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STN EN ISO 15189: 2024

Europsky predhovor

Tento dokument (EN ISO 15189: 2022) vypracovala technicka komisia ISO/TC 212 Laboratérne Kli-
nické skuSanie a in vitro diagnostické skuSobné systémy v spolupraci s technickou komisiou
CEN/TC 140 Diagnostické zdravotnicke pomocky in vitro, ktorej sekretariat je ustanoveny pri DIN.

Tejto eurdpskej norme sa musi priznat postavenie narodnej normy bud' vydanim identického textu
alebo jej oznamenim najneskor do juna 2023 a narodné normy, ktoré su s fiou v rozpore, musia sa
zrusit najneskér do decembra 2025.

Upozortiuje sa na moznost, Ze niektoré casti tohto dokumentu mézu byt predmetom patentovych
prav. CEN [a /alebo CENELEC] nezodpovedaju za identifikaciu ktoréhokol'vek alebo vSetkych takych-
to patentovych prav.

Tento dokument nahradza EN ISO 15189: 2012 a EN ISO 22870: 2016.

Tento dokument vypracoval CEN na zaklade normalizacnej Ziadosti, ktord mu pridelila Eurépska ko-
misia a Eurépske zdruzenie volného obchodu.

Akakol'vek spatna vazba a otazky k tomuto dokumentu sa maji adresovat’ narodnému normalizac-
nému organu pouzivatel'ov. Kompletny zoznam tychto organov je na webovom sidle CEN.

V stilade s vnutornymi predpismi CEN/CENELEC tato eurépsku normu st povinné prevziat narodné
normalizacné organizacie tychto krajin: Belgicka, Bulharska, Byvalej juhoslovanskej republiky Mace-
dénsko, Cypru, Ceska, Danska, Estonska, Finska, Franctizska, Grécka, Holandska, Chorvatska, Irska,
Islanduy, Litvy, Lotysska, Luxemburska, Macedénska, Mad'arska, Malty, Nemecka, Norska, Pol'ska, Por-
tugalska, Rakiska, Rumunska, Slovenska, Slovinska, Spojeného kral'ovstva, Srbska, §panielska, §Vaj -
iarska, Svédska, Talianska a Turecka.

Oznamenie o schvaleni

Text medzinarodnej normy ISO 15189: 2022 schvalil CEN ako EN ISO 15189: 2022 bez akychkol'vek
modifikacii.
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Uvod

Cielom tohto dokumentu je zabezpecCit pohodu
pacientov a spokojnost’ pouZzivatel'ov laboratérii
prostrednictvom doévery v kvalitu a v kompeten-
tnost medicinskych laboratorii.

Tento dokument obsahuje poziadavky pre medi-
cinske laboratéria na planovanie a zavadzanie opa-
treni na zvladanie rizik a prileZitosti na zlepSenie.
Medzi vyhody tohto pristupu patria: zvysenie ucin-
nosti systému manazérstva, zniZenie pravdepodo-
bonosti vyskytu neplatnych vysledkov a zniZenie
vzniku mozného poskodenia pacientov, pracovni-
kov laboratdrii, verejnosti a zZivotného prostredia.

PoZiadavky na riadenie rizik su v silade so zasa-
dami ISO 22367.

Poziadavky na bezpecnost v laboratdriu st v sa-
lade so zasadami ISO 15190.

PoZiadavky na odber vzoriek a ich prepravu su
v stlade so zasadami ISO 20658.1)

Tento dokument obsahuje poziadavky na vySet-
renie v mieste starostlivosti (POCT) a nahradza
[SO 22870, ktord bude po zverejneni tohto doku-
mentu zruSena.

Format tohto dokumentu vychadza z ISO/IEC
17025: 2017.

Medicinske laboratérium je pre starostlivost
o pacientov nevyhnutné; ¢innosti su poskyto-
vané v ramci etického a tstavného ramca, ktory
uznava povinnosti poskytovatelov zdravotnej
starostlivosti voci pacientovi. Tieto ¢innosti sa
vykonavaju vcas tak, aby vyhovovali potrebam
vSetkych pacientov a pracovnikov zodpoved-
nych za starostlivost o tychto pacientov. Medzi
¢innosti patri vybavovanie ziadosti o vySetrenie,
priprava pacientov a ich identifikacia, odbery
vzoriek pacientov, vyber vySetreni vhodnych na
predpokladané pouzitie, vySetrenie vzoriek a ich
uskladnenie, ako aj nasledna interpretacia vy-
sledkov, ich oznamovanie a poradenstvo pre
pouzivatelov laboratérii. To mdze zahfiiat aj
oznamovanie vysledkov pacientom, opatrenia
pre naliehavé vySetrenie a oznamovanie Kritic-
kych vysledkov.

1) Pripravuje sa prvé vydanie (prechddzajice vydanie
bolo technickou Specifikaciou). Etapa v ¢ase vydania:
ISO/DIS 20658: 2022.

Introduction

The objective of this document is to promote the
welfare of patients and satisfaction of laboratory
users through confidence in the quality and
competence of medical laboratories.

This document contains requirements for the
medical laboratory to plan and implement ac-
tions to address risks and opportunities for im-
provement. Benefits of this approach include:
increasing the effectiveness of the management
system, decreasing probability of invalid results,
and reducing potential harm to patients, labora-
tory personnel, the public and the environment.

The requirements for risk management are
aligned with the principles of ISO 22367.

The requirements for laboratory safety are
aligned with the principles of ISO 15190.

The requirements for sample collection and
transport are aligned with ISO 20658.

This document contains the requirements for
point-of-care testing (POCT) and supersedes
[SO 22870, which will be withdrawn upon publi-
cation of this document.

The format of this document is based on
ISO/IEC 17025: 2017.

The medical laboratory is essential to patient
care; activities are provided within an ethical
and governance framework, that recognizes the
obligations of healthcare providers to the pa-
tient. These activities are undertaken in a timely
manner to meet the needs of all patients and the
personnel responsible for the care of those pa-
tients. Activities include arrangements for exa-
mination requests, patient preparation, patient
identification, collection of samples, transporta-
tion, processing of patient samples, selection of
examinations that are fit for intended use, exami-
nation of samples, sample storage, as well as
subsequent interpretation, result reporting and
advice to laboratory users. This may also include
the provision of results to the patient, arrange-
ments for urgent testing and the notification of
critical results.

1 First edition under preparation (previous edition was
a Technical Specification). Stage at the time of publica-
tion: ISO/DIS 20658: 2022.
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Hoci je tento dokument urceny na pouzivanie
v ramci vSetkych v sicasnosti uznavanych medi-
cinskych laboratérnych odborov, mozno ho efek-
tivne aplikovat aj na iné zdravotnicke sluzby,
ako su diagnostické zobrazovanie, respirac¢na te-
rapia, fyziologické vedy, krvné banky a tranftizne
sluzby.

Pouzitie tohto dokumentu ul'ahcuje spolupracu
medzi medicinskymi laboratériami a inymi po-
skytovatel'mi zdravotnickych sluzieb, pomaha
pri vymene informacii a harmonizacii met6d
a postupov.

Porovnatel'nost’ vysledkov vySetreni pacientov
medzi medicinskymi laboratériami, bez ohl'adu
na mesto alebo krajinu sa ul'ah¢i, ked’ sa budu
medicinske laboratéria riadit’ tymto dokumen-
tom.

Laboratorium, ktoré chce ziskat akreditaciu si
ma na tieto ucely vybrat akredita¢ny organ, kto-
ry sa riadi ISO/IEC 17011, a ktory zohl'adnuje
Specifické poziadavky medicinskych laboratorii.

Porovnania tohto dokumentu s ISO 9001: 2015
aISO/IEC 17025: 2017 st uvedené v prilohe B.
Porovnanie ISO 15189: 2012 s [SO 15189: 2022
(tymto dokumentom) uvadza priloha C.

STN EN ISO 15189: 2024

While this document is intended for use throu-
ghout the currently recognized medical labo-
ratory disciplines, it can effectively be applied to
other healthcare services, such as diagnostic ima-
ging, respiratory therapy, physiological sciences,
blood banks and transfusion services.

The use of this document facilitates cooperation
between medical laboratories and other heal-
thcare services, assists in the exchange of infor-
mation, and in the harmonization of methods
and procedures.

The comparability of patient examination results
between medical laboratories, regardless of city
or country, is facilitated when medical laborato-
ries conform to this document.

When a laboratory seeks accreditation, it should
select an accreditation body which operates in
accordance with ISO/IEC 17011, and which ta-
kes into account the particular requirements of
medical laboratories.

Comparisons between this document, ISO 9001:
2015 and ISO/IEC 17025:2017 are in Annex B.
The comparison of ISO 15189: 2012 to ISO 15189:
2022 (this document) is in Annex C.
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1 Predmet

Tento dokument Specifikuje poziadavky na kva-
litu a kompetentnost medicinskych laboratorii.

Tento dokument je uréeny na pouZivanie pre me-
dicinske laboratoria pri vyvoji ich systémov ma-
nazérstva a na posudzovanie ich vlastnej kompe-
tentnosti. PouZiva sa aj na potvrdzovanie alebo
uznavanie kompetentnosti medicinskych labora-
torif zo strany zakaznikov, regulacnych a akre-
ditacnych organov.

Tento dokument je tieZ urceny na pouzivanie pri

vySetreni vykonavanom v mieste pacienta (POCT).
POZNAMKA. - Na $pecifickti problematiku, ktorou sa
tento dokument zaobera sa mézu aplikovat aj medzina-
rodné, narodné alebo regionalne predpisy alebo pozia-
davky.

2 Normativne odkazy

Na nasledujice dokumenty sa odkazuje v texte
takym sposobom, Ze Cast ich obsahu alebo cely
obsah predstavuje poziadavky tohto dokumentu.
Pri datovanych odkazoch sa pouziva len citované
vydanie. Pri nedatovanych odkazov sa pouziva
najnovsie vydanie citovaného dokumentu (vra-
tane akychkol'vek zmien).

ISO/IEC Guide 99: 2007, Medzinarodny metrolo-
gicky slovnik. Zakladné a vSeobecné pojmy a su-
visiace terminy (VIM)

POZNAMKA. - ISO/IEC Guide 99:2007 je tieZ znamy ako
Spolo¢ny vybor pre metrologické prirucky (JCGM) 200.

ISO/IEC 17000: 2020 Posudzovanie zhody. Slov-
nik a vSeobecné zasady.

ISO/IEC 17025: 2017 VSeobecné poziadavky na
kompetentnost skisobnych a kalibra¢nych labo-
ratorii.

1 Scope

This document specifies requirements for qua-
lity and competence in medical laboratories.

This document is applicable to medical laborato-
ries in developing their management systems
and assessing their competence. It is also appli-
cable for confirming or recognizing the compe-
tence of medical laboratories by laboratory
users, regulatory authorities and accreditation
bodies.

This document is also applicable to point-of-care
testing (POCT).

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

2 Normative references

The following documents are referred to in the
text in such a way that some or all of their con-
tent constitutes requirements of this document.
For dated references, only the edition cited ap-
plies. For undated references, the latest edition
of the referenced document (including any
amendments) applies.

ISO/IEC Guide 99: 2007, International vocabu-
lary of metrology - Basic and general concepts
and associated terms (VIM)

NOTE ISO/IEC Guide 99 is also known as the Joint
Committee for Guides in Metrology (JCGM) 200.

ISO/IEC 17000: 2020, Conformity assessment —
Vocabulary and general principles

ISO/IEC 17025: 2017, General requirements for
the competence of testing and calibration labora-
tories

koniecnahladu -textdalejpokracujevplatenejverzii STN
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