky vztahuijici se
na nékteré, nebo na vsechny, odborné
pracovniky a jejich ¢innosti a odpovédnosti v
této oblasti.

Sluzby zdravotnické laboratore jsou
zakladem péce o pacienta, a laborator proto
musi byt pfipravena splnit pozadavky vSech
pacientl i klinického personalu odpovédného
za péci o tyto pacienty. Tyto sluzby zahrnuiji
organizaci pfijmu, identifikaci a pripravu
pacienta, odbér, dopravu, skladovani,
zpracovani a vysSetrovani klinickych vzorkd,
nasledné ovéreni, interpretaci, predkladani
zprav a poradenskou c¢innost, a navic
hodnoceni bezpecnosti a etiky prace
zdravotnické laboratore.

Kdykoliv to narodni predpisy dovoluji je
Zadouci, aby sluzby zdravotnické laboratore
zahrnovaly vySetrovani pacientd v pripadech
konzultaci, a aby se vedle diagnostiky a
zachazeni s pacientem také aktivné podilely
na prevenci chorob. Kazdy typ sluzby by mél
obsahovat také vhodné vzdélavaci a védecké
prilezitosti pro odborné pracovniky, ktefi tyto
sluzby poskytuiji.

Ackoliv je tato mezinarodni norma zamérena
na pouZiti v oborech sluzeb zdravotnickych
laboratofri, které jsou v soucasnosti bézné,
mUzZe se ukazat jako pouzitelna a vhodna
také pro pracovniky jinych oborl a sluzeb.
Kromé toho budou moci tuto mezinarodni
normu vyuZzivat jako podklad pro svoji
¢innost organy posuzujici zpUsobilost
zdravotnickych laboratofi. Z téchto dlvodd je
urcité tfeba dat prednost tomu, aby si
laborator zadajici o akreditaci zvolila
akreditacni organ, jenz pracuje podle
prislusnych mezinarodnich norem a jenz bere
v Uvahu zvlastni pozadavky zdravotnickych
laboratofi.

This International Standard, based upon
ISO/IEC 17025 and ISO 9001, provides
requirements forcompetence 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 requisition, patient
preparation, patient identification, collection
of samples, transportation, storage,
processing and examination of clinical
samples, together with subsequent
validation, interpretation, reporting and
advice, in addition to the considerations of
safety and ethics in medical laboratory work.
Whenever allowed by national regulations, 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 ought also to
provide suitable educational and scientific
opportunities for professional staff working
with it.

While this International Standard is intended
for use throughout the currently recognized
disciplines of medical laboratory services,
those working in other services and
disciplines 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. For it is surely preferable that a
laboratory seeking accreditation select an
accrediting body which operates to
appropriate international standards and
which takes into account the particular
requirements of medical laboratories.



V dobé pripravy této mezinarodni normy byly
revidovany ISO 9001 a ISO/IEC 17025, a
proto nebylo mozné dat této normé formu a
styl presné odpovidajici uvedenym
dokumentlm. Vztah, ktery nicméné existuje
mezi kapitolami a ¢lanky tohoto prvniho
vydani ISO 15189 a normami ISO 9001:2000 a
ISO/IEC 17025:1999, je podrobné uveden v
priloze A této mezinarodni normy.

*T" Ve francouzstiné se tyto laboratore nazyvaj
Jlaboratoires d’'analyses de biologie médicale”,
zatimco v jinych jazycich se uzivd termin
odpovidajici anglickému ,clinical laboratories”.
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During the preparation of this International
Standard, ISO 9001 and ISO/IEC 17025 were
under revision, and it was therefore
impossible to present this International
Standard in a format and style which
corresponded precisely to those of either of
the aforementioned documents. The
correlation that nevertheless does exist
between the clauses and subclauses of this
first edition of 1ISO 15189 and those of ISO
9001:2000 and of ISO/IEC 17025:1999 is
detailed in Annex A of this International
Standard.

" In the French language, these laboratories are

termed “laboratoires d'analyses de biologie médicale”,
while in other languages they might be referred to
using a term equivalent to the English “clinical
laboratories”.

Predpoklada se, ze druhé vydani této
mezinarodni normy bude mit tésnéjsi
navaznost na druhé vydani ISO/IEC 17025 a
ISO 9001. Navic se v nékterych souvisejicich
oborech zménila terminologie a to zplsobilo,
Ze nékteré pojmy (napf. senzitivita) maji v
rliznych oborech zcela odliSny vyznam. Déle
se planuje, Ze dalsi dokument vztahujici se k
této mezinarodni normé, ISO/IEC Guide 58,
bude nahrazen ISO/IEC 17011. Toto vSechno
musi druhé vydani 1ISO 15189 zohlednit.
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A second edition of this International
Standard, aimed at more closely aligning it
with a second edition of ISO/IEC 17025 and
with 1ISO 9001:2000, is anticipated.
Moreover, terminology has changed within
the disciplines concerned and this has
created differences of expression such that
certain terms (e.g. “sensitivity”) now have
entirely different meanings between
disciplines. Furthermore, it is planned to
replace yet another document related to this
International Standard, ISO/IEC Guide 58, by
ISO/IEC 17011. The second edition of ISO
15189 is to take all this into account.




